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This  section  of  the  FEDERAL  REGISTER 
contains  regulatory  documents  having  general 
applicability  and  legal  effect,  most  of  which 
are  keyed  to  and  codified  in  the  Code  of 
Federal  Regulations,  which  is  published  under 
50  titles  pursuant  to  44  U.S.C.  1510. 

The  Code  of  Federal  Regulations  is  sold  by 
the  Superintendent  of  Documents.  Prices  of 
new  books  are  listed  in  the  first  FEDERAL 
REGISTER  issue  of  each  week. 


DEPARTMENT  OF  THE  TREASURY 
Internal  Revenue  Service 

26  CFR  Part  1 
[TD  9572] 

RIN  1545-BK53 

Dividend  Equivalents  From  Sources 
Within  the  United  States 

AGENCY:  Internal  Revenue  Service  (IRS], 
Treasury. 

ACTION:  Temporary  regulations: 
correcting  amendment. 

SUMMARY:  This  document  amends 
temporary  regulations  relating  to 
dividend  equivalents  for  purposes  of 
section  871  (m]  of  the  Internal  Revenue 
Code  (Code).  The  regulations  affect 
nonresident  aliens  and  foreign 
corporations  that  hold  notional 
principal  contracts  (NPCs)  providing  for 
payments  determined  by  reference  to 
payments  of  dividends  from  sources 
within  the  United  States. 

DATES:  Effective  Date:  These  regulations 
are  effective  August  31,  2012. 

Applicability  Date:  For  dates  of 
applicability,  see  §  1.871-16T(g]. 

FOR  FURTHER  INFORMATION  CONTACT: 
Mark  E.  Erwin  or  D.  Peter  Merkel  at 
(202)  622-3870  (not  a  toll-free  number). 
SUPPLEMENTARY  INFORMATION: 

Background 

On  January  23,  2012,  the  Department 
of  the  Treasury  (Treasury)  and  the 
Internal  Revenue  Service  (IRS) 
published  in  the  Federal  Register  a 
temporary  regulation  and  a  notice  of 
proposed  rulemaking  relating  to 
dividend  equivalents  from  sources 
within  the  United  States.  See  TD  9572, 
77  FR  3108  (Temporary  Regulations): 
REG-120282-10,  77  FR  3202  (Proposed 
Regulations).  Section  871(m)(2)  defines 
the  term  “dividend  equivalent”  to 
include,  in  part,  any  payment  made 


pursuant  to  a  specified  notional 
principal  contract  (specified  NPC)  that 
is  contingent  upon  or  determined  by 
reference  to  a  U.S.  source  dividend. 
Section  871(m)(3)(A)  provides  a 
definition  for  the  term  specified  NPC 
that  is  applicable  to  payments  made 
through  March  18,  2012.  Section  1.871- 
16T(b)  of  the  Temporary  Regulations 
provides  that  the  definition  of  specified 
NPC  contained  in  paragraphs  (i)  through 
(iv)  of  section  871(m)(3)(A)  will  apply  to 
payments  made  after  March  18,  2012, 
and  before  January  1,  2013.  The 
Proposed  Regulations  provide  a 
different  definition  of  specified  NPC 
that  would  apply  to  payments  made  on 
or  after  January  1,  2013. 

Explanation  of  Provisions 

Treasury  and  the  IRS  received 
numerous  comments  on  the  Proposed 
Regulations,  stating  that  the  proposed 
effective  date  of  January  1,  2013,  would 
not  allow  taxpayers  sufficient  time  to 
build  and  test  the  systems  required  to 
implement  the  withholding  rules  for 
specified  NPCs  and  equity-linked 
instruments.  In  response  to  these 
comments,  this  document  amends 
§  1.871-16T(b)  of  the  Temporary 
Regulations  so  that  the  definition  of  a 
specified  NPC  contained  in  paragraphs 
(i)  through  (iv)  of  section  871(m)(3)(A) 
will  apply  to  payments  made  after 
March  18,  2012,  and  before  January  1, 
2014.  When  final  regulations  are  issued 
adopting  the  Proposed  Regulations, 
Treasury  and  the  IRS  intend  that  the 
rules  contained  in  the  final  regulations 
will  apply  to  payments  made  on  or  after 
January  1,  2014. 

Treasury  and  the  IRS  continue  to 
consider  the  other  public  comments 
made  on  the  Temporary  Regulations  and 
the  Proposed  Regulations. 

Drafting  Information 

The  principal  author  of  these 
regulations  is  D.  Peter  Merkel,  the  Office 
of  Associate  Chief  Counsel 
(International).  Other  personnel  from 
Treasury  and  the  IRS  participated  in 
their  development. 

List  of  Subjects  in  26  CFR  Part  1 

Income  taxes.  Reporting  and 
recordkeeping  requirements. 

Amendments  to  the  Regulations 

Accordingly,  26  CFR  part  1  is 
amended  as  follows: 


PART  1— INCOME  TAXES 

■  Paragraph  1.  The  authority  citation 
for  part  1  continues  to  read  in  part  as 
follows: 

Authority:  26  U.S.C.  780.5  *  *  * 

Section  1.871-16T  also  issued  under  26 
U.S.C.  871(m). 

§1.871-16T(b)  [Amended] 

■  Par.  2.  Section  1.871-16T(b)  is 
amended  by  removing  the  language 
“2013”  and  adding  the  language  “2014” 
fn  its  place  wherever  it  appears. 

Steven  T.  Miller, 

Deputy  Commissioner  for  Services  and 
Enforcement. 

Approved:  August  16,  2012. 

Mark  J.  Mazur, 

Assistant  Secretary  of  the  Treasury  (Tax 
Policy). 

[FR  Doc.  2012-21497  Filed  8-30-12;  8:45  am] 

BILLING  CODE  483(>-01-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Coast  Guard 

33  CFR  Part  117 

[Docket  No.  USCG-201 2-0821] 

Drawbridge  Operation  Regulation; 
Columbia  River,  Vancouver,  WA 

AGENCY:  Coast  Guard,  DHS. 

ACTION:  Notice  of  temporary  deviation 
from  regulations. 

SUMMARY:  The  Coast  Guard  has  issued  a 
temporary  deviation  from  the  operating 
schedule  that  governs  the  Interstate  5  (I- 
5)  Bridges  across  the  Columbia  River, 
mile  106.5,  between  Portland,  OR  and 
Vancouver,  WA.  This  deviation  is 
necessary  to  facilitate  heavy 
maintenance  on  the  bridges  lift-spans. 
This  deviation  allows  height-restricted 
lifts  which  will  reduce  the  vertical 
clearance  available  to  vessels  transiting 
beneath  the  bridges. 

DATES:  This  deviation  is  effective  from 
7  a.m.  on  September  15,  2012  through 
6  p.m.  October  14,  2012. 

ADDRESSES:  Documents  mentioned  in 
this  preamble  as  being  available  in  the 
docket  are  part  of  docket  USCG-201 2- 
0821  and  are  available  online  by  going 
to  http://www.reguIations.gov,  inserting 
USCG-2012-0821  in  the  “Keyword” 
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box  and  then  clicking  “Search”.  They 
are  also  available  for  inspection  or 
copying  at  the  Docket  Management 
Facility  (M-30),  U.S.  Department  of 
Transportation.  West  Building  Ground 
Floor.  Room  W 12— 140.  1200  New  Jersey 
Avenue  SE.,  Washington.  DC  20590, 
between  9  a.m.  and  5  p.m.,  Monday 
through  Friday,  except  Federal  holidays. 
FOR  FURTHER  INFORMATION  CONTACT:  If 
vou  have  questions  on  this  rule,  call  or 
email  the  Bridge  Administrator,  Coast 
Guard  Thirteenth  District:  telephone 
206-220-7282  email 
mndall.d. overt on@uscg.mil.  If  you  have 
questions  on  viewing  the  docket,  call 
Renee  V.  Wright,  Program  Manager, 
Docket  Operations,  telephone  202-366- 
9826. 

SUPI^LEMENTARY  INFORMATION:  The 

Oregon  Department  of  Transportation 
has  requested  that  the  Interstate  5 
Bridges  which  cross  the  Columbia  River 
at  mile  106.5  only  be  required  to  lift  to 
a  reduced  height  of  130  feet  above 
Columbia  River  Datum  for  a  30  day 
period.  The  height  restricted  lifts  are 
necessary  to  facilitate  heavy 
maintenance  on  the.bridges  lift-spans. 
The  1-5  Bridges  cross  the  Columbia 
River  at  mile  106.5  and  provide  three 
designated  navigation  channels  with 
vertical  clearances  ranging  from  39  to  72 
feet  above  Columbia  River  Datum  w'hile 
the  lift  spans  are  in  the  closed  position. 
Vessels  w'hich  do  not  require  a  full 
bridge  opening  may  continue  to  transit 
beneath  the  bridges  during  this 
maintenance  period.  Under  normal 
operation  the  bridges  are  governed  by  33 
CFR  117.869,  w'hich  requires  that  the 
draws  open  fully  and  promptly  on 
signal  except  that  the  draws  need  not 
open  from  6:30  a.m.  to  9  a.m.  and  from 
2:30  p.m.  to  6  p.m.  Monday  through 
Friday  excluding  federal  holidays.  The 
lift-spans  when  fully  opened  provide 
178  feet  of  vertical  clearance  above 
Columbia  River  Datum.  This  deviation 
period  is  from  7  a.m.  on  September  15, 
2012  through  6  p.m.  October  14,  2012. 
The  deviation  allows  the  lift  spans  of 
the  1-5  Bridges  across  the  Columbia 
River,  mile  106.5,  to  be  raised  to  a 
reduced  height  of  130  feet  above 
Columbia  River  Datum  from  7  a.m.  on 
September  15,  2012  through  6  p'.m. 
October  14,  2012.  Scaffolding  will  be 
attached  to  the  bridge  during  this 
maintenance  evolution  which  will 
restrict  the  height  the  lift-spans  can  be 
raised.  Lift  heights  greater  than  130  feet 
above  Columbia  River  Datum  will  not  be 
capable  during  this  maintenance  period 
from  September  15,  2012  until  October 
14,  2012.  The  bridge  shall  operate  in 
accordance  with  33  CFR  117.869  at  all 
other  times.  Waterw’ay  usage  on  this 


stretch  of  the  Columbia  River  includes 
vessels  ranging  from  commercial  tug 
and  tow  vessels  to  recreational  pleasure 
craft.  Mariners  will  be  notified  and  kept 
informed  of  the  bridge’s  operational 
status  via  the  Coast  Guard  Notice  to 
Mariners  publication. 

In  accordance  with  33  CFR  117.35(e}, 
the  draw'bridges  must  return  to  their 
regular  operating  schedule  immediately 
at  the  end  of  the  designated  time  period. 
This  deviation  from  the  operating 
regulations  is  authorized  under  33  CFR 
117.35. 

Dated:  Augu.st  21.  2012. 

Randall  D.  Overton, 

Bridge  Administrator. 

[FR  Dot;.  2012-21535  Filed  8-30-12;  8:45  am) 
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DEPARTMENT  OF  HOMELAND 
SECURITY 

Coast  Guard 

33  CFR  Part  165 

[Docket  No.  USCG-2012-0814] 

RIN  1625-AAOO 

Safety  Zone;  Cleveland  National  Air 
Show,  Cleveland,  OH 

AGENCY:  Coast  Guard,  DHS. 

ACTION:  Temporary  final  rule. 

SUMMARY:  The  Coast  Guard  is 
establishing  a  temporary  safety  zone  on 
Lake  Erie  and  Cleveland  Harbor  at 
Burke  Lakefront  Airport,  Cleveland,  OH. 
This  safety  zone  is  intended  to  restrict 
vessels  from  a  portion  of  Lake  Erie  and 
Cleveland  Harbor  {near  Burke  Lakefront 
Airport).  This  temporary  safety  zone  is 
necessary  to  protect  participants, 
spectators,  and  vessels  from  the  hazards 
associated  with  aerial  insertions  and 
aircraft  maneuvers. 

DATES:  This  rule  is  effective  from  11:30 
a.m.  on  August  30,  2012,  until  6:00  p.m. 
on  September  3,  2012. 

ADDRESSES:  Documents  mentioned  in 
this  preamble  are  part  of  docket  [USCG- 
2012-0814].  To  view  documents 
mentioned  in  this  preamble  as  being 
available  in  the  docket,  go  to  http:// 
regulations. gov,  type  the  docket 
number  in  the  “SEARCH”  box  and  click 
“SEARCH.”  You  may  visit  the  Docket 
Management  Facility,  Department  of 
Transportation,  West  Building  Ground 
Floor,  Room  W12-140, 1200  New  Jersey 
Avenue  SE.,  Washington,  DC  20590, 
between  9  a.m.  and  5  p.m.,  Monday 
through  Friday,  except  Federal  holidays. 
FOR  FURTHER  INFORMATION  CONTACT:  If 
you  have  questions  on  this  rule,  call  or 


email  LT  Christopher  Mercurio,  Chief  of 
Waterway  Management,  U.S.  Coast 
Guard  Sector  Buffalo;  telephone  716- 
843-9343,  email 

SectorBuffaloMarineSafety@uscg.mil.  If 
you  have  questions  on  viewing  or 
submitting  material  to  the  docket,  call 
Renee  V.  Wright,  Program  Manager, 
Docket  Operations,  telephone  (202) 
366-9826. 

SUPPLEMENTARY  INFORMATION: 

Table  of  Acronyms 

DHS  Department  of  Homeland  Security 

FR  Federal  Register 

NPRM  Notice  of  Proposed  Rulemaking 

A.  Regulatory  History  and  Information 

The  Coast  Guard  is  issuing  this 
temporary  final  rule  without  prior 
notice  and  opportunity  to  comment 
pursuant  to  authority  under  section  4(a) 
of  the  Administrative  Procedure  Act 
(APA)  (5  U.S.C.  553(b)).  This  provision 
authorizes  an  agency  to  issue  a  rule 
without  prior  notice  and  opportunity  to 
comment  when  the  agency  for  good 
cause  finds  that  those  procedures  are 
“impracticable,  unnecessary,  or  contrary 
to  the  public  interest.”  Under  5  U.S.C. 
553(b)(B),  the  Coast  Guard  finds  that 
good  cause  exists  for  not  publishing  a 
notice  of  proposed  rulemaking  (NPRM) 
with  respect  to  this  rule  because  doing 
so  would  be  impracticable  and  contrary 
to  the  public  interest.  The  final  details 
for  this  event  were  not  known  to  the 
Coast  Guard  until  there  was  insufficient 
time  remaining  before  the  event  to 
publish  an  NPRM.  Thus,  delaying  the 
effective  date  of  this  rule  to  wait  for  a 
comment  period  to  run  would  be  both 
impracticable  and  contrary  to  the  public 
interest  because  it  would  inhibit  the 
Coast  Guard’s  ability  to  protect 
spectators  and  vessels  from  the  hazards 
associated  with  aerial  insertions  and 
aircraft  maneuvering,  which  are 
discussed  further  below. 

Under  5  U.S.C.  553(d)(3),  the  Coast 
Guard  finds  that  good  cause  exists  for 
making  this  rule  effective  less  than  30 
days  after  publication  in  the  Federal 
Register.  For  the  same  reasons 
discussed  in  the  preceding  paragraph, 
waiting  for  a  30  day  notice  period  to  run 
would  be  impracticable  and  contrary  to 
the  public  interest. 

B.  Basis  and  Purpose 

The  Cleveland  National  Air  Show  has 
been  taking  place  annually  since  1964. 
During  the  2012  show,  as  with  shows  in 
the  past,  there  will  be  various  high 
speed  aerial  and  military  tactical 
demonstrations  on  and  over  Burke 
Lakefront  to  include  various  maneuvers 
by  U.S.  Navy  Blue  Angels  and  civilian 
aircraft  and  by  personnel  on  the  Burke 
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Lakefront  Airport  grounds.  Specifically, 
this  year’s  aerial  and  military  tactical 
demonstrations  will  take  place  between 
11:30  a.m.  to  4:30  p.m.  on  August  30, 
2012,  10:00  a.m.  to  4:30  p.m.  on  August 
31,  2012,  and  8:00  a.m.  to  6:00  p.m.  on 
September  1,  2012  through  September  3, 
2012.  A  heavy  amount  of  recreational 
boating  traffic  is  expected  for  these 
demonstrations.  The  Captain  of  the  Port 
Buffalo  has  determined  that  the 
maneuvers  combined  with  a  high 
concentration  of  recreational  vessels 
will  create  significant  risks  for  the 
boating  public. 

C.  Discussion  of  Final  Rule 

With  the  aforementioned  risks  in 
mind,  the  Captain  of  the  Port  Buffalo 
has  determined  that  this  temporary 
safety  zone  is  necessary  to  ensure  the 
safety  of  participants  and  the  boating 
public  during  the  Marine  Event.  This 
safety  zone  will  be  effective  from  11:30 
a.m.  on  August  30,  2012  until  6:00  p.m. 
on  September  3,  2012.  It  will  only  be 
enforced,  however,  from  11:30  a.m.  to 
4:30  p.m.  on  August  30,  2012,  10:00 
a.m.  to  4:30  p.m.  on  August  31,  2012, 
and  8:00  a.m.  to  6:00  p.m.  on  September 
1  through  3,  2012. 

The  safety  zone  will  encompass  a 
portion  of  Lake  Erie  and  Cleveland 
Harbor  near  Burke  Lakefront  Airport 
from  position  41°30'20"  N  and 
081°42'20"  W  to  41°30'50"  N  and 
081°42'49"  W,  to  41°32'09"  N  and 
081°39'49"  W,  to  41°31'53"  N  and 
081°39'24"  W,  then  return  to  the  original 
position  (NAD  83), 

All  persons  and  vessels  shall  comply 
with  the  instructions  of  the  Coast  Guard 
Captain  of  the  Port  or  the  designated  on 
scene  Patrol  Commander  (PATCOM). 
Entry  into,  transiting,  or  anchoring 
within  the  safety  zone  is  prohibited 
unless  authorized  by  the  Captain  of  the 
Port  Buffalo  or  his  designated  on-scene 
representative.  Only  state,  federal,  and 
local  vessels  will  be  allowed  in  the 
safety  zone.  The  Captain  of  the  Port  or 
his  designated  on-scene  representative 
may  be  contacted  via  VHP  Channel  16. 

D.  Regulatory  Analyses 

We  developed  this  rule  after 
considering  numerous  statutes  and 
executive  orders  related  to  rulemaking. 
Below  we  summarize  our  analyses 
based  on  13  of  these  statutes  and 
executive  orders. 

1.  Regulatory  Planning  and  Review 

This  rule  is  not  a  significant 
regulatory  action  under  section  3(f)  of 
Executive  Order  12866,  Regulatory 
Planning  and  Review,  as  supplemented 
by  Executive  Order  13563,  Improving 
Regulation  and  Regulatory  Review,  and 


does  not  require  an  assessment  of 
potential  costs  and  benefits  under 
section  6(a)(3)  of  Executive  Order  12866 
or  under  section  1  of  Executive  Order 
13563.  The  Office  of  Management  and 
Budget  has  not  reviewed  it  under  those 
Orders.  It  is  not  “significant”  under  the 
regulatory  policies  and  procedures  of 
the  Department  of  Homeland  Security 
(DHS).  We  conclude  that  this  rule  is  not 
a  significant  regulatory  action  because 
we  anticipate  that  it  will  have  minimal 
impact  on  the  economy,  will  not 
interfere  with  other  agencies,  will  not 
adversely  alter  the  budget  of  any  grant 
or  loan  recipients,  and  will  not  raise  any 
novel  legal  or  policy  issues.  The  safety 
zone  created  by  this  rule  will  be 
relatively  small  and  enforced  for 
relatively  short  time.  Also,  the  safety 
zone  is  designed  to  minimize  its  impact 
on  navigable  waters.  Furthermore,  the 
safety  zone  has  been  designed  to  allow 
vessels  to  transit  around  it.  Thus, 
restrictions  on  vessel  movement  within 
that  particular  area  are  expected  to  be 
minimal.  Under  certain  conditions, 
moreover,  vessels  may  still  transit 
through  the  safety  zone  when  permitted 
by  the  Captain  of  the  Port. 

2.  Impact  on  Small  Entities 

The  Regulatory  Flexibility  Act  of  1980 
(RFA),  5  U.S.C.  601-612,  as  amended, 
requires  federal  agencies  to  consider  the 
potential  impact  of  regulations  on  small 
entities  during  rulemaking. 

The  Coast  Guard  certifies  under  5 
U.S.C.  605(b)  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities. 

This  temporary  final  rule  may  affect 
the  following  entities,  some  of  which 
might  be  small  entities:  The  owners  of 
operators  of  vessels  intending  to  transit 
or  anchor  in  a  portion  of  Lake  Erie  and 
Cleveland  Harbor  from  11:30  a.m.  to 
4:30  p.m.  on  August  30,  2012,  10:00 
a.m.  to  4:30  p.m.  on  August  31,  2012, 
and  8:00  a.m.  to  6:00  p.m.  on  September 
1  through  3,  2012. 

This  safety  zone  will  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities  for 
the  following  reasons:  This  rule  will  be 
in  effect  for  approximately  ten  hours 
each  day  in  an  area  with  low 
commercial  vessel  traffic.  Also,  in  the 
event  that  this  temporary  safety  zone 
affects  shipping,  commercial  vessels 
may  request  permission  from  the 
Captain  of  the  Port  Buffalo  to  transit 
through  the  safety  zone.  Additionally, 
the  Coast  Guard  will  give  advanced 
notice  to  the  public  via  a  local  Broadcast 
Notice  to  Mariners  that  the  regulation  is 
in  effect.  Moreover,  the  COTP  will 
suspend  enforcement  of  the  safety  zone 
if  the  event  for  which  the  zone  is 


established  ends  earlier  than  the 
expected  time. 

3.  Assistance  for  Small  Entities 

Under  section  213(a)  of  the  Small 
Business  Regulatory  Enforcement 
Fairness  Act  of  1996  (Pub.  L.  104-121), 
we  want  to  assist  small  entities  in 
understanding  this  rule.  If  the  rule 
would  affect  your  small  business, 
organization,  or  governmental 
jurisdiction  and  you  have  questions 
concerning  its  provisions  or  options  for 
compliance,  please  contact  the  person 
listed  in  the  FOR  FURTHER  INFORMATION 
CONTACT  section,  above. 

Small  businesses  may  send  comments 
on  the  actions  of  Federal  employees 
who  enforce,  or  otherwise  determine 
compliance  with.  Federal  regulations  to 
the  Small  Business  and  Agriculture 
Regulatory  Enforcement  Ombudsman 
and  the  Regional  Small  Business 
Regulatory  Fairness  Boards.  The 
Ombudsman  evaluates  these  actions 
annually  and  rates  each  agency’s 
responsiveness  to  small  business.  If  you 
wish  to  comment  on  actions  by 
employees  of  the  Coast  Guard,  call  1- 
888-REG-FAIR  (1-888-734-3247).  The 
Coast  Guard  will  not  retaliate  against 
small  entities  that  question  or  complain 
about  this  rule  or  any  policy  or  action 
of  the  Coast  Guard. 

4.  Collection  of  Information 

This  rule  will  not  call  for  a  new 
collection  of  information  under  the 
Paperwork  Reduction  Act  of  1995  (44 
U.S.C.  3501-3520). 

5.  Federalism 

A  rule  has  implications  for  federalism 
under  Executive  Order  13132, 
Federalism,  if  it  has  a  substantial  direct 
effect  on  the  States,  on  the  relationship 
between  the  national  government  and 
the  States,  or  on  the  distribution  of 
power  and  responsibilities  among  the 
various  levels  of  government.  We  have 
analyzed  this  rule  under  that  Order  and 
determined  that  this  rule  does  not  have 
implications  for  federalism. 

6.  Protest  Activities 

The  Coast  Guard  respects  the  First 
Amendment  rights  of  protesters. 
Protesters  are  asked  to  contact  the 
person  listed  in  the  FOR  FURTHER 
INTFORMATION  CONTACT  section  to 
coordinate  protest  activities  so  that  your 
message  can  be  received  without 
jeopardizing  the  safety  or  security  of 
people,  places  or  vessels. 

7.  Unfunded  Mandates  Reform  Act 

The  Unfunded  Mandates  Reform  Act 
of  1995  (2  U.S.C.  1531-1538)  requires 
Federal  agencies  to  assess  the  effects  of 
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their  discretionary  regulatory  actions.  In 
particular,  the  Act  addresses  actions 
that  may  result  in  the  expenditure  by  a 
State,  local,  or  tribal  government,  in  the 
aggregate,  or  by  the  private  sector  of 
$100,000,000  (adjusted  for  inflation)  or 
more  in  any  one  year.  Though  this  rule 
will  not  result  in  such  an  expenditure, 
we  do  discuss  the  effects  of  this  rule 
elsewhere  in  this  preamble. 

8.  Taking  of  Private  Property 

This  rule  will  not  cause  a  taking  of 
private  property  or  otherwise  have 
taking  implications  under  Executive 
Order  12630,  Governmental  Actions  and 
Interference  with  Constitutionally 
Protected  Property  Rights. 

9.  Civil  Justice  Reform 

This  rule  meets  applicable  standards 
in  sections  3(a)  and  3(b)(2)  of  Executive 
Order  12988,  Civil  Justice  Reform,  to 
minimize  litigation,  eliminate 
ambiguity,  and  reduce  burden. 

10.  Protection  of  Children 

We  have  analyzed  this  rule  under 
Executive  Order  13045,  Protection  of 
Children  from  Environmental  Health 
Risks  and  Safety  Risks.  This  rule  is  not 
an  economically  significant  rule  and 
does  not  create  an  environmental  risk  to 
health  or  risk  to  safety  that  may 
disproportionately  affect  children. 

11.  Indian  Tribal  Governments 

This  rule  does  not  have  tribal 
implications  under  Executive  Order 
13175,  Consultation  and  Coordination 
with  Indian  Tribal  Governments, 
because  it  does  not  have  a  substantial 
direct  effect  on  one  or  more  Indian 
tribes,  on  the  relationship  between  the 
Federal  Government  and  Indian  tribes, 
or  on  the  distribution  of  power  and 
responsibilities  between  the  Federal 
Government  and  Indian  tribes. 

12.  Energy  Effects 

This  action  is  not  a  “significant 
energy  action”  under  Executive  Order 
13211,  Actions  Concerning  Regulations 
That  Significantly  Affect  Energy  Supply. 
Distribution,  or  Use. 

13.  Technical  Standards 

This  rule  does  not  use  technical 
standards.  Therefore,  we  did  not 
consider  the  use  of  voluntary  consensus 
standards. 

14.  Environment 

We  have  analyzed  this  rule  under 
Department  of  Homeland  Security 
Management  Directive  023-01  and 
Commandant  Instruction  M16475.1D, 
which  guide  the  Coast  Guard  in 
complying  with  the  National 


Environmental  Policy  Act  of  1969 
(NEPA)(42  U.S.C.  4321-4370f),  and 
have  determined  that  this  action  is  one 
of  a  category  of  actions  that  do  not 
individually  or  cumulatively  have  a 
significant  effect  on  the  human 
environment.  This  rule  involves  the 
establishment  of  a  safety  zone,  and 
therefore,  it  is  categorically  excluded 
from  further  review  under  paragraph 
34(g)  of  Figure  2-1  of  the  Commandant 
Instruction.  A  final  environmental 
analysis  checklist  and  a  categorical 
exclusion  determination  are  available  in 
the  docket  where  indicated  under 
ADDRESSES.  We  seek  any  comments  or 
information  that  may  lead  to  the 
discovery  of  a  significant  environmental 
impact  from  this  rule. 

List  of  Subjects  in  33  CFR  Part  165 

Harbors,  Marine  Safety,  Navigation 
(water).  Reporting  and  record  keeping 
requirements.  Security  measures, 
Waterways. 

For  the  reasons  discussed  in  the 
preamble,  the  Coast  Guard  amends  33 
CFR  parts  165  as  follows; 

PART  165— REGULATED  NAVIGATION 
AREAS  AND  LIMITED  ACCESS  AREAS 

■  1.  The  authority  citation  for  part  165 
continues  to  read  as  follows: 

Authority:  33  U.S.C.  1231;  46  U.S.C. 
Chapters  701,  3306,  3703;  50  U.S.C.  191, 195; 
33  CFR  1.05-1,  6.04-1,  6.04-6,  and  160.5; 

Pub.  L.  107-295, 116  Stat.  2064;  Department 
of  Homeland  Security  Delegation  No.  0170.1. 

■  2.  Add  §  165.T09-0814  to  read  as 
follows: 

§  1 65.T09-081 4  Safety  Zone;  Cleveland 
National  Air  Show,  Cleveland,  OH. 

(a)  Location.  The  safety  zone  will 
encompass  a  portion  of  Lake  Erie  and 
Cleveland  Harbor  near  Burke  Lakefront 
Airport  from  position  41°30'20"  N  and 
081°42'20"  W  to  4J°30'50"  N  and 
081°42'49"  W,  to  41°32'09"  N  and 
081°39'49"  W,  to  41°31'53"  N  and 
081°39'24"  W,  then  return  to  the  original 
position  (NAD  83). 

(b)  Enforcement  Period.  This 
regulation  will  be  enforced  from  11:30 
a.m.  to  4:30  p.m.  on  August  30,  2012, 
10:00  a.m.  to  4:30  p.m.  on  August  31, 
2012,  and  8:00  a.m.  to  6:00  p.m.  on 
September  1  (hrough  3,  2012. 

(c)  Regulations.  (1)  In  accordance  with 
the  general  regulations  in  section  165.23 
of  this  part,  entry  into,  transiting,  or 
anchoring  within  this  safety  zone  is 
prohibited  unless  authorized  by  the 
Captain  of  the  Port  Buffalo  or  his 
designated  on-scene  representative. 

(2)  This  safety  zone  is  closed  to  all 
vessel  traffic,  except  as  may  be 
permitted  by  the  Captain  of  the  Port 


Buffalo  or  his  designated  on-scene 
representative. 

(3)  The  “on-scene  representative”  of 
the  Captain  of  the  Port  Buffalo  is  any 
Coast  Guard  commissioned,  warrant  or 
petty  officer  who  has  been  designated 
by  the  Captain  of  the  Port  Buffalo  to  act 
on  his  behalf. 

(4)  Vessel  operators  desiring  to  enter 
or  operate  within  the  safety  zone  shall 
contact  the  Captain  of  the  Port  Buffalo 
or  his  on-scene  representative  to  obtain 
permission  to  do  so.  The  Captain  of  the 
Port  Buffalo  or  his  on-scene 
representative  may  be  contacted  via 
VHF  Channel  16.  Vessel  operators  given 
permission  to  enter  or  operate  in  the 
safety  zone  must  comply  with  all 
directions  given  to  them  by  the  Captain 
of  the  Port  Buffalo,  or  his  on-scene 
representative. 

Dated:  August  22,  2012. 

S.M.  Wischmann, 

Captain,  U.S.  Coast  Guard,  Captain  of  the 
Port  Buffalo. 

[FR  Doc.  2012-21532  Filed  8-30-12;  8:45  am) 

BILLING  CODE  9110-04-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  180 

[EPA-HQ-OPP-2012-0116;  FRL-9338-2] 

Nitric  Acid;  Exemption  From  the 
Requirement  of  a  Tolerance 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Final  rule. 

SUMMARY:  This  regulation  establishes  an 
exemption  from  the  requirement  of  a 
tolerance  for  residues  of  nitric  acid 
(CAS  Reg.  No.  7697-37-2)  when  used  as 
an  inert  ingredient  in  antimicrobial 
pesticide  formulations  applied  to  food- 
contact  surfaces  in  public  eating  places, 
dairy  processing  equipment,  and  food¬ 
processing  equipment  and  utensils  at  a 
maximum  level  in  the  end-use 
concentration  of  1 ,000  parts  per  million 
(ppm).  Ecolab  Inc.  submitted  a  petition 
to  EPA  under  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (FFDCA),  requesting 
establishment  of  an  exemption  from  the 
requirement  of  a  tolerance.  This 
regulation  eliminates  the  need  to 
establish  a  maximum  permissible  level 
for  residues  of  nitric  acid. 

DATES:  This  regulation  is  effective 
August  31,  2012.  Objections  and 
requests  for  hearings  must  be  received 
on  or  before  October  30,  2012,  and  must 
be  filed  in  accordance  with  the 
instructions  provided  in  40  CFR  part 
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178  (see  also  Unit  I.C.  of  the 
SUPPLEMENTARY  INFORMATION). 

ADDRESSES:  The  docket  for  this  action, 
identified  by  docket  identification  (ID) 
number  EPA-HQ-OPP-2012-0116,  is 
available  at  http://www.reguIations.gov 
or  at  the  OPP  Docket  in  the* 
Environmental  Protection  Agency 
Docket  Center  (EPA/DC),  located  in  EPA 
West,  Rm.  3334, 1301  Constitution  Ave. 
NW.,  Washington,  DC  20460-0001.  The 
Public  Reading  Room  is  open  from  8:30 
a.m.  to  4:30  p.m.,  Monday  through 
Friday,  excluding  legal  holidays.  The 
telephone  number  for  the  Public 
Reading  Room  is  (202)  566-1744,  and 
the  telephone  number  for  the  OPP 
Docket  is  (703)  305-5805.  Please  review 
the  visitor  instructions  and  additional 
information  about  the  docket  available 
at  http://www.epa.gov/dockets. 

FOR  FURTHER  INFORMATION  CONTACT:  Lisa 
Austin,  Registration  Division  (7505P), 
Office  of  Pesticide  Programs, 
Environmental  Protection  Agency,  1200 
Pennsylvania  Ave.  NW.,  Washington, 

DC  20460-0001;  telephone  number; 

(703)  305-7894;  email  address: 
austin.Iisa@epa.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  General  Information 

A.  Does  this  action  apply  to  me? 

You  may  be  potentially  affected  by 
this  action  if  you  are  an  agricultural 
producer,  food  manufacturer,  or 
pesticide  manufacturer.  Potentially 
affected  entities  may  include,  but  are 
not  limited  to: 

•  Crop  production  (NAICS  code  111). 

•  Animal  production  (NAICS  code 

112). 

•  Food  manufacturing  (NAICS  code 
311). 

•  Pesticide  manufacturing  (NAICS 
code  32532). 

B.  How  can  I  get  electronic  access  to 
other  related  information? 

You  may  access  a  frequently  updated 
electronic  version  of  40  CFR  part  180 
through  the  Government  Printing 
Office’s  e-CFR  site  at  http:// 
ecfr.gpoaccess.gov/cgi/thext/text- 
idx?8rc=ecfr&ipl=/ecfrbrowse/Title40/ 
40tab_02.tpl. 

C.  How  can  I  file  an  objection  or  hearing 
request? 

Under  FFDCA  section  408(g),  21 
U.S.C.  346a,  any  person  may  file  an 
objection  ta  any  aspect  of  this  regulation 
and  may  also  request  a  hearing  on  those 
objections.  You  must  file  your  objection 
or  request  a  hearing  on  this  regulation 
in  accordance  with  the  instructions 
provided  in  40  CFR  part  178.  To  ensure 
proper  receipt  by  EPA,  you  must 


identify  docket  ID  number  EPA-HQ- 
OPP-2012-0116  in  the  subject  line  on 
the  first  page  of  your  submission.  All 
objections  and  requests  for  a  hearing 
must  be  in  writing,  and  must  be 
received  by  the  Hearing  Clerk  on  or 
before  October  30,  2012.  Addresses  for 
mail  and  hand  delivery  of  objections 
and  hearing  requests  are  provided  in  40 
CFR  178.25(b). 

In  addition  to  filing  an  objection  or 
hearing  request  with  the  Hearing  Clerk 
as  described  in  40  CFR  part  178,  please 
submit  a  copy  of  the  filing  that  does  not 
contain  any  CBI  for  inclusion  in  the 
public  docket.  Information  not  marked 
confidential  pursuant  to  40  CFR  part  2 
may  be  disclosed  publicly  by  EPA 
without  prior  notice.  Submit  a  copy  of 
your  non-CBI  objection  or  hearing 
request,  identified  by  docket  ID  number 
EPA-HQ-OPP-2012-0116,  by  one  of 
the  following  methods: 

•  Federal  eRulemaking  Portal:  http:// 
www.regulations.gov.  Follow  the  online 
instructions  for  submitting  comments. 
Do  not  submit  electronically  any 
information  you  consider  to  be 
Confidential  Business  Information  (CBI) 
or  other  information  whose  disclosure  is 
restricted  by  statute. 

•  Mail:  OPP  Docket,  Environmental 
Protection  Agency  Docket  Center  (EPA/ 
DC),  Mail  Code:  28221T,  1200 
Pennsylvania  Ave.  NW.,  Washington, 
DC  20460-0001. 

•  Hand  Delivery:  To  make  special 
arrangements  for  hand  delivery  or 
delivery  of  boxed  information,  please 
follow  the  instructions  at  http:// 
www.epa.gov/dockets/contacts.htm. 

II.  Petition  for  Exemption 

In  the  Federal  Register  of  April  7, 
2000  (65  FR  18324)  (FRL-6499-7),  EPA 
issued  a  notice  pursuant  to  section  408 
of  FFDCA,  21  U.S.C.  346a,  announcing 
the  filing  of  a  pesticide  petition  (PP 
9E6029)  by  Ecolab  Inc.,  370  N.  Wabasba 
Street,  St.  Paul,  MN  55102.  The  petition 
requested  that  40  CFR  180.940  be 
amended  by  establishing  an  exemption 
from  the  requirement  of  a  tolerance  for 
residues  of  nitric  acid  (CAS  Reg.  No. 
7697-37-2)  when  used  as  an  inert 
ingredient  in  antimicrobial  pesticide 
formulations  applied  to  food-contact 
surfaces  in  public  eating  places,  dairy 
processing  equipment,  and  food¬ 
processing  equipment  and  utensils  at  a 
maximum  level  in  the  end-use 
concentration  of  1,000  parts  per  million 
(ppm).  That  notice  referenced  a 
summary  of  the  petition  prepared  by 
Ecolab  Inc.,  the  petitioner,  which  is 
available  in  the  docket,  http://  ' 
www.regulations.gov.  There  were  no 
comments  received  in  response  to  the 
notice  of  filing. 


III.  Inert  Ingredient  Definition 

Inert  ingredients  are  all  ingredients 
that  are  not  active  ingredients  as  defined 
in  40  CFR  153.125  and  include,  but  are 
not  limited  to,  the  following  types  of 
ingredients  (except  when  they  have  a 
pesticidal  efficacy  of  their  own): 

Solvents  such  as  alcohols  and 
hydrocarbons;  surfactants  such  as 
polyoxyethylene  polymers  and  fatty 
acids;  carriers  such  as  clay  and 
diatomaceous  earth;  thickeners  such  as 
carrageenan  and  modified  cellulose; 
wetting,  spreading,  and  dispersing 
agents;  propellants  in  aerosol 
dispensers;  microencapsulating  agents; 
and  emulsifiers.  The  term  “inert”  is  not 
intended  to  imply  nontoxicity;  the 
ingredient  may  or  may  not  be 
chemically  active.  Generally,  EPA  has 
exempted  inert  ingredients  from  the 
requirement  of  a  tolerance  based  on  the 
low  toxicity  of  the  individual  inert 
ingredients. 

IV.  Aggregate  Risk  Assessment  and 
Determination  of  Safety 

Section  408(c)(2)(A)(i)  of  FFDCA 
allows  EPA  to  establish  an  exemption 
from  the  requirement  for  a  tolerance  (the 
legal  limit  for  a  pesticide  chemical 
residue  in  or  on  a  food)  only  if  EPA 
determines  that  the  tolerance  is  “safe.” 
Section  408(b)(2)(A)(ii)  of  FFDCA 
defines  “safe”  to  mean  that  “there  is  a 
reasonable  certainty  that  no  harm  will 
result  from  aggregate  exposure  to  the 
pesticide  chemical  residue,  including 
all  anticipated  dietary  exposures  and  all 
other  exposures  for  which  there  is 
reliable  information.”  This  includes 
exposure  through  drinking  water  and  in 
residential  settings,  but  does  not  include 
occupational  exposure.  Section 
408(b)(2)(C)  of  FFDCA  requires  EPA  to 
give  special  consideration  to  exposure 
of  infants  and  children  to  the  pesticide 
chemical  residue  in  establishing  a 
tolerance  and  to  “ensure  that  there  is  a 
reasonable  certainty  that  no  harm  will 
result  to  infants  and  children  from 
aggregate  exposure  to  the  pesticide 
chemical  residue  *  *  *.” 

EPA  establishes  exemptions  from  the 
requirement  of  a  tolerance  only  in  those 
cases  where  it  can  be  clearly 
demonstrated  that  the  risks  from 
aggregate  exposure  to  pesticide 
chemical  residues  under  reasonably 
foreseeable  circumstances  will  pose  no 
appreciable  risks  to  human  health.  In 
order  to  determine  the  risks  from 
aggregate  exposure  to  pesticide  inert 
ingredients,  the  Agency  considers  the 
toxicity  of  the  inert  in  conjunction  with 
possible  exposure  to  residues  of  the 
inert  ingredient  through  food,  drinking 
water,^nd  through  other  exposures  that 
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occur  as  a  result  of  pesticide  use  in 
residential  settings.  If  EPA  is  able  to 
determine  that  a  finite  tolerance  is  not 
necessary  to  ensure  that  there  is  a 
reasonable  certainty  that  no  harm  will 
result  from  aggregate  exposure  to  the 
inert  ingredient,  an  exemption  from  the 
requirement  of  a  tolerance  may  be 
established. 

Consistent  with  section  408(cK2)(A) 
of  FFDCA,  and  the  factors  specified  in 
FFDCA  section  408(c)(2)(B),  EPA  has 
reviewed  the  available  scientific  data 
and  other  relevant  information  in 
support  of  this  action.  EPA  has 
sufficient  data  to  assess  the  hazards  of 
and  to  make  a  determination  on 
aggregate  exposure  for  nitric  acid 
including  exposure  resulting  from  the 
exemption  established  by  this  action. 
EPA’s  assessment  of  exposures  and  risks 
associated  with  nitric  acid  follows. 

A.  Toxicological  Profile 

EPA  has  evaluated  the  available 
toxicity  data  and  considered  their 
validity,  completeness,  and  reliability  as 
well  as  the  relationship  of  the  results  of 
the  studies  to  human  risk.  EPA  has  also 
considered  available  information 
concerning  the  variability  of  the 
sensitivities  of  major  identifiable 
subgroups  of  consumers,  including 
infants  and  children.  Specific 
information  on  the  studies  received  and 
the  nature  of  the  adverse  effects  caused 
by  nitric  acid  as  well  as  the  no- 
observed-adverse-effect-level  (NOAEL) 
and  the  lowest-observed-adverse-effect- 
level  (LOAEL)  from  the  toxicity  studies 
are  discussed  in  this  unit. 

Nitric  acid  is  a  highly  corrosive 
inorganic  acid.  In  a  concentrated  form, 
nitric  acid  is  corrosive  at  the  site  of 
contact  and  does  not  elicit  systemic 
toxicity.  Acute  dermal  and  eye 
exposures  to  concentrated  forms  of 
nitric  acid  can  result  in  skin  burns  and 
irreversible  eye  corrosion.  Acute 
inhalation  exposure  to  nitric  acid  can 
result  in  severe  respiratory  irritation 
followed  by  pulmonary  edema.  Acute 
ingestion  of  nitric  acid  may  result  in 
ulceration,  hemorrhage  and  perforation 
of  the  esophagus  and  stomach. 

The  U.S.  Occupational  Safety  and 
Health  Administration  (OSHA) 
Permissible  Exposure  Limit  (PEL)  for 
nitric  acid  as  well  as  the.American 
Conference  of  Governmental  Industrial 
Hygienists  (ACGIH)  Threshold  Limit 
Value  (TLV)  for  nitric  acid  is  2  ppm  (5 
milligrams/meter  (mg/m^)). 

While  there  are  no  data  on  the  toxicity 
of  dilute  forms  of  nitric  acid  following 
oral  exposure,  the  toxicity  of  dilute 
nitric  acid -would  be  expected  to  be 
comparable  to  the  toxicity  of  the  NO3- 
anion  known  as  nitrate. 


Sodium  nitrate.  Several  studies  were 
available  for  sodium  nitrate.  These 
studies  included  a  6-week  oral  toxicity 
range-finding  study,  chronic/ 
carcinogenicity  studies  in  rodents  and  a 
2-generation  toxicity  study  in  rabbits.  In 
a  6-week  oral  toxicity  study  in  F’344 
rats,  .sodium  nitrate  was  admini.stered  in 
tbe  diet.  Signs  of  toxicity  were 
manifested  as  decreased  body  weight 
gain  at  >5%  (approximately  2,500 
milligrams/kilograms/day  (mg/kg/day)). 
In  the  International  Agency  for  Research 
On  Cancer  (lARC)  Monographs  on  the 
Evaluation  of  Carcinogenic  Risks  to 
Humans  (Vol  94),  the  carcinogenic 
potential  of  sodium  nitrate  was 
evaluated  in  several  studies  in  rodents. 

In  two  studies  in  mice,  no  evidence  of 
carcinogenic  activity  of  sodium  nitrate 
alone  was  observed  in  the  drinking 
water  at  concentrations  up  to 
approximately  5,000  mg/kg/day.  In  four 
studies  in  rats,  no  increased  incidence 
of  tumors  was  observed  when  sodium 
nitrate  alone  was  administered  in  the 
drinking  water  or  in  the  diet  at 
concentrations  up  to  approximately 
2,500  mg/kg/day.  Therefore,  I  ARC 
concluded  that  there  is  inadequate 
evidence  in  humans  for  the 
carcinogenicity  of  nitrate  in  food  or 
drinking  water. 

There  were  no  treatment  related 
effects  observed  in  the  2-generation 
reproduction  study  in  rabbits.  In 
addition,  the  Food  and  Drug 
Administration  (FDA)  sponsored  several 
reproductive  and  developmental  studies 
in  rodents,  hamsters  and  rabbits  treated 
with  sodium  nitrate.  No  adverse  effects 
were  observed  in  maternal  reproductive 
parameters  nor  was  there  fetotoxicity  or 
fetal  malformations  up  to  the  maximum 
doses  tested  in  each  species  (41  mg/kg/ 
day  in  mice  and  hamsters  and  66  mg/ 
kg/day  in  rats  and  rabbits). 

Immunotoxicity  studies  for  nitric  acid 
were  not  available  for  review.  However, 
there  was  no  evidence  of  potential 
immunotoxicity  in  any  of  the  submitted 
studies.  Therefore,  nitric  acid  is  not 
expected  to  be  immunotoxic. 

There  were  three  human 
epidemiological  studies  available  for 
review.  These  epidemiological  studies 
reported  that  cases  of  infant 
methemoglobinemia  are  associated  with 
exposure  to  nitrate  in  drinking  water. 
The  American  Public  Health 
Association  (APHA)  conducted  a  survey 
to  identify  clinical  cases  of  infantile 
methemoglobinemia  that  were 
associated  with  ingestion  of  nitrate- 
contaminated  water.  They  concluded 
that  greater  incidences  of 
methemoglobinemia  were  observed  in 
infants  consuming  >1.8  mg/kg/day  of 
sodium  nitrate.  Methemoglobinemia 


was  not  observed  in  any  of  the  studies 
where  infants  consumed  water 
containing  less  than  1.6  mg/kg/day  of 
sodium  nitrate. 

Specific  information  on  the  studies 
received  and  the  nature  of  the  adverse 
effects  caused  by  nitric  acid  as  well  as 
the  no-observed-adverse-effect-level 
(NOAEL)  and  the  lowest-observed- 
adverse-effect-level  (LOAEL)  from  the 
toxicity  studies  can  be  found  at  http:// 
ww'xv. regulations. gov  in  document 
“Nitric  Acid:  Human  Health  RLsk 
Assessment  and  Ecological  Effects 
Assessment  to  Support  Proposed 
Exemption  from  the  Requirement  of  a 
Tolerance  When  Used  as  Inert 
Ingredients  in  Pesticide  Formulations,” 
pp.  9-26  in  docket  ID  number  EPA-HQ- 
OPP-2012-0116. 

B.  Toxicological  Points  of  Departure/ 
Levels  of  Concern 

Once  a  pesticide’s  toxicological 
profile  is  determined,  EPA  identifies 
toxicological  points  of  departure  (POD) 
and  levels  of  concern  to  use  in 
evaluating  the  risk  posed  by  human 
exposure  to  the  pesticide.  For  hazards 
that  have  a  threshold  below  which  there 
is  no  appreciable  risk,  the  toxicological 
POD  is  used  as  the  basis  for  derivation 
of  reference  values  for  risk  assessment. 
PODs  are  developed  based  on  a  careful 
analysis  of  the  doses  in  each 
toxicological  study  to  determine  the 
dose  at  which  no  adverse  effects  are 
observed  (the  NOAEL)  and  the  lowest 
dose  at  which  adverse  effects  of  concern 
are  identified  (the  LOAEL).  Uncertainty/ 
safety  factors  are  used  in  conjunction 
with  the  POD  to  calculate  a  safe 
exposure  level — generally  referred  to  as 
a  population-adjusted  dose  (PAD)  or  a 
reference  dose  (RfD) — and  a  safe  margin 
of  exposure  (MOE).  For  non-threshold 
risks,  the  Agency  assumes  that  any 
amount  of  exposure  will  lead  to  some 
degree  of  risk.  Thus,  the  Agency 
estimates  risk  in  terms  of  the  probability 
of  an  occurrence  of  the  adverse  effect 
expected  in  a  lifetime.  For  more 
information  on  the  general  principles 
EPA  uses  in  risk  characterization  and  a 
complete  description  of  the  risk 
assessment  process,  see  http:// 
www.epa.gov/pesticides/factsheets/ 
riskassess.htm. 

The  chronic  reference  dose  (cRfD)  of 
1.6  mg/kg/day  and  an  uncertainty  factor 
of  IX  were  established  based  on  the 
results  of  the  American  Public  Health 
Association’s  epidemiology  study  in 
infants.  The  endpoint  was  based  on  the 
concentration  of  sodium  nitrate  (1.6  mg/ 
kg/day)  in  water  at  wliich 
methemoglobinemia  was  not  observed 
in  infants.  Data  from  this  study 
represented  the  most  sensitive  endpoint 
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in  the  most  sensitive  population;  A  summary  of  the  toxicological  risk  assessment  is  shown  in  the  Table  of 

therefore,  the  standard  uncertainty  endpoints  for  nitric  acid  used  for  human  this  unit, 

factors  were  reduced  to  IX. 


Table  —Summary  of  Toxicological  Doses  and  Endpoints  for  Nitric  acid  for  Use  in  Human  Risk  Assessment 


Exposure/scenario 

Point  of  departure  and  un¬ 
certainty/safety  factors 

RfD,  PAD,  LQC  for  risk  as-  j 
sessment  ! 

Study  and  toxicological  effects 

Acute  dietary  (all  popu¬ 
lations). 

There  were  no  effects  that  could  be  attributed  to  a  single  dose  in  the  database.  Therefore,  an  acute  dietary  as¬ 
sessment  was  not  necessary. 

Chronic  dietary  (All  popu- 

NOAEL=  1 .6  mg/kg/day 

Chronic  RfD  =  1 .6  mg/kg/  j 

APHA  Human  Epidemiological  Survey  LOAEL  =  1.8- 

lations). 

UFa  =  1x 

UFh  =  1x 

FQPA  SF  =  1x 

day  1 

cPAD  =  1 .6  mg/kg/day 

3.2  mg/kg/day  based  on  early  clinical  signs  of 
methemoglobinemia  in  excess  of  10%  in  0-3 
months  old  infants. 

Incidental  oral  short-term  (1 
to  30  days). 

NOAEL=  1 .6  mg/kg/day 

UFa  =  lx 

UFh  =  lx 

FQPA  SF  =  lx 

LQC  for  MQE  =  1 

APHA  Human  Epidemiological  Survey  LOAEL  =  1.8- 
3.2  mg/kg/day  based  on  early  clinical  signs  of 
methemoglobinemia  in  excess  of  10%  in  0-3 
months  old  infants. 

Incidental  oral  intermediate- 
term  (1  to  6  months). 

NQAEL=  1 .6  mg/kg/day 

UFa  =  1x 

UFh  =  1x 

FQPA  SF  =  lx 

LOC  for  MOE  =  1 

APHA  Human  Epidemiological  Survey  LOAEL  =1.8- 
3.2  mg/kg/day  based  on  early  clinical  signs  of 
methemoglobinemia  in  excess  of  10%  in  0-3 
months  old  infants. 

Dermal  short-term  (1  to  30 
days). 

NQAEL=  1 .6  mg/kg/day 

UFa  =  lx 

UFh  =  lx 

FQPA  SF  =  1x 

LOC  for  MOE  =  1 

APHA  Human  Epidemiological  Survey  LOAEL  =  1.8- 
3.2  mg/kg/day  based  on  early  clinical  signs  of 
methemoglobinemia  in  excess  of  10%  in  0-3 
months  old  infants. 

Dermal  intermediate-term  (1 
to  6  months). 

NOAEL=  1 .6  mg/kg/day 

UFa  =  lx 

UFh  =  lx 

FQPA  SF  =  1x 

LOC  for  MOE  =  1 

APHA  Human  Epidemiological  Survey  LOAEL  =  1.8- 
3.2  mg/kg/day  based  on  early  clinical  signs  of 
methemoglobinemia  in  excess  of  10%  in  0-3 
months  old  infants. 

Inhalation  short-term  (1  to 

30  days). 

NQAEL=  1 .6  mg/kg/day 
(inhalation  absorption 
rate  =  100%) 

UFa  =  lx 

UFh  =  lx 

FQPA  SF=  lx 

LOC  for  MOE  =  1 

APHA  Human  Epidemiological  Survey  LOAEL  =  1.8- 
3.2  mg/kg/day  based  on  early  clinical  signs  of 

1  methemoglobinemia  in  excess  of  10%  in  0-3 
months  old  infants. 

Inhalation  (1  to  6  months)  ... 

NOAEL=  1 .6  mg/kg/day 
(inhalation  absorption 
rate  =  100%) 

UFa  =  lx 

UFh  =  lx 

FQPA  SF  =  lx 

LOC  for  MOE  =  1 

APHA  Human  Epidemiological  Survey  LOAEL  =  1.8- 
3.2  mg/kg/day  based  on  early  clinical  signs  of 
methemoglobinemia  in  excess  of  10%  in  0-3 
months  old  infants. 

Cancer  (Oral,  dermal,  inha¬ 
lation). 

1  Not  likely  to  be  carcinogenic  based  on  the  lack  of  evidence  of  carcinogenicity  in  the  submitted  studies. 

UFa  =  extrapolation  from  animal  to  human  (interspecies).  UFh  =  potential  variation  in  sensitivity  among  members  of  the  human  population 
(intraspecies).  UFl  =  use  of  a  LOAEL  to  extrapolate  a  NOAEL.  UFs  =  use  of  a  short-term  study  for  long-term  risk  assessment.  UFdb  =  to  ac¬ 
count  for  the  absence  of  data  or  other  dAta  deficiency.  FQPA  SF  =  Food  Quality  Protection  Act  Safety  Factor.  PAD  =  population  adjusted  dose 
(a  =  acute,  c  =  chronic).  RfD  =  reference  dose.  MOE  =  margin  of  exposure.  LOC  =  level  of  concern. 


C.  Exposure  Assessment 

In  evaluating  dietary  exposure  to 
nitric  acid,  EPA  considered  exposure 
under  the  petitioned-for  exemption  from 
the  requirement  of  a  tolerance.  EPA 
assessed  dietary  exposures  from  nitric 
acid  in  food  as  follows: 

The  requested  exemption  from  the 
requirement  of  a  tolerance  for  the  use  of 
nitric  acid  could  allow  for  uses  in  food 
contact  surface  sanitizing  solutions  in 
which  residues  of  nitric  acid  could 
migrate  to  food  or  otherwise  be  ingested. 

1.  Dietary  exposure  from  food  and 
feed  uses.  In  evaluating  dietary 
exposure  to  nitric  acid,  EPA  considered 
exposure  under  the  proposed  exemption 
from  the  requirement  of  a  tolerance.  In 
the  absence  of  actual  dietary  exposure 
data  resulting  from  this  use,  the  EPA  has 
utilized  a  conservative,  health- 


protective  method  of  estimating  dietary 
intake  that  is  based  upon  conservative 
assumptions  related  to  the  amount  of 
residues  that  can  be  transferred  to  foods 
as  a  result  of  the  proposed  use  of  nitric 
acid  in  food  contact  sanitizing  pesticide 
products.  This  same  methodology  has 
been  utilized  by  EPA  in  estimating 
dietary  exposures  to  antimicrobial 
pesticides  used  in  food-handling 
settings.  A  complete  description  of  the 
approach  used  to  assess  dietary 
exposures  resulting  from  food  contact 
sanitizing  solution  uses  of  nitric  acid 
can  be  found  at  http:// 
www.regulations.gov  in  document 
“Nitric  Acid;  Human  Health  Risk 
Assessment  and  Ecological  Effects 
Assessment  to  Support  Proposed 
Exemption  from  the  Requirement  of  a 
Tolerance  When  Used  as  Inert 
Ingredients  in  Pesticide  Formulations,” 


pp.  9—26  in  docket  ID  number  EPA-HQ- 
OPP-2012-0116. 

EPA  assessed  dietary  exposures  from 
nitric  acid  in  food  as  follows: 

i.  Acute  exposure.  No  adverse  effects 
attributable  to  a  single  exposure  of  nitric 
acid  were  seen  in  the  toxicity  databases. 
Therefore,  an  acute  dietary  exposure 
assessment  for  nitric  acid  is  not 
necessary. 

ii.  Chronic  exposure.  In  conducting 
the  chronic  dietary  exposure 
assessment,  the  Agency  believes  the 
assumptions  used  to  estimate  chronic 
dietary  exposures  lead  to  an  extremely 
conservative  assessment  of  chronic 
dietary  risk  due  to  a  series  of 
compounded  conservatisms.  First,  when 
a  surface  is  treated  with  a  disinfectant, 

a  quantity  of  the  disinfectant  remains  on 
the  surface  (Residual  Solution).  In  the 
absence  of  any  other  data,  EPA  has  used 
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an  estimated  worst-case  concentration 
of  1  mg  of  solution  per  square 
centimeter  (cm)  of  treated  surface  area 
for  this  quantity. 

Second,  the  conser\’atism  of  this 
methodology  is  compounded  by  EPA’s 
decision  to  assume  a  worst  case  scenario 
that  all  food  that  an  individual 
consumes  will  come  into  contact  with 
4,000  cm2  of  sanitized  non-porous  food- 
contact  surfaces.  This  contact  area 
represents  all  the  surface  area  from 
silverware,  china,  and  glass  used  by  a 
person  who  regularly  eats  three  meals 
per  day  at  an  institutional  or  public 
facility.  The  surface  area  of  counter  tops 
that  comes  in  contact  with  food  is 
expected  to  be  smaller  than  the  surface 
area  for  food  utensils.  As  a  conservative 
estimate,  EPA  assumed  that  2,000  cm^ 
of  treated  counter  top  surface  area, 
comes  into  contact  with  an  individual’s 
food  per  day. 

Third,  EPA  assumes  that  100%  of  the 
material  present  on  food  contact 
surfaces  will  migrate  to  food. 

iii.  Cancer.  Sodium  nitrate  did  not 
cause  an  increase  in  tumors  in  rodents 
at  doses  up  to  2,500  mg/kg/day. 
Therefore,  based  on  the  weight  of 
evidence,  nitric  acid  is  not  likely  to 
cause  cancer  in  humans  and  a  cancer 
dietary  exposure  assessment  is  not 
necessaiA'  to  assess  cancer  risk. 

2.  Dietary'  exposure  from  drinking 

w  ater.  The  proposed  use  of  nitric  acid 
will  not  result  in  its  presence  in  surface 
w’ater  or  ground  w-ater  and  therefore  not 
contribute  to  dietary  exposure. 

3.  From  non-dietary  exposure.  The 
term  “residential  exposure”  is  used  in 
this  document  to  refer  to  non- 
occupational,  non-dietary’  exposure 
(e.g.,  textiles  (clothing  and  diapers), 
carpets,  swimming  pools,  and  hard 
surface  disinfection  on  walls,  floors, 
tables). 

Nitric  acid  is  not  used  as  an  inert 
ingredient  in  pesticide  products  that  are 
registered  for  specific  uses  that  may 
result  in  both  indoor  and  outdoor 
residential  exposures.  Therefore,  a 
residential  exposure  and  risk 
assessment  w'as  not  conducted  for  nitric 
acid. 

4.  Cumulative  effects  from  substances 
with  a  common  mechanism  of  toxicity. 
Section  408(b)(2)(D)(v)  of  FFDCA 
requires  that,  w’hen  considering  whether 
to  establish,  modi^,  or  revoke  a 
tolerance,  the  Agency  consider 
“available  information”  concerning  the 
cumulative  effects  of  a  particular 
pesticide’s  residues  and  “other 
substances  that  have  a  common 
mechanism  of  toxicity.” 

EPA  has  not  found  nitric  acid  to  share 
a  common  mechanism  of  toxicity  with 
any  other  substances,  and  nitric  acid 


does  not  appear  to  produce  a  toxic 
metabolite  produced  by  other 
substances.  For  the  purposes  of  this 
tolerance  action,  therefore,  EPA  has 
assumed  that  nitric  acid  does  not  have 
a  common  mechanism  of  toxicity  with 
other  substances.  For  information 
regarding  EPA’s  efforts  to  determine 
which  chemicals  have  a  common 
mechanism  of  toxicity  and  to  evaluate 
the  cumulative  effects  of  such 
chemicals,  see  EPA’s  Web  site  at  http:// 
w'w’w’.epa.gov/pesticides/cumulative. 

D.  Safety  Factor  for  Infants  and 
Children 

1.  In  general.  Section  408(b)(2)(C)  of 
FFDCA  provides  that  EPA  shall  apply 
an  additional  tenfold  (lOX)  margin  of 
safety  for  infants  and  children  in  the 
case  of  threshold  effects  to  account  for 
prenatal  and  postnatal  toxicity  and  the 
completeness  of  the  database  on  toxicity 
and  exposure  unless  EPA  determines 
based  on  reliable  data  that  a  different 
margin  of  safety  will  be  safe  for  infants 
and  children.  This  additional  margin  of 
safety  is  commonly  referred  to  as  the 
Food  Quality  Protection  Act  (FQPA) 
Safety  Factor  (SF).  In  applying  this 
provision,  EPA  either  retains  the  default 
value  of  lOX,  or  uses  a  different 
additional  safety  factor  when  reliable 
data  available  to  EPA  support  the  choice 
of  a  different  factor. 

2.  Prenatal  and  postnatal  sensitivity. 
There  is  no  concern  for  fetal 
susceptibility.  There  were  no  treatment 
related  effects  observed  in  the  2- 
generation  reproduction  study  in 
rabbits.  Also,  the  FDA  sponsored  several 
reproductive  and  developmental  studies 
in  rodents,  hamsters  and  rabbits  treated 
with  sodium  nitrate.  No  adverse  effects 
were  observed  in  maternal  reproductive 
parameters  nor  was  there  fetotoxicity  or 
fetal  malformations  up  to  the  maximum 
doses  tested  in  each  species  (41  mg/kg/ 
day  in  mice  and  hamsters  and  66  mg/ 
kg/day  in  rats  and  rabbits).  Fetal 
susceptibility  was  not  observed  in  these 
any  of  these  studies.  Therefore,  there  are 
no  concerns  for  residual  uncertainties 
concerning  prenatal  and  postnatal 
toxicity. 

3.  Conclusion.  EPA  has  determined 
that  reliable  data  show  the  safety  of 
infants  and  children  would  be 
adequately  protected  if  the  FQPA  SF 
were  reduced  to  IX.  That  decision  is 
based  on  the  following  findings: 

i.  The  toxicity  database  for  nitric  acid 
is  adequate  as  it  is  based  on  the  use  of 
sodium  nitrate  data  for  which  there  is  a 
robust  toxicity  database.  The  NOAEL 
used  for  risk  assessment  was  derived 
from  the  critical  toxic  effect  in  the  most 
sensitive  human  subpopulation  (infants 
age  8  days  to  5  months). 


ii.  There  is  no  indication  that  nitric 
acid  is  a  neurotoxic  chemical  and  there 
is  no  need  for  a  developmental 
neurotoxicity  study  or  additional  UFs  to 
account  for  neurotoxicity. 

iii.  There  is  no  indication  that  nitric 
acid  is  a  immunotoxic  chemical  and 
there  is  no  need  additional  UFs  to 
account  for  immunotoxicity. 

iv.  There  is  no  evidence  that  nitric 
acid  results  in  increased  susceptibility 
in  in  utero  rodents.  Several  reproductive 
and  developmental  studies  in  rodents, 
hamsters  and  rabbits  showed  no 
evidence  of  increased  fetal 
susceptibility  at  doses  as  high  as  41  mg/ 
kg/day  in  mice  and  hamsters  and  66  mg/ 
kg/day  in  rats  and  rabbits.  Further, 
although  effects  in  infants  were  found  in 
an  epidemiological  study,  the  cRfD  (1.6 
mg/kg/day)  is  based  on  a  clear  NOAEL 
established  in  that  study. 

V.  There  are  no  residual  uncertainties 
identified  in  the  exposure  databases. 

EPA  made  conservative  (protective) 
assumptions  regarding  dietary  exposure 
to  nitric  acid.  This  assessment  will  not 
underestimate  the  exposure  and  risks 
posed  by  nitric  acid. 

E.  Aggregate  Risks  and  Determination  of 
Safety 

EPA  determines  whether  acute  and 
chronic  pesticide  exposures  are  safe  by 
comparing  aggregate  exposure  estimates 
to  the  aPAD  and  cPAD.  The  aPAD  and 
cPAD  represent  the  highest  safe 
exposures,  taking  into  account  all 
appropriate  SFs.  EPA  calculates  the 
aPAD  and  cPAD  by  dividing  the  POD  by 
all  applicable  UFs.  For  linear  cancer 
risks,  EPA  calculates  the  probability  of 
additional  cancer  cases  given  the 
estimated  aggregate  exposure.  Short-, 
intermediate-,  and  chronic-term  risks 
are  evaluated  by  comparing  the 
estimated  aggregate  food,  water,  and 
residential  exposure  to  the  POD  to 
ensure  that  the  MOE  called  for  by  the 
product  of  all  applicable  UFs  is  not 
exceeded. 

1.  Acute  risk.  An  acute  aggregate  risk 
assessment  takes  into  account  acute 
exposure  estimates  from  dietary  ' 
consumption  of  food  and  drinking 
water.  No  adverse  effect  resulting  from 
a  single  oral  exposure  was  identified 
and  no  acute  dietary  endpoint  was 
selected.  Therefore,  nitric  acid  is  not 
expected  to  pose  an  acute  risk. 

2.  Chronic  risk.  Using  the  exposure 
assumptions  described  in  this  unit  for 
chronic  exposure,  EPA  has  concluded 
that  chronic  exposure  to  nitric  acid  from 
dietary  exposure  will  utilize  24%  of  the 
cPAD  for  children  1-2  years  old,  the 
population  group  receiving  the  greatest 
exposure.  There  are  no  residential  uses 
for  nitric  acid. 
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3.  Short-term  risk.  Short-term 
aggregate  exposure  takes  into  account 
short-term-  residential  exposure  plus 
chronic  exposure  to  food  and  water 
(considered  to  be  a  background 
exposure  level). 

Because  no  short-term  adverse  effect 
was  identified,  nitric  acid  is  not 
expected  to  pose  a  short-term  risk. 

4.  Intermediate-term  risk. 
Intermediate-term  aggregate  exposure 
takes  into  account  intermediate-term 
residential  exposure  plus  chronic 
exposure  to  food  and  water  (considered 
to  be  a  background  exposure  level). 

Because  no  intermediate-term  adverse 
effect  was  identified,  nitric  acid  is  not 
expected  to  pose  an  intermediate-term 
risk. 

5.  Aggregate  cancer  risk  for  U.S. 
population.  Based  on  the  lack  of 
evidence  of  carcinogenicity  in  adequate 
rodent  carcinogenicity  studies,  nitric 
acid  is  not  expected  to  pose  a  cancer 
risk  to  humans. 

6.  Determination  of  safety.  Based  on 
these  risk  assessments,  EPA  concludes 
that  there  is  a  reasonable  certainty  that 
no  harm  will  result  to  the  general 
population,  or  to  infants  and  children 
from  aggregate  exposure  to  nitric  acid 
residues  under  reasonably  foreseeable 
circumstances.  Therefore,  the 
establishment  of  an  exemption  from 
tolerance  under  40  CFR  180.940(a)  for 
residues  of  nitric  acid  when  used  as  an 
inert  ingredient  in  pesticide 
formulations  applied  to  food-contact 
surfaces  in  public  eating  places,  dairy 
processing  equipment,  and  food¬ 
processing  equipment  and  utensils  at  a 
maximum  level  in  the  end-use 
concentration  of  1,000  ppm,  is  safe 
under  FFDCA  section  408. 

V.  Other  Considerations 

A.  Analytical  Enforcement  Methodology 

An  analytical  method  is  not  required 
for  enforcement  purposes  since  the 
Agency  is  establishing  an  exemption 
from  the  requirement  of  a  tolerance 
without  any  numerical  limitation. 

B.  International  Residue  Limits 

In  making  its  tolerance  decisions,  EPA 
seeks  to  harmonize  U.S.  tolerances  with 
international  standards  whenever 
possible,  consistent  with  U.S.  food 
safety  standards  and  agricultural 
practices.  EPA  considers  the 
international  maximum  residue  limits 
(MRLs)  established  by  the  Codex 
Alimentarius  Commission  (Codex),  as 
required  by  FFDCA  section  408(b)(4). 
The  Codex  Alimentarius  is  a  joint  U.N. 
Food  and  Agriculture  Organization/ 
World  Health  Organization  food 
standards  program,  and  it  is  recognized 


as  an  international  food  safety 
standards-setting  organization  in  trade 
agreements  to  which  the  United  States 
is  a  party.  EPA  may  establish  a  tolerance 
that  is  different  from  a  Codex  MRL; 
however,  FFDCA  section  408(b)(4) 
requires  that  EPA  explain  the  reasons 
for  departing  from  the  Codex  level. 

The  Codex  has  not  established  a  MRL 
for  nitric  acid. 

VI.  Conclusions 

Therefore,  an  exemption  from  the 
requirement  of  a  tolerance  is  established 
under  40  CFR  180.940(a)  for  nitric  acid 
(CAS  No.  7697-37-2)  when  used  as  an 
inert  ingredient  in  pesticide 
formulations  applied  to  food-contact 
surfaces  in  public  eating  places,  dairy 
processing  equipment,  and  food¬ 
processing  equipment  and  utensils  at  a 
maximum  level  in  the  end-use 
concentration  of  1,000  ppm. 

VII.  Statutory  and  Executive  Order 
Reviews 

This  final  rule  establishes  a  tolerance 
under  section  408(d)  of  FFDCA  in 
response  to  a  petition  submitted  to  the 
Agency.  The  Office  of  Management  and 
Budget  (OMB)  has  exempted  these  types 
of  actions  from  review  under  Executive 
Order  12866,  entitled  Regulatory 
Planning  and  Review  (58  FR  51735, 
October  4,  1993).  Because  this  final  rule 
has  been  exempted  from  review  under 
Executive  Order  12866,  this  final  rule  is 
not  subject  to  Executive  Order  13211, 
entitled  Actions  Concerning  Regulations 
That  Significantly  Affect  Energy  Supply, 
Distribution,  or  Use  (66  FR  28355,  May 
22,  2001)  or  Executive  Order  13045, 
entitled  Protection  of  Children  from 
Environmental  Health  Risks  and  Safety 
Risks  (62  FR  19885,  April  23,  1997). 

This  final  rule  does  not  contain  any 
information  collections  subject  to  OMB 
approval  under  the  Paperwork 
Reduction  Act  (PRA),  44  U.S.C.  3501  et 
seq.,  nor  does  it  require  any  special 
considerations  under  Executive  Order 
12898,  entitled  Federal  Actions  to 
Address  Environmental  Justice  in 
Minority  Populations  and  Low-Income 
Populations  (59  FR  7629,  February  16, 
1994). 

Since  tolerances  and  exemptions  that 
are  established  on  the  basis  of  a  petition 
under  section  408(d)  of  FFDCA,  such  as 
the  tolerance  in  this  final  rule,  do  not 
require  the  issuance  of  a  proposed  rule, 
the  requirements  of  the  Regulatory 
Flexibility  Act  (RFA)  (5  U.S.C.  601  et 
seq.)  do  not  apply. 

This  final  rule  directly  regulates 
growers,  food  processors,  food  handlers, 
and  food  retailers,  not  States  or  tribes, 
nor  does  this  action  alter  the 
relationships  or  distribution  of  power 


and  responsibilities  established  by 
Congress  in  the  preemption  provisions 
of  section  408(n)(4)  of  FFDCA.  As  such, 
the  Agency  has  determined  that  this 
action  will  not  have  a  substantial  direct 
effect  on  States  or  tribal  governments, 
on  the  relationship  between  the  national 
government  and  the  States  or  tribal 
governments,  or  on  the  distribution  of 
power  and  responsibilities  among  the 
various  levels  of  government  or  between 
the  Federal  Government  and  Indian 
tribes.  Thus,  the  Agency  has  determined 
that  Executive  Order  13132,  entitled 
Federalism  (64  FR  43255,  August  10, 
1999)  and  Executive  Order  13175, 
entitled  Consultation  and  Coordination 
with  Indian  Tribal  Governments  (65  FR 
67249,  November  9,  2000)  do  not  apply 
to  this  final  rule.  In  addition,  this  final 
rule  does  not  impose  any  enforceable 
duty  or  contain  any  unfunded  mandate 
as  described  under  Title  II  of  the 
Unfunded  Mandates  Reform  Act  of  1995 
(UMRA)  (Pub.  L.  104-4). 

This  action  does  not  involve  any 
technical  standards  that  would  require 
Agency  consideration  of  voluntary 
consensus  standards  pursuant  to  section 
12(d)  of  the  National  Technology 
Transfer  and  Advancement  Act  of  1995 
(NTTAA),  Public  Law  104-113,  section 
12(d)  (15  U.S.C.  272  note). 

VIII.  Congressional  Review  Act 

The  Congressional  Review  Act,  5 
U.S.C.  801  et  seq.,  generally  provides 
that  before  a  rule  may  take  effect,  the 
agency  promulgating  the  rule  must 
submit  a  rule  report  to  each  House  of 
the  Congress  and  to  the  Comptroller 
General  of  the  United  States.  EPA  will 
submit  a  report  containing  this  rule  and 
other  required  information  to  the  U.S. 
Senate,  the  U.S.  House  of 
Representatives,  and  the  Comptroller 
General  of  the  United  States  prior  to 
publication  of  this  final  rule  in  the 
Federal  Register.  This  final  rule  is  not 
a  “major  rule”  as  defined  by  5  U.S.C. 
804(2). 

List  of  Subjects  in  40  CFR  Part  180 

Environmental  protection. 
Administrative  practice  and  procedure. 
Agricultural  commodities.  Pesticides 
and  pests.  Reporting  and  recordkeeping 
requirements. 

Dated:  August  17,  2012. 

Lois  Rossi, 

Director,  Registration  Division,  Office  of 
Pesticide  Programs. 

■  Therefore,  40  CFR  chapter  I  is 
amended  as  follows: 

PART  180— [AMENDED] 

■  1.  The  authority  citation  for  part  180 
continues  to  read  as  follows: 
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Authority:  21  U.S.C.  321(q),  346a  and  371 

■  2.  In  §  180.940(a),  the  table  is 
amended  by  adding  alphabetically  the 
following  inert  ingredient  to  read  as 
follows: 

§  1 80.940  Tolerance  exemptions  for  active 
and  inert  ingredients  for  use  in 
antimicrobiai  formuiations  (Food-contact 
surface  sanitizing  soiutions). 
***** 

(a)  *  *  * 

Pesticide  chemical 

CAS  Reg.  No. 

Limits 

Nitric  acid  . 

7697-37-2  When  ready  for  use,  the  end-use  concentration  is  not  to  exceed  1 ,000  ppm. 

• 

• 

* 

• 
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DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  635 

[Docket  No.  120306154-2241-02] 

RIN  0648-XC162 

Atlantic  Highly  Migratory  Species; 
Atlantic  Bluefin  Tuna  Fisheries 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Temporarv'  rule;  inseason 
General  category  retention  limit 
adjustment. 

SUMMARY:  NMFS  is  adjusting  the 
Atlantic  tunas  General  category  daily 
Atlantic  bluefin  tuna  (BFT)  retention 
limit  from  one  to  three  large  medium  or 
giant  BFT  for  the  September,  October, 
November,  and  December  time  periods 
of  the  2012  fishing  year,  based  on 
consideration  of  the  regulatory 
determination  criteria  regarding 
inseason  adjustments.  This  action 
applies  to  Atlantic  tunas  General 
category'  permitted  vessels  and  to  Highly 
Migratory  Species  (HMS)  Charter/ 
Headboat  category  permitted  vessels 
when  fishing  commercially  for  BFT. 
DATES:  Effective  September  1,  2012, 
through  December  31,  2012. 

FOR  FURTHER  INFORMATION  CONTACT: 
Sareih  McLaughlin  or  Brad  McHale, 
978-281-9260. 

SUPPLEMENTARY  INFORMATION: 
Regulations  implemented  under  the 
authority  of  the  Atlantic  Tunas 
Convention  Act  (ATCA;  16  U.S.C.  971  et 
seq.)  and  the  Magnuson-Stevens  Fishery 
Conservation  and  Management  Act 
(Magnuson-Stevens  Act;  16  U.S.C.  1801 
et  seq.)  governing  the  harvest  of  BFT  by 


persons  and  vessels  subject  to  U.S. 
jurisdiction  are  found  at  50  CFR  part 
635.  Section  635.27  subdivides  the  U.S. 
BFT  quota  recommended  by  the 
International  Commission  for  the 
Conservation  of  Atlantic  Tunas  (ICCAT) 
among  the  various  domestic  fishing 
categories,  per  the  allocations 
established  in  the  2006  Consolidated 
Atlantic  HMS  Fishery  Management  Plan 
(Consolidated  HMS  FMP)  (71  FR  58058, 
October  2,  2006)  and  in  accordance  with 
implementing  regulations.  NMFS  is 
required  under  ATCA  and  the 
Magnuson-Stevens  Act  to  provide  U.S. 
fishing  vessels  with  a  reasonable 
opportunity  to  harvest  the  ICCAT- 
recommended  quota. 

The  2010  ICCAT  recommendation 
regarding  western  BFT  management 
resulted  in  baseline  U.S.  quotas  for  2011 
and  for  2012  of  923.7  mt  (not  including 
the  25  mt  ICCAT  allocated  to  the  United 
States  to  account  for  bycatch  of  BFT  in 
pelagic  longline  fisheries  in  the 
Northeast  Distant  Gear  Restricted  Area). 
The  2011  BFT  quota  rule  (76  FR  39019, 
July  5,  2011)  established  a  quota  of 
435.1  mt  for  the  General  category  fishery 
(the  commercial  tunas  fishery  in  which 
handgear  is  used).  Each  of  the  General 
category  time  periods  (January,  June 
through  August,  September,  October 
through  November,  and  December)  is 
allocated  a  portion  of  the  annual 
General  category  quota.  Through  a 
November  2011  final  rule  implementing 
adjustments  to  the  BFT  General  and 
Harpoon  category  regulations  (76  FR 
74003,  November  30,  2011),  the  January 
BFT  fishery  may  remain  open  until  the 
January  subquota  is  reached  or  March 
31  (whichever  happens  first).  Consistent 
with  the  allocation  scheme  established 
in  the  Consolidated  HMS  FMP  and 
implementing  regulations,  the  baseline 
category  subquotas  were  established  in 
the  2011  BFT  quota  rule  as  follows:  23.1 
mt  for  January;  217.6  mt  for  June 
through  August;  115.3  mt  for 
September;  56.6  mt  for  October  through 
November;  and  22.6  mt  for  January. 
Although  NMFS  published  quota 
specifications  for  2012  (77  FR  44161, 


July  27,  2012),  the  baseline  General 
category  quota  and  subquotas  as 
codified  have  not  changed  from  the 
amounts  established  for  the  2011  fishing 
year. 

Unless  changed,  the  General  category 
daily  retention  limit  starting  on 
September  1  would  be  the  default 
retention  limit  of  one  large  medium  or 
giant  BFT  (measuring  73  inches  (185 
cm)  curved  fork  length  (CFL)  or  greater) 
per  vessel  per  day/trip  {§  635.23(a)(2)). 
This  default  retention  limit  applies  to 
General  category  permitted  vessels  and 
to  HMS  Charter/Headboat  category 
permitted  vessels  when  fishing 
commercially  for  BFT. 

Adjustment  of  General  Category  Daily 
Retention  Limit 

Under  §  635.23(a)(4),  NMFS  may  • 
increase  or  decrease  the  daily  retention 
limit  of  large  medium  and  giant  BFT 
over  a  range  of  zero  to  a  maximum  of 
five  per  vessel  based  on  consideration  of 
the  relevant  criteria  provided  under 
§  635.27(a)(8),  which  include:  The 
usefulness  of  information  obtained  from 
catches  in  the  particular  category  for 
biological  sampling  and  monitoring  of 
the  status  of  the  stock;  effects  of  the 
adjustment  on  BFT  rebuilding  and 
overfishing:  effects  of  the  adjustment  on 
accomplishing  the  objectives  of  the 
fishery  management  plan;  variations  in 
seasonal  BFT  distribution,  abundance, 
or  migration  patterns;  effects  of  catch 
rates  in  one  area  precluding  vessels  in 
another  area  from  having  a  reasonable 
opportunity  to  harvest  a  portion  of  the 
category’s  quota;  and  review  of  dealer 
reports,  daily  landing  trends,  and  the 
availability  of  the  BFT  on  the  fishing 
grounds.  Unused  General  category  quota 
rolls  forward  within  a  fishing  year  to  the 
subsequent  subquota  time  period,  e.g., 
from  the  June  through  August  period  to 
the  September  period,  and  so  on. 

For  the  2011  fishing  year,  NMFS 
adjusted  the  General  category  limit  from 
the  default  level  of  one  large  medium  or 
giant  BFT  as  follows:  Two  large  medium 
or  giant  BFT  for  the  January  subquota 
period  (75  FR  79309,  December  20, 
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2010):  three  large  medium  or  giant  BFT 
for  June  through  November  5  (76  FR 
32086,  June  3,  2011;  and  76  FR  52886, 
August  24,  2011):  and  two  large  medium 
or  giant  BFT  for  November  6  through 
December  31,  2011  (76  FR  69137, 
November  8,  2011).  The  November  2011 
adjustment  was  in  conjunction  with  an 
inseason  quota  transfer  of  50  mt  from 
the  Reserve  category  to  the  General 
category. 

NMFS  adjusted  the  limit  for  the  2012 
January  subquota  period  from  the 
default  level  of  one  large  medium  or 
giant  BFT  to  two  large  medium  or  giant 
BFT  (76  FR  76900,  December  9,  2011). 
That  retention  limit  was  effective  from 
January  1,  2012,  until  January  22,  2012, 
when  NMFS  closed  the  fishery  because 
the  January  subquota  had  been  met  (77 
FR  3637,  January  25,  2012).  For  the  June 
through  August  2012  period,  NMFS 
adjusted  the  limit  to  three  large  medium 
or  giant  BFT  (77  FR  28496,  May  15, 
2012). 

NMFS  has  considered  the  criteria  at 
§  635.27(a)(8)  and  their  applicability  to 
the  General  category  BFT  retention  limit 
for  the  September  through  December 
2012  General  category  fishery.  These 
considerations  include,  but  are  not 
limited  to,  the  following:  Biological 
samples  collected  from  BFT  landed  by 
General  category  fishermen  and 
provided  by  BFT  dealers  continue  to 
provide  NMFS  with  valuable  parts  and 
data,  for  ongoing  scientific  studies  of 
BFT  age  and  growth,  migration,  and 
reproductive  status?  As  this  action 
would  be  taken  consistent  with  the 
quotas  previously  established  and 
analyzed  in  the  2011  BFT  quotas  final 
rule  (76  FR  39019,  July  5,  2011),  and 
consistent  with  objectives  of  the 
Consolidated  HMS  FMP,  it  is  not 
expected  to  negatively  impact  stock 
health.  A  principal  consideration  is  the 
objective  of  providing  opportunities  to 
harvest  the  full  General  category  quota 
without  exceeding  it  based  upon  the 
Consolidated  HMS  FMP  goal: 
“Consistent  with  other  objectives  of  this 
FMP,  to  manage  Atlantic  HMS  fisheries 
for  continuing  optimum  yield  so  as  to 
provide  the  greatest  overall  benefit  to 
the  Nation,  particularly  with  respect  to 
food  production,  providing  recreational 
opportunities,  preserving  traditional 
fisheries,  and  taking  into  account  the 
protection  of  marine  ecosystems.” 
Commercial-sized  BFT  migrated  to  the 
fishing  grounds  off  New  England  by 
early  June  and  are  actively  being  landed. 
Lastly,  despite  the  three-fish  daily 
retention  limit,  2012  General  category 
landings  remain  low. 

As  of  August  14,  2012,  137.3  mt  of  the 
2012  General  category  quota  of  435.1  mt 
have  been  landed,  and  landings  rates 


remain  at  approximately  1  mt  per  day. 
Given  the  rollover  of  unused  quota  from 
the  one  time  period  to  the  next,  current 
catch  rates,  and  the  fact  that  the  daily 
retention  limit  will  automatically  revert 
to  one  large  medium  or  giant  BFT  per 
vessel  per  day  on  September  1,  2012, 
absent  agency  action,  NMFS  anticipates 
the  full  2012  General  category  quota 
may  not  be  harvested.  However,  based 
on  the  pattern  exhibited  over  the  last 
few  years,  NMFS  anticipates  an  increase 
in  both  landings  of  BFT  (in  number)  and 
average  fish  weight  for  the  remainder  of 
the  year,  relative  to  the  same  period  of 
2011,  such  that  a  continued  three-fish 
limit  may  result  in  higher  landings  than 
in  previous  years. 

A  lower  retention  limit  could  result  in 
unused  quota  being  added  to  the  later 
portion  of  the  General  category  season 
(i.e.,  rolling  forward  to  the  subsequent 
subquota  time  period).  Increasing  the 
daily  retention  limit  from  the  default 
may  mitigate  rolling  an  excessive 
amount  of  unused  quota  from  one  time 
period  to  the  next.  Increasing  the  daily 
limit  from  three  to  four  or  five  fish, 
however,  may  risk  exceeding  the 
available  General  category  quota.  As 
referred  to  above,  by  late  October  2011, 
NMFS  determined  that  the  General 
category  had  reached  95  percent  of  its 
2011  quota  of  435.1  mt  under  the  three- 
fish  limit  that  was  in  effect.  In  order  to 
extend  fishing  opportunities  and  allow 
continued  collection  of  biological 
samples  from  General  category  landings 
throughout  the  remainder  of  2011, 

NMFS  transferred  50  mt  of  available 
quota  from  the  Reserve  to  the  General 
category  and  reduced  the  daily  retention 
limit  from  three  to  two  fish  in  November 
2011  (76  FR  69137,  November  8,  2011). 

Based  on  these  considerations,  NMFS 
has  determined  that  a  three-fish  General 
category  retention  limit  is  warranted.  It 
would  provide  a  reasonable  opportunity 
to  harvest  the  U.S.  quota  of  BFT  without 
exceeding  it,  while  maintaining  an 
equitable  distribution  of  fishing 
opportunities,  help  achieve  optimum 
yield  in  the  General  category  BFT 
fishery,  allow  collection  of  a  broad 
range  of  data  for  stock  monitoring 
purposes,  and  be  consistent  with  the 
objectives  of  the  Consolidated  HMS 
FMP.  Therefore,  NMFS  increases  the 
General  category  retention  limit  from 
the  default  limit  to  three  large  medium 
or  giant  BFT  per  vessel  per  day/trip, 
effective  September  1,  2012,  through 
December  31,  2012. 

Regardless  of  the  duration  of  a  fishing 
trip,  the  daily  retention  limit  applies 
upon  landing.  For  example,  whether  a 
vessel  fishing  under  the  General 
category  limit  takes  a  two-day  trip  or 
makes  two'  trips  in  one  day,  the  daily 


limit  of  three  fish  may  not  be  exceeded 
upon  landing.  This  General  category 
retention  limit  is  effective  in  all  areas, 
except  for  the  Gulf  of  Mexico,  and 
applies  to  those  vessels  permitted  in  the 
General  category,  as  well  as  to  those 
HMS  Charter/Headboat  permitted 
vessels  fishing  commercially  for  BFT. 

Monitoring  and  Reporting 

NMFS  will  continue  to  monitor  the 
BFT  fishery  closely  through  the 
mandatory  dealer  landing  reports, 
which  NMFS  requires  to  be  submitted 
within  24  hours  of  a  dealer  receiving 
BFT.  Depending  on  the  level  of  fishing 
effort  and  catch  rates  of  BFT,  NMFS 
may  determine,  that  additional  retention 
limit  adjustments  are  necessary  to 
ensure  ayailable  quota  is  not  exceeded 
or  to  enhance  scientific  data  collection 
from,  and  fishing  opportunities  in,  all 
geographic  areas. 

Closures  or  subsequent  adjustments  to 
the  daily  retention  limits,  if  any,  will  be 
published  in  the  Federal  Register.  In 
addition,  fishermen  may  call  the 
Atlantic  Tunas  Information  Line  at  (888) 
872-8862  or  (978)  281-9260,  or  access 
ww'Vi'.hmspermits.gov,  for  updates  on 
quota  monitoring  and  retention  limit 
adjustments. 

Classification 

The  Assistant  Administrator  for 
NMFS  (AA)  finds  that  it  is  impracticable 
and  contrary  to  the  public  interest  to 
provide  prior  notice  of,  and  an 
opportunity  for  public  comment  on,  this 
action  for  the  following  reasons: 

The  regulations  implementing  the 
Consolidated  HMS  FMP  provide  for 
inseason  retention  limit  adjustments  to 
respond  to  the  unpredictable  nature  of 
BFT  availability  on  the  fishing  grounds, 
the  migratory  nature  of  this  species,  and 
the  regional  variations  in  the  BFT 
fishery.  Affording  prior  notice  and 
opportunity  for  public  comment  to 
implement  these  retention  limits  is 
impracticable  as  NMFS  needs  to  wait 
until  it  has  necessary  data  and 
information  about  the  fishery  before  it 
can  select  the  appropriate  retention 
limit  for  a  time  period  prescribed  by 
regulation.  By  the  time  NMFS  has  the 
needed  data,  implementing  the 
retention  limit  following  a  public 
comment  period  would  preclude 
fishermen  from  harvesting  BFT  that  are 
legally  available  consistent  with  all  of 
the  regulatory  criteria.  Analysis  of 
available  data  shows  that  the  General 
category  BFT  retention  limits  may  be 
increased  with  minimal  risks  of 
exceeding  the  ICCAT-allocated  quota. 

Delays  in  increasing  these  retention 
limits  would  adversely  affect  those 
General  and  Charter/Headboat  category 
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vessels  that  would  otherwise  have  an 
opportunity  to  harvest  more  than  the 
default  retention  limit  of  one  BFT  per 
day/trip  and  may  exacerbate  the 
problem  of  low  catch  rates  and  quota 
rollovers.  Limited  opportunities  to 
harv  est  the  respective  quotas  may  have 
negative  social  and  economic  impacts 
for  U.S.  fishermen  that  depend  upon 
catching  the  available  quota  within  the 
time  periods  designated  in  the 
Consolidated  HMS  FMP.  Adjustment  of 
the  retention  limit  needs  to  be  effective 
September  1,  2012,  or  as  soon  as 
possible  thereafter,  to  minimize  any 
unnecessarv'  disruption  in  fishing 
patterns,  to  allow  the  impacted  sectors 
to  benefit  from  the  adjustment,  and  to 
not  preclude  fishing  opportunities  for 
fishermen  who  have  access  to  the 
fisheiA'  only  during  this  time  period. 
Therefore,  the  AA  finds  good  cause 
under  5  U.S.C.  553(b)(B)  to  waive  prior 
notice  and  the  opportunity  for  public 
comment.  For  these  reasons,  there  is 
good  cause  under  5  U.S.C.  553(d)  to 
waive  the  30-day  delay  in  effectiveness. 

This  action  is  being  taken  under  50 
CFR  635.23(a)(4)  and  is  exempt  from 
review  under  Executive  Order  12866. 

.Authority;  16  U.S.C.  971  et  seq.  and  1801 
et  seq. 

Dated:  August  28,  2012. 

Lindsay  Fullenkamp, 

Acting  Deputy  Director,  Office  of  Sustainable 
Fisheries,  \ationaI  .Marine  Fisheries  Ser\'ice. 
[re  Doc.  2012-21579  Filed  8-28-12;  4:15  pm] 
BILUNG  CODE  3510-22-P 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  679 

[Docket  No.  111213751-2102-02] 

RIN  0648-XC202 

Fisheries  of  the  Exclusive  Economic 
Zone  Off  Alaska;  Reallocation  of 
Pacific  Cod  in  the  Bering  Sea  and 
Aleutian  islands  Management  Area 

agency:  National  Marine  Fisheries 
Serv'ice  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Temporary  rule;  reallocation. 

SUMMARY:  NMFS  is  reallocating  the 
projected  unused  amounts  of  Pacific  cod 
from  vessels  using  jig  gear,  catcher 
vessels  greater  than  60  feet  (18.3  meters) 
length  overall  (LOA)  using  hook-and- 
line  gear,  and  catcher  vessels  using 
trawl  gear  to  catcher  vessels  less  than  60 
feet  (18.3  meters)  LOA  using  hook-and- 


line  or  pot  gear  in  the  Bering  Sea  and 
Aleutian  Islands  management  area.  This 
action  is  necessary  to  allow  the  2012 
total  allowable  catch  of  Pacific  cod  to  be 
harvested. 

OATES:  Effective  August  28,  2012, 
through  2400  hrs,  Alaska  local  time 
(A.l.t.),  December  31,  2012. 

FOR  FURTHER  INFORMATION  CONTACT: 

Obren  Davis,  907-586-7228. 
SUPPLEMENTARY  INFORMATION:  NMFS 
manages  the  groundfish  fishery  in  the 
Bering  Sea  and  Aleutian  Islands  (BSAI) 
according  to  the  Fishery  Management 
Plan  for  Groundfish  of  the  Bering  Sea 
and  Aleutian  Islands  Management  Area 
(FMP)  prepared  by  the  North  Pacific 
Fishery  Management  Council  under 
authority  of  the  Magnuson-Stevens 
Fishery  Conservation  and  Management 
Act.  Regulations  governing  fishing  by 
U.S.  vessels  in  accordance  with  the  FMP 
appear  at  subpart  H  of  50  CFR  part  600 
and  50  CFR  part  679. 

The  2012  Pacific  cod  total  allowable 
catch  (TAG)  specified  for  vessels  using 
jig  gear  in  the  BSAI  is  1,463  metric  tons 
(mt)  as  established  by  the  final  2012  and 
2013  harvest  specifications  for 
groundfish  in  the  BSAI  (77  FR  10669, 
February  23,  2012).  The  Administrator, 
Alaska  Region,  NMFS,  (Regional 
Administrator)  has  determined  that  jig 
vessels  will  not  be  able  to  harvest  1,000 
mt  of  the  remaining  2012  Pacific  cod 
TAG  allocated  to  those  vessels  under 
§679.20(a)(7)(ii)(A)(l).  Therefore,  in 
accordance  with  §  679.20(a)(7)(iii)(A), 
NMFS  apportions  1,000  mt  of  Pacific 
cod  to  catcher  vessels  less  than  60  feet 
(18.3  meters(m))  LOA  using  hook-and- 
line  or  pot  gear. 

The  2012  Pacific  cod  TAG  specified 
for  catcher  vessels  greater  than  or  equal 
to  60  feet  LOA  using  hook-and-line  gear 
in  the  BSAI  is  465  mt  as  established  by 
the  final  2012  and  2013  harvest 
specifications  for  groundfish  in  the 
BSAI  (77  FR  10669,  February  23,  2012). 
The  Regional  Administrator  has 
determined  that  catcher  vessels  greater 
than  or  equal  to  60  feet  LOA  using  hook- 
and-line  gear  will  not  be  able  to  harvest 
435  mt  of  the  remaining  2012  Pacific 
cod  TAG  allocated  to  those  vessels 
under  §  679.20(a)(7)(ii)(A)(3).  Therefore, 
in  accordance  with  §  679.20(a)(7)(iii)(A), 
NMFS  apportions  435  mt  of  Pacific  cod 
to  catcher  vessels  less  than  60  feet  (18.3 
m)  LOA  using  hook-and-line  or  pot  gear. 

The  2012  Pacific  cod  total  allowable 
catch  specified  for  catcher  vessels  using 
trawl  gear  in  the  BSAI  is  51,509  mt  as 
established  by  the  final  2012  and  2013 
harvest  specifications  for  groundfish  in 
the  BSAI  (77  FR  10669,  February  23, 
2012).  The  Regional  Administrator  has 
determined  that  catcher  vessels  using 


trawl  gear  will  not  be  able  to  harvest  500 
mt  of  the  2012  Pacific  cod  TAG 
allocated  to  those  vessels  under 
§679.20(a)(7)(ii)(A)(9).  Therefore,  in 
accordance  with  §679.20(a)(7)(iii)(A), 
NMFS  reallocates  500  mt  of  Pacific  cod 
from  catcher  vessels  using  trawl  gear  to 
catcher  vessels  less  than  60  feet  (18.3  m) 
LOA  using  hook-and-line  or  pot  gear.. 

The  harvest  specifications  for  Pacific 
cod  included  in  the  final  2012  harvest 
specifications  for  groundfish  in  the 
BSAI  (77  FR  10669,  February  23,  2012) 
and  inseason  adjustment  (77  FR  8176, 
February  14,  2012)  are  revised  as 
follows:  463  mt  for  vessels  using  jig 
gear,  30  mt  for  catcher  vessels  greater 
than  or  equal  to  60  feet  (18.3  m)  LOA 
using  hook-and-line  gear,  51,009  mt  for 
vessels  using  trawl  gear,  and  8,380  mt 
to  catcher  vessels  less  than  60  feet  (18.3 
m)  LOA  using  hook-and-line  or  pot  gear. 

Classification 

This  action  responds  to  the  best 
available  information  recently  obtained 
from  the  fishery.  The  Assistant 
Administrator  for  Fisheries,  NOAA 
(AA),  finds  good  cause  to  waive  the 
requirement  to  provide  prior  notice  and 
opportunity  for  public  comment 
pursuant  to  the  authority  set  forth  at  5 
U.S.C.  553(b)(B)  as  such  requirement  is 
impracticable  and  contrary  to  the  public 
interest.  This  requirement  is 
impracticable  and  contrary  to  the  public 
interest  as  it  would  prevent  NMFS  from 
responding  to  the  most  recent  fisheries 
data  in  a  timely  fashion  and  would 
delay  the  reallocation  of  Pacific  cod 
specified  from  other  sectors  to  catcher 
vessels  less  than  60  feet  (18.3  m)  LOA 
using  hook-and-line  or  pot  gear.  Since 
the  fishery  is  currently  open,  it  is 
important  tq  immediately  inform  the 
industry  as  to  the  revised  allocations. 
Immediate  notification  is  necessary  to 
allow  for  the  orderly  conduct  and 
efficient  operation  of  this  fishery,  to 
allow  the  industry  to  plan  for  the  fishing 
season,  and  to  avoid  potential 
disruption  to  the  fishing  fleet  as  well  as 
processors.  NMFS  was  unable  to 
publish  a  notice  providing  time  for 
public  comment  because  the  most 
recent,  relevant  data  only  became 
available  as  of  August  27,  2012. 

The  AA  also  finds  good  cause  to 
waive  the  30-day  delay  in  the  effective 
date  of  this  action  under  5  U.S.C. 
553(d)(3).  This  finding  is  based  upon 
the  reasons  provided  above  for  waiver  of 
prior  notice  and  opportunity  for  public 
comment. ' 

This  action  is  required  by  §  679.20 
and  is  exempt  from  review  under 
Executive  Order  12866. 

Authority:  16  U.S.C.  1801  et  seq. 
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Dated;  August  28,  2012. 

Lindsay  Fullenkamp, 

Acting  Deputy  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
[FR  Doc.  2012-21582  Filed  8-28-12;  4:15  pm] 
BILLING  CODE  3S10-22-P 
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This  section  of  the  FEDERAL  REGISTER 
contains  notices  to  the  public  of  the  proposed 
issuance  of  rules  and  regulations.  The 
purpose  of  these  notices  is  to  give  interested 
persons  an  opportunity  to  participate  in  the 
rule  making  prior  to  the  adoption  of  the  final 
rules. 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14CFR  Part  39 

[Docket  No.  FAA-201 2-0885;  Directorate 
Identifier  2012-NE-18-AD] 

RIN  2120-AA64 

Airworthiness  Directives;  Thielert 
Aircraft  Engines  GmbH  Models  TAE 
125-02-99  and  TAE  125-02-114 
Reciprocating  Engines 

agency:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Notice  of  proposed  rulemaking 
(NPRM). 

SUMMARY:  We  propose  to  adopt  a  new 
ainvorthiness  directive  (AD)  for  all  TAE 
125-02-99  and  TAE  125-02-114 
reciprocating  engines.  This  proposed 
AD  was  prompted  by  an  in-flight 
shutdown  of  an  airplane  equipped  with 
a  TAE  125-02-99  engine.  This  proposed 
AD  would  require  inspection  of  the  oil 
filler  plug  vent  hole  at  the  next 
scheduled  maintenance  or  within  110 
flight  hours  after  the  effective  date  of 
this  AD.  If  chips  are  found  to  be 
blocking  the  vent  hole,  additional 
corrective  action  is  required  before  next 
flight.  We  are  proposing  this  AD  to 
prevent  engine  in-flight  shutdown  or 
power  loss,  possibly  resulting  in 
reduced  control  of  the  airplane. 

DATES:  We  must  receive  comments  on 
this  proposed  AD  by  October  30,  2012. 
ADDRESSES:  You  may  send  comments  by 
any  of  the  following  methods: 

•  Federal  Rulemaking  Portal:  Go  to 
http:// WWW. regulations. gov  and  follow 
the  instructions  for  sending  your 
comments  electronically. 

•  Mail:  Docket  Management  Facility, 
U.S.  Department  of  Transportation,  1200 
New  lersey  Avenue  SE.,  West  Building 
Ground  Floor,  Room  W12-140, 
Washington,  DC  20590-0001. 

•  Hand  Delivery':  Deliver  to  Mail 
address  above  between  9  a.m.  and  5 
p.m.,  Monday  through  Friday,  except 
Federal  holidays. 


•  Fax;  202-493-2251. 

For  service  information  identified  in 
this  proposed  AD,  contact  Thielert 
Aircraft  Engines  GmbH,  Platanenstrasse 
14  D-09350,  Lichtenstein,  Germany, 
telephone:  +49-37204-696-0;  fax: +49- 
37204-696-2912;  email: 
info@centurion-engines.com.  You  may 
review  copies  of  the  referenced  service 
information  at  the  FAA,  Engine  & 
Propeller  Directorate,  12  New  England 
Executive  Park,  Burlington,  MA.  For 
information  on  the  availability  of  this 
material  at  the  FAA,  call  781-238-7125. 

Examining  the  AD  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http:// 
ww'w. regulations. gov;  or  in  person  at  the 
Docket  Operations  office  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays.  The  AD  docket 
contains  this  proposed  AD,  the 
regulatory  evaluation,  any  comments 
received  and  other  information.  The 
street  address  for  the  Docket  Operations 
office  (phone;  800-647-5527)  is  the 
same  as  the  Mail  address  provided  in 
the  ADDRESSES  section.  Comments  will 
be  available  in  the  AD  docket  shortly 
after  receipt. 

FOR  FURTHER  INFORMATION  CONTACT: 

Frederick  Zink,  Aerospace  Engineer, 
Engine  Certification  Office,  FAA,  Engine 
and  Propeller  Directorate,  12  New 
England  Executive  Park,  Burlington,  MA 
01803;  email:  frederick.zink@faa.gov; 
telephone:  781-238-7779;  fax;  781- 
238-7199. 

SUPPLEMENTARY  INFORMATION: 

Comments  Invited 

We  invite  you  to  send  any  written 
relevant  data,  views,  or  arguments  about 
this  proposed  AD.  Send  your  comments 
to  an  address  listed  under  the 
ADDRESSES  section.  Include  “Docket  No. 
FAA-2012-0885:  Directorate  Identifier 
201 2-NE-l  8-AD”  at  the  beginning  of 
your  comments.  We  specifically  invite 
comments  on  the  overall  regulatory, 
economic,  environmental,  and  energy 
aspects  of  this  proposed  AD.  We  will 
consider  all  comments  received  by  the 
•  closing  date  and  may  amend  this 
proposed  AD  based  on  those  comments. 

We  will  post  all  comments  we 
receive,  without  change,  to  http:// 
www.regulations.gov,  including  any 
personal  information  you  provide.  We 
will  also  post  a  report  summarizing  each 
substantive  verbal  contact  with  FAA 


personnel  concerning  this  proposed  AD. 
Using  the  search  function  of  the  Web 
site,  anyone  can  find  and  read  the 
comments  in  any  of  our  dockets, 
including,  if  provided,  the  name  of  the 
individual  who  sent  the  comment  (or 
signed  the  comment  on  behalf  of  an 
association,  business,  labor  union,  etc.). 
You  may  review  the  DOT’s  complete 
Privacy  Act  Statement  in  the  Federal 
Register  published  on  April  11,  2000 
(65  FR  19477-78). 

Discussion 

The  European  Aviation  Safety  Agency 
(EASA),  which  is  the  Technical  Agent 
for  the  Member  States  of  the  European 
Community,  has  issued  EASA 
Airworthiness  Directive  No.  2012-0112, 
dated  June  22,  2012  (referred  to  after 
this  as  “the  MCAI”),  to  correct  an  unsafe 
condition  for  the  specified  products. 

The  MCAI  states; 

An  engine  in-flight  shutdown  has  been 
reported  on  an  aeroplane  equipped  with  a 
TAE  125-02-99  engine.  The  results  of  the 
investigation  showed  that  this  was  due  to 
blockage  of  the  gearbox  oil  fdling  plug  vent 
hole,  which  caused  pressurisation  in  the 
gearbox,  resulting  in  oil  leakage  and  a 
slipping  clutch.  This  condition,  if  not 
corrected,  could  result  in  further  cases  of 
engine  in-flight  shutdown  and  consequent 
loss  of  control  of  the  aeroplane. 

Further  investigation  revealed  that  the 
blockage  to  the  oil  cap  vent  was  the 
result  of  a  residual  chip  from  machining 
the  oil  cap  vent  hole.  The  chip  is  from 
the  manufacturing  process  and  did  not 
fall  off  the  oil  plug.  This  is  not  the  result 
of  material  in  the  oil  system  causing  the 
blockage.  You  may  obtain  further 
information  including  the  affected 
gearbox  serial  number  list  by  examining 
the  MCAI  in  the  AD  docket. 

Relevant  Service  Information 

Thielert  Aircraft  Engines  has  issued 
Service  Bulletin  TM  TAE  125-1015  Pi, 
Initial  Issue,  dated  April  27,  2012.  The 
actions  described  in  this  service 
information  are  intended  to  correct  the 
unsafe  condition  identified  in  the 
MCAI. 

FAA’s  Determination  and  Requirements 
of  This  Proposed  AD 

This  product  has  been  approved  by 
Germany  and  is  approved  for  operation 
in  the  United  States.  Pursuant  to  our 
bilateral  agreement  with  Germany, 

EASA  has  notified  us  of  the  unsafe 
condition  described  in  the  MCAI  and 


Federal  Register /Vol.  77,  Nfo.  170/Friday,  August  31,  2012 /Proposed  Rules 


53155 


service  information  referen.ced  above. 

We  are  proposing  this  AD  because  we 
evaluated  all  information  provided  by 
EASA  and  determined  the  unsafe 
condition  exists  and  is  likely  to  exist  or 
develop  on  other  products  of  the  same 
type  design.  The  proposed  AD  would 
require  inspection  of  the  oil  filler  plug 
vent  Irole  at  the  next  scheduled 
maintenance  or  within  110  flight  hours 
after  the  effective  date  of  this  AD.  If 
chips  are  found  to  be  blocking  the  vent 
hole,  additional  corrective  action  is 
required  before  next  flight. 

Costs  of  Compliance 

We  estimate  that  this  proposed  AD 
would  affect  about  45  engines  installed 
on  airplanes  of  U.S.  registry.  We  also 
estimate  that  it  would  take  about  2.5 
work-hours  per  product  to  comply  with 
this  proposed  AD.  The  average  labor 
rate  is  $85  per  work-hour.  Required 
parts  would  cost  about  $30  per  engine. 
Based  on  these  figures,  we  estimate  the 
cost  of  the  proposed  AD  to  U.S. 
operators  to  be  $10,913. 

Authority  for  This  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  I, 
section  106,  describes  the  authority  of 
the  FAA  Administrator.  “Subtitle  VII: 
Aviation  Programs,”  describes  in  more 
detail  the  scope  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  “Subtitle  VII, 
Part  A,  Subpart  III,  Section  44701: 
General  requirements.”  Under  that 
section.  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
is  within  the  scope  of  that  authority 
because  it  addresses  an  unsafe  condition 
that  is  likely  to  exist  or  develop  on 
products  identified  in  this  rulemaking 
action. 

Regulatory  Findings 

We  determined  that  this  proposed  AD 
would  not  have  federalism  implications 
under  Executive  Order  13132.  This 
proposed  AD  would  not  have  a 
substantial  direct  effect  on  the  States,  on 
the  relationship  between  the  national 
Government  and  the  States,  or  on  the 
.  distribution  of  power  and 

responsibilities  among  the  various 
levels  of  government. 

I  For  the  reasons  discussed  above,  I 

I  certify  this  proposed  regulation: 

1.  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866; 


2.  Is  not  a  “significant  rule”  under  the 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26,  1979);  and 

3.  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

We  prepared  a  regulatory  evaluation 
of  the  estimated  costs  to  comply  with 
this  proposed  AD  and  placed  it  in  the 
AD  docket. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Incorporation  by  reference. 

Safety. 

The  Proposed  Amendment 

Accordingly,  under  the  authority 
delegated  to  me  by  tbe  Administrator, 
the  FAA  proposes  to  amend  14  CFR  part 
39  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended] 

2.  The  FAA  amends  §  39.13  by  adding 
the  following  new  AD: 

Thielert  Aircraft  Engines:  Docket  No.  FAA- 
2012-0885;  Directorate  Identifier  2012- 
NE-18-AD. 

(a)  Comments  Due  Date 

We  must  receive  comments  bv  October  30, 
2012. 

(b)  Affected  Airworthiness  Directives  (ADs) 
None. 

(c)  Applicability 

This  AD  applies  to  all  TAE  125-09-99  and 
TAE  125-02-114  reciprocating  engines. 

(d)  Reason 

This  AD  was  prompted  by  an  in-flight 
shutdown  of  an  airplane  equipped  with  an 
TAE  125-02-99  engine.  We  are  issuing  this 
AD  to  prevent  engine  in-flight  shutdown  or 
power  loss,  possibly  resulting  in  reduced 
control  of  the  airplane. 

(e)  Actions  and  Compliance 

Unless  already  done,  within  110  flight 
hours  after  the  effective  date  of  this  AD,  or 
at  the  next  scheduled  maintenance,  do  the 
following. 

(1)  Remove  the  oil  filler  plug  and  check  for 
chips  blocking  the  vent  hole  in  accordance 
with  TAE  Service  Bulletin  (S/B)  TM  TAE 
125-1015  Pi,  Initial  Issue,  dated  April  27, 
2012. 

(2)  If  chips  are  found  during  the  inspection 
in  paragraph  (e)(1)  of  this  AD,  disassemble 
the  gearbox  and  check  the  radial  shaft  sealing 
rings  (at  the  clutch  and  the  propeller  shaft) 
for  leakage.  If  leakage  is  noted,  replace  the 
gearbox  before  the  next  flight. 


(f)  Installation  Prohibition 

After  the  effective  date  of  this  AD,  do  not 
install  a  gearbox  with  an  S/N  listed  in  TAE 
S/B  TM  TAE  125-1015,  Initial  Issued,  dated 
April  27,  2012,  into  any  engine  unless  the  oil 
filler  plug  has  passed  the  inspection  required 
by  paragraph  (e)(1)  of  this  AD. 

(g)  Alternative  Methods  of  Compliance 
(AMOCs) 

The  Manager,  Engine  Certification  Office, 
FAA,  may  approve  AMOCs  for  this  AD.  Use 
the  procedures  found  in  14  CFR  39.19. 

(h)  Related  Information 

(1)  For  more  information  about  this  AD, 
contact  Frederick  Zink,  Aerospace  Engineer, 
Engine  Certification  Office,  FAA,  Engine  and 
Propeller  Directorate,  12  New  England 

,  Executive  Park,  Burlington,  MA  01803; 
email:  fredenck.zink@faa.gov;  telephone 
(781)  238-7779;  fax  (781)  238-7199. 

(2)  Refer  to  MCAI  Airworthiness  Directive 
No.  2012-0112,  dated  June  22,  2012,  and 
TAE  S/B  TM  TAE  125-1015  Pi,  Initial  Issue, 
dated  April  27,  2012  for  related  information. 

(3)  For  service  information  identified  in 
this  AD,  contact  Thielert  Aircraft  Engines 
GmbH,  Platanenstrasse  14  D-09350, 
Lichtenstein,  Germany,  telephone;  +49- 
37204-696-0;  fax:  +49-37204-696-2912: 
email:  info@centurion-engines.coni.  You  may 
review  copies  of  the  referenced  service 
information  at  the  FAA,  Engine  &  Propeller 
Directorate,  12  New  England  Executive  Park, 
Burlington,  MA.  For  information  on  the 
availability  of  this  material  at  the  FAA,  call 
781-238-^25. 

Issued  in  Burlington,  Massachusetts,  on 
August  24,  2012. 

Robert  G.  Mann, 

Acting  Manager,  Engine  &■  Propeller 
Directorate,  Aircraft  Certification  Service. 

|FR  Doc.  2012-21524  Filed  8-30-12;  8:45  am) 
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DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-2011-1222;  Directorate 
Identifier  2010-NM-268-AD] 

RIN2120-AA64 

Airworthiness  Directives;  The  Boeing 
Company  Airplanes 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Supplemental  notice  of 
proposed  rulemaking  (NPRM); 
reopening  of  comment  period. 

SUMMARY:  We  are  revising  an  earlier 
proposed  airworthiness  directive  (AD) 
for  certain  The  Boeing  Company  Model 
737-600,  -700,  -700C, -800, -900, and 
-900ER  series  airplanes.  That  NPRM 
proposed  to  require  checking  the  escape 
slide  girt  for  serviceability,  and 
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replacement  if  necessary;  modifying  the 
cable  routing  provision;  replacing  the 
regulator  padding;  modifying  the 
aspirator  orientation;  and  modifying  the 
valise.  That  NPRM  also  proposed  to 
require,  for  certain  airplanes,  modif\’ing 
or  replacing  the  V^espel  piston, 
modih'ing  the  pilot  valve  regulator, 
installing  a  new  firing  cable  and  safety 
pin.  and  modifying  the  slide  valise.  That 
NPRM  was  prompted  by  reports  of 
escape  slides  failing  to  deploy  from  the 
forward  and  aft  right-hand  doors  during 
scheduled  maintenance  slide 
deployments.  This  action  revises  that 
NPRM  by  adding  airplanes  to  the 
applicability  of  that  NPRM  and 
specifying  revised  service  information. 
\Ve  are  proposing  this  supplemental 
NPRM  to  prevent  failure  of  an  escape 
slide  to  deploy,  which  could  result  in 
the  slide  being  unusable  during  an 
emergency  evacuation  and  increased 
likelihood  of  injury  to  passengers  or 
crewmembers  due  to  the  difficulty  in 
evacuating  the  airplane.  Since  these 
actions  impose  an  additional  burden 
over  that  proposed  in  the  NPRM,  we  are 
reopening  the  comment  period  to  allow 
the  public  the  chance  to  comment  on 
these  proposed  changes. 

DATES:  We  must  receive  comments  on 
this  supplemental  NPRM  bv  October  15, 
2012. 

ADDRESSES:  You  may  send  comments, 
using  the  procedures  found  in  14.CFR 
11.43  and  11.45.  by  any  of  the  following 
methods: 

•  Federal  eRuIenmking  Portal:  Go  to 
http:/ /w'W'W'. regulations. gov.  Follow  the 
instructions  for  submitting  comments. 

•  Fav; 202-493-2251. 

•  Mail:  U.S.  Department  of 
Transportation.  Docket  Operations,  M- 
30,  West  Building  Ground  Floor,  Room 
W 12-1 40, 1200  New  Jersey  Avenue  SE., 
Washington,  DC  20590. 

•  Hand  Delivery:  U.S.  Department  of 
Transportation,  Docket  Operations.  M- 
30,  West  Building  Ground  Floor,  Room 
W12-140,  1200  New  Jersey  Avenue  SE., 
Washington,  DC  20590,  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays. 

For  service  information  identified  in 
this  proposed  AD,  contact  Goodrich 
Corporation,  Aircraft  Interior  Products, 
Attn:  Technical  Publications,  3414 
South  Fifth  Street,  Phoenix,  Arizona 
85040:  phone:  602-243-2270;  Internet: 
http:/ /w’w'w. goodrich.com/TechPubs. 
You  may  review  copies  of  the 
referenced  .service  information  at  the 
FAA,  Transport  Airplane  Directorate, 
1601  Lind  Avenue  SW.,  Renton. 
Washington.  For  information  on  the 
availability  of  this  material  at  the  FAA, 
call  425-227-1221. 


Examining  the  AD  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http://\vwvv.regulations. 
gov;  or  in  person  at  the  Docket 
Management  Facility  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays.  The  AD  docket 
contains  this  proposed  AD,  the 
regulatory  evaluation,  any  comments 
received,  and  other  information.  The 
street  address  for  the  Docket  Office 
(phone:  800-647-5527J  is  in  the 
ADDRESSES  section.  Comments  will  be 
available  in  the  AD  docket  shortly  after 
receipt. 

FOR  FURTHER  INFORMATION  CONTACT: 

Sarah  Piccola,  Aerospace  Engineer, 

Cabin  Safety  &  Environmental  Systems 
Branch,  ANM-150S,  Seattle  Aircraft 
Certification  Office  (AGO),  FAA,  1601 
Lind  Avenue  SW..  Renton,  Washington 
98057-3356;  phone:  425-917-6483:  fax: 
425-917-6590;  email:  sarah. piccola® 
faa.gov. 

SUPPLEMENTARY  INFORMATION: 

Comments  Invited 

We  invite  you  to  send  any  written 
relevant  data,  views,  or  arguments  about 
this  proposed  AD.  Send  your  comments 
to  an  address  listed  under  the 
ADDRESSES  section.  Include  “Docket  No. 
FAA-201 1-1222;  Directorate  Identifier 
2010-NM-268-AD”  at  the  beginning  of 
your  comments.  We  specifically  invite 
comments  on  the  overall  regulatory, 
economic,  environmental,  and  energy 
aspects  of  this  proposed  AD;  We  will 
consider  all  comments  received  by  the 
closing  date  and  may  amend  this 
proposed  AD  because  of  those 
comments. 

We  will  post  all  comments  we 
receive,  without  change,  to  http://\v\nv. 
regulations.gov,  including  any  personal 
information  you  provide.  We  will  also 
post  a  report  summarizing  each 
substantive  verbal  contact  we  receive 
about  this  proposed  AD. 

Discussion 

We  issued  an  NPRM  to  amend  14  CFR 
part  39  to  include  an  AD  that  would 
apply  to  The  Boeing  Company  Model 
737-600,  -700,  -700C, -800,  -900,  and 
-900ER  series  airplanes.  That  NPRM 
published  in  the  Federal  Register  on 
November  8,  2011  (76  FR  69159).  That 
NPRM  proposed  to  require  checking  the 
escape  slide  girt  for  serviceability  and 
replacement  if  necessary,  modifying  the 
cable  routing  provision,  the  aspirator 
orientation,  the  valise,  and  replacing  the 
regulator  padding.  That  NPRM  also 
proposed  to  require,  for  certain 
airplanes,  modifying  or  replacing  the 
Vespel  piston,  modifying  the  pilot  valve 
regulator,  modifying  the  slide  valise, 


and  installing  a  new  firing  cable  and 
safety  pin. 

Actions  Since  Previous  NPRM  (76  FR 
69159,  November  8,  2011)  Was  Issued 

Since  we  issued  the  previous  NPRM 
(76  FR  69159,  November  8,  2011),  new 
service  information  has  been  issued  that 
provides  clarifications  and  minor 
corrections,  and  adds  data. 

Additionally,  an  error  was  discovered  in 
the  part  numbers  (P/Ns)  specified  in 
paragraph  (c),  “Applicability,”  of  that 
NPRM.  The  specification  of  “P/N 
.5A3307-l,-3.-5,  or -301,  S/N 
BNGOOOl  through  BNG5707  inclusive,” 
is  incorrect.  The  part  number  should 
have  read  “P/N  5A3307-1,  -3,  -5,  or 
-301,  S/N  BNGOOOl  through  BNG14499 
inclusive.”  We  have  changed  the 
supplemental  NPRM  in  this  regard. 

Comments 

We  gave  the  public  the  opportunity  to 
comment  on  the  previous  NPRM  (76  FR 
69159,  November  8,  2011).  The 
following  presents  the  comments 
received  on  the  NPRM  and  the  FAA’s 
response  to  each  comment. 

Requests  To  Use  Revised  Service 
Information 

Boeing,  United  Airlines  (United),  and 
Goodrich  Corporation  (Goodrich) 
requested  that  the  previous  NPRM  (76 
FR  69159,  November  8,  2011)  be 
changed  to  incorporate  revised  service 
information  to  ensure  that  operators  are 
incorporating  the  most  current  revision 
of  the  service  information. 

W e  agree  that  current  service 
information  should  be  incorporated  into 
this  supplemental  NPRM.  Goodrich 
Service  Bulletin  5A3307-25-389, 
Revision  2,  dated  May  4,  2012;  and 
Goodrich  Service  Bulletin  5A3307-25- 
339,  Revision  5,  dated  May  4,  2012; 
provide  minor  corrections,  updated 
pricing,  and  additional  data.  The 
technical  content  of  these  documents 
has  not  been  changed.  We  have  changed 
paragraphs  (g)  and  (h)(1)  of  the 
supplemental  NPRM  to  refer  to 
Goodrich  Service  Bulletin  5A3307-25- 
389,  Revision  2,  dated  May  4,  2012;  and 
Goodrich  Service  Bulletin  5A3307-25- 
339,  Revision  5,  dated  May  4,  2012;  as 
applicable.  We  have  changed  paragraph 
(i)  of  the  supplemental  NPRM  to  include 
credit  for  modifications  of  the  escape 
slide  done  before  the  effective  date  of 
the  AD  using  Goodrich  Service  Bulletin 
5A3307-25-339,  Revision  3,  dated  May 
8,'2009;  or  Revision  4,  dated  October  1, 
2011.  Modification  of  the  escape  slide 
specified  in  Goodrich  Service  Bulletin 
5A3307-25-389,  Revision  2,  dated  May 
4,  2012,  consists  of  modifying  the  cable 
routing  provision,  replacing  the 
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regulator  padding,  modifying  the 
aspirator  orientation,  and  modifying  the 
valise.  Modification  of  the  escape  slide 
specified  in  Goodrich  Service  Bulletin 
5A3307-25-339,  Revision  5,  dated  May 
4,  2012,  consists  of  modifying  the  pilot 
valve  regulator  P/N  4A3865-2,  -3,  or  -4, 
as  applicable:  installing  a  new  firing 
cable  and  safety  pin;  and  modifying  the 
slide  valise. 

Requests  To  Change  Applicability 

Goodrich,  Boeing,  United,  AirTran 
Airways  (AirTran),  and  Southwest 
Airlines  (Southwest)  requested  that  we 
change  or  clarify  the  applicability  of  the 
pervious  NPRM  (76  FR  69159, 

November  8,  2011)  to  include  slide 
P/N  5A3307-1,  -3,  -5,  or  -301,  S/Ns 
BNGOOOl  through  BNG14499  inclusive. 
Boeing  stated  that  this  change  “will 
ensure  that  all  applicable  5A3307  series 
evacuation  slides  have  been  identified 
for  incorporation  of  the  Goodrich 
Service  Bulletin  5A3307-25-389 
modifications.” 

We  agree  that  S/Ns  BNGOOOl  through 
BNG14499  inclusive  should  be  included 
in  the  applicability  of  this  supplemental 
NPRM  as  explained  previously.  We 
have  changed  paragraph  (c)  of  the 
supplemental  NPRM  to  include  P/N 
5A3307-1,  -3,  -5,  or  -301,  S/N 
BNGOOOl  through  BNG14499  inclusive. 

Requests  To  Remove  Slide  Part 
Numbers  From  the  NPRM  (76  FR 
69159,  November  8,  2011)  - 

Goodrich,  United,  and  Boeing 
requested  that  we  remove  slide  P/N 
5A3086-1,  -3,  or  -301,  S/Ns  B3F001 
through  B3F611  inclusive;  P/N  5A3088- 
1,  -3,  or  -301,  S/Ns  B3A001  through 
B3A685  inclusive;  from  the  NPRM  (76 
FR  69159,  November  8,  2011).  Goodrich 
stated  that  specification  of  slide  P/N 
5A3086-1,  -3,  or  -301,  S/Ns  B3F001 
through  B3F611  inclusive;  and  P/N 
5A3088-1,  -3,  or  -301,  S/Ns  B3A001 
through  B3A685  inclusive;  is 
inappropriate  for  the  proposed  AD, 
because  the  unsafe  condition  that  the 
proposed  AD  addresses  is  not  an  issue 
to  the  P/Ns  5A3086  and  5A3088  series 
slides.  Goodrich  also  stated  that  the 
design  of  the  P/Ns  5A3086  and  5A3088 
series  slides  precludes  the  type  of  event 
that  has  been  experienced  with  the  P/N 
5A3307  series  slides.  Goodrich  provided 
detailed  information  to  support  its 
request. 

We  agree.  Including  these  additional 
parts  is  confusing  and  is  not  directly 
related  to  the  unsafe  condition 
addressed  by  this  supplemental  NPRM. 
We  have  changed  paragraph  (c)  of  the 
supplemental  NPRM  to  remove  slide 
P/N  5A3086-1,  -3,  or  -301,  S/Ns 
B3F001  through  B3F611  inclusive:  and 


P/N  5A3088-1,  -3,  or  -301,  S/Ns 
B3A001  through  B3A685  inclusive; 
from  the  supplemental  NPRM. 

Request  To  Remove  Girt  Check 

Goodrich  requested  that  the  girt  check 
be  removed  from  the  previous  NPRM 
(76  FR  69159,  November  8,  2011). 
Goodrich  stated  that  the  girt  condition 
was  not  a  causative  factor  in  the  unsafe 
condition  described  in  the  previous 
NPRM.  The  girt  condition  check  is  not 
a  configuration  requirement  of  the  slide 
modification,  which  addresses  the  slide 
nondeployment  issue.  Rather,  the  girt 
condition  check  is  included  in  the 
Goodrich  service  information  because  it 
falls  under  the  heading  of  good  general 
maintenance  practice.  Goodrich  stated 
that  the  girt  check  specified  in  the 
Goodrich  service  information  was  not  a 
causative  factor  in  the  unsafe  condition 
described  by  the  previous  NPRM  and 
questions  the  need  for  it  to  be  called  out 
in  the  AD. 

We  agree.  The  girt  condition  check  is 
not  a  configuration  requirement  of  the 
slide  modification,  which  addresses  the 
slide  non-deployment  issue.  We  have 
removed  the  girt  condition  check  from 
paragraph  (g)  of  the  supplemental 
NPRM. 

Requests  To  Remove  Parts  Installation 
Restriction 

United,  American,  Westjet, 

Southwest,  Goodrich,  and  AirTran 
requested  that  we  remove  paragraph  (j) 
of  the  NPRM  (76  FR  69159,  November 
8,  2011),  which  prohibits  installing 
certain  parts  on  any  airplane  after  the 
effective  date  of  the  AD.  The 
commenters  stated  that  this  prohibition 
would  prevent  the  use  of  affected  spare 
slide  assemblies  (un-modified)  during 
modification  of  the  slide  units  of  the 
previous  NPRM,  as  well  as  the  removal 
and  reinstallation  of  the  same  affected 
unit  on  an  airplane.  The  commenters 
asserted  that  this  requirement  could 
restrict  an  airline’s  ability  to  return  an 
airplane  to  service  due  to  a  shortage  of 
parts. 

Boeing  requested  that  we  remove  . 
paragraphs  (j)(l)  and  (j)(3)  from  the 
previous  NPRM  (76  FR  69159, 
November  8,  2011).  The  P/N  5A3086-1, 
-3,  and  -301  evacuation  slides;  and 
P/N  5A3088-1,  -3,  and  -301  evacuation 
slides  are  not  affected  by  Goodrich 
Service  Bulletin  5A3307-25-389, 
Revision  1,  dated  October  1,  2011, 
which  is  the  subject  of  the  previous 
NPRM.  Boeing  stated  that,  once  the 
evacuation  slide  has  been  modified  as 
specified  in  Goodrich  Service  Bulletin 
5A3307-25-389,  Revision  1,  dated 
October  1,  2011,  into  the  new  P/N 
5A3307-7  configuration,  the  old 


regulator  and  regulator  valve  padding 
parts  will  have  been  replaced  with  new 
parts;  therefore,  just  listing  P/N 
5A3307-1,  -3,  -5,  and  -301  evacuation 
slides  would  cover  the  old  regulator  and 
regulator  valve  padding  parts. 

We  agree  with  removing  the  parts 
installation  restriction,  since  this 
prohibition  could  make  it  difficult  for 
operators  to  maintain  their  airplanes. 
After  the  effective  date  of  the  AD,  if  the 
slides  are  removed  for  any  reason,  this 
prohibition  could  lead  to  an  airplane 
with  slides  having  mixed  part  numbers. 
We  have  removed  paragraph  (j)  from  the 
supplemental  NPRM,  and  redesiginated 
subsequent  paragraphs  accordingly. 

Request  To  Remove  Repeated  Wording 

United  requested  that  we  address  the 
need  for  repeating  accomplishment 
instructions  within  paragraphs  (g)  and 
(h)  of  the  previous  NPRM  (76  FR  69159, 
November  8,  2011).  United  stated  that 
this  information  is  already  contained 
within  Goodrich  Service  Bulletins 
5A3307-25-389,  Revision  1,  dated 
October  1,  2011;  and  5A3307-25-339, 
Revision  4,  dated  October  1,  2011; 
respectively,  and  by  repeating  this 
information,  the  AD  could  contain  dated 
information. 

We  agree  that  repeating  the  specifics 
of  the  accomplishment  instructions  in 
paragraphs  (g)  and  (h)  of  the 
supplemental  NPRM  is  unnecessary  in 
this  case.  We  have  changed  paragraphs 
(g)  and  (h)  of  the  supplemental  NPI^ 
to  require  modifying  the  escape  slide  in 
accordance  with  the  applicable  service 
information.  We  have  described  the 
specifics  of  modifying  the  escape  slide 
in  paragraphs  (g)  and  (h)  of  the 
supplemental  NPRM  in  the  previous 
response  under  comment  “Request  to 
Use  Revised  Service  Information.”  No 
further  change  is  necessary  in  this 
regard. 

Request  To  Remove  Certain  Part 
Numbers 

United  requested  that  we  address 
repetitive  slide  part  numbers  in  the 
previous  NPRM  (76  FR  69159, 
November  8,  2011),  which  have  already 
been  subjected  to  previous  AD 
rulemaking.  United  stated  that 
including  slide  part  numbers  that  were 
subjected  to  previously  issued 
rulemaking,  such  as  AD  2008-24-08, 
Amendment  39-15748  (73  FR  72320, 
November  28,  2008),  undermines  the 
rulemaking  process  and  forces  operators 
to  demonstrate  compliance  against 
certain  part  numbers  for  a  second  time. 

We  agree  and  have  removed  P/Ns 
5A3307-1  and  5A3307-3,  which  were 
the  subject  of  previous  rulemaking  (AD 
2008-24-08,  Amendment  39-15748  (73 
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FR  72320,  November  28,  2008)),  from 
this  supplemental  NPRM. 

FAA’s  Determination 
We  are  proposing  this  supplemental 
NPRM  because  we  evaluated  all  the 
relevant  information  and  determined 
the  unsafe  condition  described 
previously  is  likely  to  exist  or  develop 
in  other  products  of  the  same  type 
design.  Certain  changes  described  above 


expand  the  scope  of  the  original  NPRM. 
As  a  result,  we  have  determined  that  it 
is  necessary  to  reopen  the  comment 
period  to  provide  additional 
opportunity  for  the  public  to  comment 
on  this  supplemental  NPRM. 

Proposed  Requirements  of  the 
Supplemental  NPRM 

This  supplemental  NPRM  would 
require  accomplishing  the  actions 


specified  in  the  service  information 
described  previously. 

Costs  of  Compliance 

We  estimate  that  this  proposed  AD 
affects  557  airplanes  of  U.S.  registry. 

We  estimate  the  following  costs  to 
comply  with  this  proposed  AD: 


Estimated  Costs 


Action 

Labor  cost  j 

I 

Parts  cost 

- 1 

Cost  per  product  j 

Cost  on  U.S. 
operators 

Modify  girt  and  valise, 
and  replace  padding. 

2  work-hours  x  $85  per  hour  =  $170 .  I 

1  work-hour  x  $85  per  hour  =  $85 .  1 

$223  . j 

$393  . 

$218,901. 

Modify  regulator  valve, 
install  cable  and 
pin,  and  modify 
slide  valise. 

i 

Between  $1 ,749  and  j 
$1 ,836. 

Between  $1 ,834  and 
$1,921. 

Between  $1 ,021 ,538 
and  $1,069,997. 

Modify  Vespel  piston 

■  1  work-hour  x  $85  per  hour  =  $85 . 

$0  . 

$85  . 

$47,345. 

Optional  Vespel  piston 
replacement. 

Up  to  1  work-hour  x  $85  per  hour  =  $85 . 

Up  to  $612  . 

Up  to  $697  . 

I _ 

Up  to  $388,229. 

We  estimate  the  following  costs  to  do  be  required  based  on  the  results  of  the  determining  the  number  of  aircraft  that 

any  necessary  replacements  that  w'ould  check  of  the  girt.  We  have  no  way  of  might  need  these  replacements. 

On-Condition  Costs 


Action 

i 

Labor  cost 

1 

- 1 

Parts  cost  ■ 

Cost  per 
product 

Girt  replacement  (Goodrich  Service  Bulletin  5A3307- 
25-389,  Revision  2,  dated  May  4,  2012). 

1  work-hour  x  $85  per  hour  =  $85 . r . 

$942 

$1,027 

According  to  the  parts  supplier,  some 
of  the  costs  of  this  proposed  AD  may  be 
covered  under  warrcmty,  thereby 
reducing  the  cost  impact  on  affected 
individuals.  We  do  not  control  warranty 
coverage  for  affected  individuals.  As  a 
result,  we  have  included  all  costs  in  our 
cost  estimate. 

Authority  for  This  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  I. 
section  106,  describes  the  authority  of 
the  FAA  Administrator.  “Subtitle  VII: 
Aviation  Programs”  describes  in  more 
detail  the  scope  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  Subtitle  VII, 
Part  A,  Subpart  III,  Section  44701: 
“General  requirements.”  Under  that 
section.  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
is  within  the  scope  of  that  authority 
because  it  addresses  an  unsafe  condition 


that  is  likely  to  exist  or  develop  on 
products  identified  in  this  rulemaking 
action. 

Regulatory  Findings 

We  determined  that  this  proposed  AD 
would  not  have  federalism  implications 
under  Executive  Order  13132.  This 
proposed  AD  would  not  have  a 
substantial  direct  effect  on  the  States,  on 
the  relationship  between  the  national 
Government  and  the  States,  or  on  the 
distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government. 

For  the  reasons  discussed  above,  I 
certify  this  proposed  regulation: 

(1)  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866, 

(2)  Is  not  a  “significant  rule”  under 
the  DOT  Regulatory  Policies  and 
Procedures  (44  FR  11034,  February  26, 
1979), 

(3)  Will  not  affect  intrastate  aviation 
in  Alaska,  and 

(4)  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 


List  of  Subjects  in  14  CFR  Part  39 

Air  transportation,  Aircraft,  Aviation 
safety.  Incorporation  by  reference. 
Safety. 

The  Proposed  Amendment 

Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 
the  FAA  proposes  to  amend  14  CFR  part 
39  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended] 

2.  The  FAA  amends  §  39.13  by  adding 
the  following  new  airworthiness 
directive  (AD): 

The  Boeing  Company:  Docket  No.  FAA- 
2011-1222;  Directorate  Identifier  2010- 
NM-268-AD. 

(a)  Comments  Due  Date 

We  must  receive  comments  by  October  15, 
2012. 
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(b)  Affected  ADs 

This  AD  affects  AD  2008-24-08, 
Amendment  39-15748  (73  FR  72320, 
November  28,  2008). 

(c)  Applicability 

This  AD  applies  to  The  Boeing  Company 
Model  737-600,  -700,  -700C, -800,  -900, 
and  -900ER  series  airplanes:  certificated  in 
any  category';  with  Goodrich  Corporation 
door  escape  slide  part  number  (P/N)  5A3307- 
1,-3,  —5,  or  —301,  serial  number  (S/N) 
BNGOOOl  through  BNG14499  inclusive. 

(d)  Subject 

Joint  Aircraft  System  Component  (JASC)/ 
Air  Transport  Association  (AT A)  of  America 
Code  25,  Equipment/Fumishings. 

(e)  Unsafe  Condition 

This  AD  was  prompted  by  reports  of 
escape  slides  failing  to  deploy  from  the 
forward  and  aft  right-hand  doors  during 
scheduled  maintenance  slide  deployments. 
We -are  issuing  this  AD  fo  prevent  failure  of 
an  escape  slide  to  deploy,  which  could  result 
in  the  slide  being  unusable  during  an 
emergency  evacuation  and  increased 
likelihood  of  injury  to  passengers  or 
crewmembers  due  to  the  difficulty  in 
evacuating  the  airplane. 

(f)  Compliance 

Comply  with  this  AD  within  the 
compliance  times  specified,  unless  already 
done. 

(g)  Slide  Modification 

Within  36  months  after  the  effective  date 
of  this  AD;  Modify  the  escape  slide  in 
accordance  with  the  Accomplishment 
Instructions  of  Goodrich  Service  Bulletin 
5A3307-25-389,  Revision  2,  dated  May  4, 
2012. 

(h)  Concurrent  Requirements 

(1)  For  slide  P/N  5A3307-301;  Prior  to  or 
concurrently  with  accomplishing  the  actions 
required  by  paragraph  (g)  of  this  AD,  modify 
tha  escape  slide  in  accordance  with  the 
Accomplishment  Instructions  of  Goodrich 
Service  Bulletin  5A3307-25-339,  Revision  5, 
dated  May  4,  2012. 

(2)  For  slide  P/N  5A3307-301  or  5A3307- 
5:  Prior  to  or  concurrently  with 
accomplishing  the  actions  required  by 
paragraph  (g)  of  this  AD,  modify  the  Vespel 
piston  in  the  regulator  valves,  or  replace  the 
Vespel  piston  with  a  new  or  serviceable 
Vespel  piston  P/N  3A3566-2  or  3A3832-2,  as 
applicable,  in  accordance  with  the 
Accomplishment  Instructions  of  Goodrich 
Service  Bulletin  25-349,  Revision  1,  dated 
January  11,  2010. 

(i)  Credit  for  Previous  Actions 

(1)  This  paragraph  provides  credit  for  the 
actions  required  by  paragraph  (h)(1)  of  this 
AD,  if  those  actions  were  performed  before 
the  effective  date  of  this  AD  using  Goodrich 
Service  Bulletin  5A3307-25-339,  Revision  1, 
dated  September  26,  2003;  Revision  2,  dated 
March  31,  2004;  Revision  3,  dated  May  8, 
2009;  or  Revision  4,  dated  October  1,  2011; 
which  are  not  incorporated  by  reference  in 
this  AD. 


(2)  This  paragraph  provides  credit  for  the 
modification  or  replacement  of  the  Vespel 
piston  in  the  regulator  valves  required  by 
paragraph  (h)(2)  of  this  AD,  if  those  actions 
were  performed  before  the  effective  date  of 
this  AD  using  Goodrich  Service  Bulletin  25- 
349,  dated  September  15,  2004,  which  is  not 
incorporated  by  reference  in  this  AD. 

(j)  Alternative  Methods  of  Compliance 
(AMOCs) 

(1)  The  Manager,  Seattle  Aircraft 
Certification  Office  (ACO),  FAA,  has  the 
authority  to  approve  AMOCs  for  this  AD,  if 
requested  using  the  procedures  found  in  14 
CFR  39.19.  In  accordance  with  14  CFR  39.19, 
send  your  request  to  your  principal  inspector 
or  local  Flight  Standards  District  Office,  as 
appropriate.  If  sending  information  directly 
to  the  manager  of  the  ACO,  send  it  to  the 
attention  of  the  person  identified  in  the 
Related  Information  section  of  this  AD. 
Information  may  be  emailed  to:  9-ANM- 
SeattIe-ACO-AMOC-Requests@faa.gov. 

(2)  Before  using  any  approved  AMOC, 
notify  your  appropriate  principal  inspector, 
br  lacking  a  principal  inspector,  the  manager 
of  the  local  flight  standards  district  office/ 
certificate  holding  district  office. 

(k)  Related  Information 

(1)  For  more  information  about  this  AD, 
contact  Sarah  Piccola,  Aerospace  Engineer, 
Cabin  Safety  &  Environmental  Systems 
Branch,  ANM-150S,  Seattle  Aircraft 
Certification  Office  (ACO),  FAA,  1601  Lind 
Avenue  SW.,  Renton,  Washington  98057- 
3356;  phone:  425-917-6483;  fax:  425-917- 
6590;  email:  sarab.piccola@faa.gov. 

(2)  For  service  information  identified  in  . 
this  AD,  contact  Goodrich  Corporation, 
Aircraft  Interior  Products,  ATTN:  Technical 
Publications,  3414  South  Fifth  Street, 
Phoenix,  Arizona  85040;  phone:  602-243- 
2270;  Internet:  http://www.goodrich.com/ 
TechPubs.  You  may  review  copies  of  the 
referenced  service  information  at  the  FAA, 
Transport  Airplane  Directorate,  the  FAA, 
1601  Lind  Avenue  SW.,  Renton,  Washington. 
For  information  on  the  availability  of  this 
material  at  the  FAA,  call  425-227-1221. 

Issued  in  Renton,  Washington,  on  August 
24,  2012. 

All  Bahrami, 

Manager,  Transport  Airplane  Directorate, 
Aircraft  Certification  Service. 

[FR  Doc.  2012-21556  Filed  8-30-12;  8:45  am) 

BILLING  CODE  4910-13-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  71 

[Docket  No.  FAA-201 2-0661;  Airspace 
Docket  No.  06-AWA-4] 

RIN  212Q-AA66 

Proposed  Amendment  to  Class  B 
Airspace;  Detroit,  Ml 

Correction 

In  proposed  rule  document  2012- 
19902,  beginning  on  page  48476-48491 
in  the  issue  of  Thursday,  August  14, 
2012,  make  the  following  corrections: 

1.  In  the  first  column  titled  “Area  C”, 
third  paragraph,  fifth  line,  “5-mile  arc” 
should  read,  “15  mile  arc.” 

2.  In  the  first  column  titled  “Area  C”, 
third  paragraph,  eighth  line,  “5-mile 
arc”  should  read,  “15  mile  arc.” 

3.  In  the  first  column  titled  “Area  C”, 
third  paragraph,  twenty-second  line,  “5- 
mile  arc”  should  read,  “15  mile  arc.” 

4.  In  the  first  column  titled  “Area  C”, 
third  paragraph,  twenty-third  line,  “5- 
mile  arc”  should  read,  “15  mile  arc.” 

5.  In  the  second  column  titled  “Area 
D”,  first  paragraph,  eighth  line,  “5-mile 
arc”  should  read,  “15  mile  arc.” 

6.  In  the  second  column  titled  “Area 
D”,  first  paragraph,  eleventh  line,  “5- 
mile  arc”  should  read,  “15  mile  arc.” 

7.  In  the  second  column  titled  “Area 
E”,  first  paragraph,  twenty-fourth  line, 
“5-mile  arc”  should  read,  “15  mile  arc.” 

8.  In  the  second  column  titled  “Area 
E”,  first  paragraph,  twenty-seventh  line, 
“5-mile  arc”  should  read,  “15  mile  arc.” 

[FR  Doc.  Cl-2012-19902  Filed  8-30-12;  8:45  am] 
BILLING  CODE  1505-01-D 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 

14  CFR  Parts  91, 121, 125,  and  135 

[Docket  No.  FAA-201 2-0752] 

Passenger  Use  of  Portable  Electronic 
Devices  on  Board  Aircraft 

agency:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Notice  of  policy;  request  for 
comments. 

SUMMARY:  The  FAA  seeks  comments  on 
current  policy,  guidance,  and 
procedures  that  aircraft  operators 
(ranging  from  pilots  of  general  aviation 
aircraft  up  to  and  including  air  carrier 
certificate  holders  at  the  major  airlines) 
use  when  determining  if  passenger  use 
of  portable  electronic  devices  (PEDs) 
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may  be  allowed  during  any  phase  of 
flight  on  their  aircraft.  Current  FAA 
regulations  generally  prohibit  the  use  of 
all  PEDs  during  flight,  with  the 
exception  of  portable  voice  recorders, 
bearing  aids,  heart  pacemakers,  and 
electric  shavers.  These  regulations  also 
provide  an  exception  for  any  other  PED 
that  the  aircraft  operator  has  determined 
will  not  cause  interference  with  the 
navigation  or  communication  systems 
on  the  aircraft.  To  better  effectuate  the 
safety  purposes  of  these  regulations,  this 
notice  requests  comments  about  key 
areas  of  policy  and  guidance  that  are 
used  by  aircraft  operators  when  making 
these  determinations.  It  also  requests 
comments  about  other  technical 
challenges  for  addressing  the  problems 
associated  with  determining  if  and 
when  PEDs  can  be  used.  The  desired 
outcome  of  this  solicitation  is  to  have 
sufficient  information  to  allow  operators 
to  better  assess  whether  more 
widespread  use  of  PEDs  during  flight  is 
appropriate,  while  maintaining  the 
highest  levels  of  safety  to  passengers 
and  aircraft.  The  Agency  stresses  that 
the  existing  regulations  allow  the 
operator  to  authorize  the  use  of  PEDs, 
and  that  no  specific  FAA  approval  is 
required.  The  aircraft  operator  is 
responsible  for  assuring  that  the 
interference  from  PEDs  does  not  pose  a 
flight  risk.  Once  all  the  comments  have 
been  collected,  the  FAA  intends  to 
establish  an  Aviation  Rulemaking 
Committee  (ARC)  to  review  the 
comments  and  provide 
recommendations  that  might  permit  the 
more  widespread  use  of  PEDs  during 
flight  while  maintaining  the  highest 
levels  of  safety  for  the  passengers  and 
aircraft.  The  FCC  will  be  a  key  partner 
in  this  activity  working  collaboratively 
with  the  FAA,  airlines,  and  the 
manufacturers  to  explore  broader  use  of 
PEDS  in  flight. 

DATES:  Written  comments  must  be 
received  on  or  before  October  30,  2012. 
ADDRESSES:  Send  comments  identified 
by  docket  number  FAA-201 2-0752 
using  any  of  the  following  methods: 

•  Email:  Submit  your  comments  via 
email  to  PEDcomment@faa.gov. 

•  Federal  eHulemaking  Portal:  Go  to 
http://w'ww.reguIations.gov  and  follow 
the  online  instructions  for  sending  your 
comments  electronically. 

•  Mail:  Send  comments  to  Docket 
Operations,  M-30;  U.S.  Department  of 
Transportation  (DOT),  1200  New  Jersey 
Avenue  SE.,  Room  Wl 2-140,  West 
Building  Ground  Floor,  Washington,  DC 
20590-0001. 

•  Hand  Delivery  or  Courier:  Take 
comments  to  Docket  Operations  in 
Room  W12-140  of  the  West  Building 


Ground  Floor  at  1200  New  Jersey 
Avenue  SE.,  Washington,  DC,  between  9 
a.m.  and  5  p.m.,  Monday  through 
Friday,  except  Federal  holidays. 

•  Fax:  Fax  comments  to  Docket 
Operations  at  202-493-2251. 

Privacy:  The  FAA  will  post  all 
comments  it  receives,  without  change, 
to  http://www.regulations.gov,  including 
any  personal  information  the 
commenter  provides.  Using  the  search 
function  of  the  docket  Web  site,  anyone 
can  find  and  read  the  electronic  form  of 
all  comments  received  into  any  FAA 
dockets,  including  the  name  of  the 
individual  sending  the  comment  (or 
signing  the  comment  for  an  association, 
business,  labor  union,  etc.).  DOT’s 
complete  Privacy  Act  Statement  can  be 
found  in  the  Federal  Register  published 
on  April  11,  2000  (65  FR  19477-19478), 
as  well  as  at  http://DocketsInfo.dot.gov. 

Docket:  Background  documents  or 
comments  received  may  be  read  at 
http://\\'ww'.reguIations.gov  at  any  time. 
Follow  the  online  instructions  for 
accessing  the  docket  or  contact  Docket 
Operations  in  Room  W12-140  of  the 
West  Building  Ground  Floor  at  1200 
New  Jersey  Avenue  SE.,  Washington, 

DC,  between  9  a.m.  and  5  p.m.,  Monday 
through  Friday,  except  Federal  holidays. 
FOR  FURTHER  INFORMATION  CONTACT:  For 
questions  concerning  this  action, 
contact  Timothy  W.  Shaver,  Avionics 
Maintenance  Branch,  Flight  Standards 
Service,  AFS-360,  Federal  Aviation 
Administration,  800  Independence 
Avenue  SW.,  Washington,  DC  20591; 
telephone  (202)  385-4292;  facsimile 
(202)  385-6474;  email 
tim.shaver@faa.gov. 

SUPPLEMENTARY  INFORMATION:  We  are 

reviewing  the  policies,  guidance,  and 
procedures  that  establish  the  methods 
and  criteria  aircraft  operators  use  to 
determine  if  they  can  allow  PED  usage 
during  flight.  The  FAA  has  long 
recognized  that  PEDs  have  the  potential 
for  causing  interference  with  aircraft 
navigation  or  communication  systems. 
Title  14,  Code  of  Federal  Regulations 
(14  CFR)  §§  91.21,  121.306,  125.204,  and 
135.144  establish  the  requirements 
prohibiting  the  use  of  PEDs  without  the 
authorization  of  the  aircraft  operator. 

The  FAA’s  first  published 
rulemaking  i  to  address  this  issue  was  in 
1966.  That  rulemaking  was  prompted 
after  studies  of  PED  interference 
conducted  between  1958  to  1961 
concluded  that  portable  frequency 
modulation  (FM)  radio  receivers  caused 
interference  to  navigation  systems  such 


>  14  CFR  91.19,  Docket  No.  7247;  Arndt  91-35 
(later  superseded  by  §§91.21,  121.306,  125.204,  and 
135.144). 


as  very  high  frequency  (VHF)  Omni 
Range  (VOR)  navigation  systems. 

During  that  rulemaking  process,  the 
FAA  received  comments  on  the  subject 
of  FAA  involvement  in  the 
authorization  of  use  of  PEDs.  The  public 
expressed  concerns  that  authorization  of 
devices  not  specifically  excepted  in  the 
rule  (e.g.,  portable  voice  recorders, 
hearing  aids,  heart  pacemakers,  and 
electric  shavers)  would  subject 
operators  to  a  considerable  amount  of 
“red  tape.”  In  response  to  those 
comments,  the  FAA  concluded  that  the 
aircraft  operators  were  best  suited  to 
make  the  determination  of  which  PEDs 
would  not  cause  interference  with  the 
navigation  or  communication  system  on 
their  aircraft.  The  FAA  also  recognized 
that  for  it  to  place  requirements  upon 
itself  to  conduct  or  verify  tests  of  every 
conceivable  PED,  as  an  alternative  to  a 
determination  made  by  the  operator, ' 
would  thereby  place  an  excessive  and 
unnecessary  burden  on  the  agency. 

The  potential  for  aircraft  interference 
depends  on  the  aircraft  and  its  electrical 
and  electronic  systems,  as  well  as  the 
type  of  PED  being  used.  Prior  to  fly-by¬ 
wire  flight  controls,  the  primary  concern 
was  the  susceptibility  of  sensitive 
aircraft  communication  and  navigation 
radio  receivers  to  spurious  radio 
frequency  emissions  from  PEDs.  Many 
of  these  aircraft  using  this  older 
technology  are  still  in  service  and  are  as 
susceptible  today  to  interference  as  they 
were  when  they  first  entered  service. 
When  aircraft  included  fly-by-wire 
controls  and  electronic  displays,  the 
susceptibility  of  these  aircraft  systems 
also  became  a  concern.  The  FAA 
defined  requirements  for  high-intensity 
radiated  fields  (HIRF)  that  provide 
assurance  that  newer  aircraft  with  such 
systems  have  sufficient  protection  to 
continue  to  operate  safely  when 
exposed  to  spurious  emissions  ^  of  PEDs 
and  intentional  transmissions  ^  from 
transmitting  PEDs.  While  the  highly 
critical  fly-by-wire  controls  and 
electronic  displays  were  designed  and 
certified  to  withstand  the  fields  from 
transmitting  PEDs,  all  aircraft  electrical 
and  electronic  systems  were  not 
designed  to  withstand  these  fields. 
These  newer  aifcraft  still  have  sensitive 
navigation,  communication,  and 
surveillance  radio  receivers  that  may  be 
susceptible  at  certain  frequencies  to 
spurious  radio  frequency  emissions 
from  PEDs. 


^  A  spurious  emission  is  any  radio  frequency  not 
deliberately  created  or  transmitted. 

^  Intentional  transmission  is  the  transmission  of 
signals  through  free  space  by  electromagnetic  waves 
on  specific  radio  frequencies  that  are  used  to 
communicate  information  between  devices. 
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PEDs  have  changed  considerably  in 
the  past  few  decades  and  output  a  wide 
variety  of  signals.  Some  devices  do  not 
transmit  or  receive  any  signals  but 
generate  low-power,  radio  frequency 
emissions.  Other  PEDs,  such  as  e- 
readers,  are  only  active  in  this  manner 
during  the  short  time  that  a  page  is 
being  changed.  Of  greater  concern  are 
intentional  transmissions  from  PEDs. 
Most  portable  electronic  devices  have 
internet  connectivity  that  includes 
transmitting  and  receiving  signals 
wirelessly  using  radio  waves,  such  as 
Wi-Fi,‘‘  Bluetooth,^  and  various  other 
cellular  technologies.  These  devices 
transmit  high-powered  emissions  and 
can  generate  spurious  signals  at 
undesired  frequencies,  particularly  if 
the  device- is  damaged. 

Avionics  equipment  has  also 
undergone  significant  changes.  When 
the  regulations  were  first  established, 
communication  and  navigations  systems 
were  basic  systems.  In  today’s  avionics, 
there  are  various  systems — global 
positioning,  traffic  collision  and 
avoidance,  transponder,  automatic  flight 
guidance  and  control,  and  many  other 
advanced  avionics  systems — that 
depend  on  signals  transmitted  from  the 
ground,  other  aircraft,  and  satellites  for 
proper  operation.  In  addition,  there  are 
advanced  flight  management  systems 
that  use  these  avionics  as  a  critical 
component  for  performing  precision 
operational  procedures.  Many  of  these 
systems  are  also  essential  to  realize  the 
capabilities  and  operational 
improvements  envisioned  in  the  Next 
Generation  airspace  system.  As  such, 
harmful  interference  from  PEDs  cannot 
be  tolerated. 

Under  FAA  regulation,  the  aircraft 
operator  is  responsible  for  determining 
which  PEDs  may  be  used  by  the 
passengers  and  during  which  phase  of 
flight  this  utilization  may  occur.  The 
aircraft  operator  is  best  suited  to  make 
the  determination  of  which  PEDs  would 
not  cause  interference  with  the 
navigation  or  communication  system  on 
its  aircraft.  The  operators’  PED  policy 
determines  what  types  of  devices  may 
be  used  on  board  their  aircraft  and 
during  which  phase(s)  of  flight.  The 
responsibility  for  enforcing  an  aircraft 
operator’s  PED  policy  typically  falls  on 


*  Wi-Fi  is  defined  as  “wireless  local  area  network 
(WLAN)  products  that  are  based  on  the  Institute  of 
Electrical  and  Electronics  Engineers’  (IEEE)  802.11 
standards.”  Wi-Fi  is  a  trademark  of  the  Wi-Fi 
Alliance. 

®  Bluetooth  is  managed  by  the  Bluetooth  Special 
Interest  Group  (SIG).  The  SIG  is  the  body  that 
oversees  the  development  of  Bluetooth  standards 
and  the  licensing  of  the  Bluetooth  technologies  and 
trademarks  to  manufacturers.  The  SIG  is  a  privately 
held,  not-for-profit  trade  association  founded  in 
September  1998. 


the  cabin  crew.  On  occasion, 
enforcement  of  a  commercial  airline’s 
PED  policy  results  in  a  conflict  between 
a  flight  attendant  and  a  passenger. 
Noncompliance  with  crewmember 
safety  instructions  on  the  use  of  PEDs 
has  resulted  in  passengers  being 
removed  from  an  aircraft  and,  in  some 
cases,  has  caused  in-flight  diversions. 
The  FAA  provides  oversight  of  aircraft 
operators  to  ensure  that  they  have 
established  and  are  currently  following 
robust  PED-allowance  procedures. 

Policy  and  Guidance 

As  aircraft  and  consumer  electronics 
evolved,  the  FAA  recognized  that  the 
industry  needed  assistance  to  keep  up 
with  the  challenges  of  determining  if 
devices  would  interfere  with  the  aircraft 
navigation  or  communication  systems. 

In  1958,  at  the  FAA’s  request,  the  first 
RTCA,  Inc.,  (previously  Radio  Technical 
Commission  for  Aeronautics) 
documents  ®  were  written  to  help 
airlines  make  the  PED  allowance 
determination.  Since  that  time,  the  FAA 
has  requested  three  other  activities;  the 
most  recent  concluded  in  2008.  The 
current  guidelines  to  assist  aircraft 
operators  in  developing  their  PED 
policy  are  in  Advisory  Circular  (AC)  91- 
21-lB,  Use  of  Portable  Electronic 
Devices  Aboard  Aircraft,  dated  August 
25,  2006,  which  references  industry- 
developed  guidelines  identified  in 
RTCA/DC)-233  and  RTCA/DO-294. 

These  joint  industry-government 
committees  studied  the  risks  associated 
with  PED  usage  and  are  the  basis  for  the 
FAA’s  guidance  today.  For  instance, 
based  on  these  studies,  FAA  has 
recommended  that  operators  allowing 
passenger  use  of  PEDs  do  so  only  during 
non-critical  phases  of  flight  and  prohibit 
PED  use  during  takeoff  and  landing.  See 


®RTCA  is  a  private,  not-for-profit  corporation  that 
functions  as  a  Federal  Advisory  Committee  for  the 
FAA.  It  develops  consensus-based 
recommendations  regarding  communications, 
navigation,  surveillance,  and  air  traffic  management 
(CNS/ATM)  system  issues.  See  FAA  Order 
1110.77T,  RTCA  Inc.  (utilized  as  an  Advisory 
Committee)  (Apr.  1,  2011).  The  following  are  RTCA 
recommendations  and  guidance  documents 
regarding  PEDS: 

DO-307,  Aircraft  Design  and  Certification  for 
Portable  Electronic  Device  (PED)  Tolerance,  issued 
10-11-07,  and  Change  1,  issued  12-16-08. 

Prepared  by  SC-202. 

DO-294C,  Guidance  on  Allowing  Transmitting 
Portable  Electronic  Devices  (T-PEDs)  on  Aircraft, 
issued  12-16-08.  Prepared  by  SC-202. 

DO-233,  Portable  Electronic  Devices  Carried  on 
Board  Aircraft,  issued  8-20-96.  Prepared  by  SC- 
177.  Errata  issued  8-18-99. 

DO-199,  Potential  Interference  to  Aircraft 
Electronic  Equipment  from  Devices  Carried  Aboard, 
issued  9-16-88.  Prepared  by  SC-156.  Supersedes 
DO-119. 

DO-119,  Interference  To  Aircraft  Electronic 
Equipment  From  Devices  Carried  Aboard,  issued  9- 
16-88.  Prepared  by  SC-88. 


AG  91-21-lB.  While  these 
recommendations  are  non-binding,  most 
commercial  airlines  allow  the  use  of 
non-transmitting  PEDs  in  flight  after  the 
aircraft  has  reached  a  safe  altitude,  and 
those  airlines  continue  to  allow  PED 
usage  until  near  the  end  of  the  flight. 

The  FAA  has  also  published  AC  20- 
164,  Designing  and  Demonstrating 
Aircraft  Tolerance  to  Portable  Electroriic 
Devices.  This  AC  is  based  on  RTCA/ 
DC)-307,  Aircraft  Design  and 
Certification  for  Portable  Electronic 
Device  (PED)  Tolerance,  dated  October 
11,  2007.  Further,  AC  20-164  provides 
guidance  to  demonstrate  aircraft 
electrical  and  electronic  system 
tolerance  to  the  use  of  PEDs.  This 
approach  allows  the  aircraft  designers  to 
build  in  protections  to  help  prevent 
interference  to  navigation  or 
communication  systems. 

PEDs  Today 

Smart  phones,  personal  computers, 
and  wireless  technology  have  become 
ingrained  in  peoples’  day-to-day  lives. 
Passengers  not  only  use  these  devices  to 
remain  connected  to  their  work,  family, 
and  friends,  but  also  to  read  books,  play 
games,  and  accomplish  many  of  their 
day-to-day  tasks.  This  has  naturally  led 
to  the  passengers’  desire  to  use  PEDs 
from  the  time  they  board  an  aircraft 
until  they  exit  the  aircraft  at  their 
destination.  In  some  cases,  a 
transmitting  radio  is  embedded  in  a  PED 
so  that  the  operation  of  the  transmitter 
is  not  apparent  to  the  user.  Many  of 
these  devices  incorporate  transmitters 
such  as  Bluetooth,  Wi-Fi,  and  cellular 
phone  modems,  which  may  operate 
without  specific  actions  from  the 
passenger.^ 

While  FAA  regulations  allow  aircraft 
operators  to  demonstrate  when  and 
which  PEDs  can  be  safely  used,  few 
aircraft  operators  have  allowed  use  of 
devices  during  critical  phases  of  flight 
(e.g.,  takeoff  and  landing).  Recognizing 
that  some  passengers  may  wish  to  use 
their  devices  throughout  a  flight,  the 
FAA  is  requesting  comments  regarding 
the  FAA’s  policies,  guidance,  and 
procedures  that  aircraft  operators  use  to 
determine  whether  to  allow  a  particular 
PED  for  usage  during  flight. 

Request  for  Information 

Considerations  for  Comment 

The  FAA  is  interested  in  obtaining 
comments  related  to  the  use  of  PEDs  on 
aircraft  from  the  view'points  of  aircraft 


^  This  notice  does  not  address  flightcrew  member 
use  of  PEDs  during  flight.  Section  44732  of  Title  49 
of  the  United  States  Code  generally  prohibits 
flightcrew  member  use  of  PEDs  on  the  flightdeck 
while  the  aircraft  is  being  operated. 
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operators,  passengers,  and  other 
stakeholders.  We  are  soliciting 
comments  on  the  following: 

•  Aircraft  operators’  concerns,  both 
technical  and  operational: 

•  Flight  attendants’  and  pilots’ 
concerns; 

•  Security  concerns; 

•  Manufacturers  and  designers  of 
PEDs: 

•  Passenger  perspectives;  and 

•  How  the  FAA  can  support  the 
aviation  industry  in  considering  how  to 
allow  greater  use  of  PEDs. 

The  FAA  has  identified  the  following., 
specific  areas  for  comments. 

(1)  Procedures  and  methods  for 
operators  to  allow  the  use  of  PEDs. 
Guidance  on  the  procedures  and 
methods  that  an  operator  can  use  to 
determine  allowance  of  PEDs  is 
published  in  AC  91-21-lB.  This  AC 
references  the  industry-developed 
guidelines  of  RTCA/DO-233  and  RTCA/ 
DO-294C.  Those  guidelines  address 
testing  and  analysis  procedures  for 
advanced  avionics  system  interference 
from  both  transmitting  and  non¬ 
transmitting  PEDs. 

•  What  processes  and  methods  are 
aircraft  operators  currently  using  to 
evaluate  PED  technology  interference? 

•  How  can  those  procedures  and 
methods  be  improved? 

•  Is  additional  FAA  guidance  and 
policy  needed? 

One  concept  is  for  operators  to  improve 
the  sharing  of  test  and  compatibility 
data,  so  that  the  same  compatibility 
testing  could  be  leveraged  to  support 
many  aircraft  operators.  Data  concerning 
PED  and  aircraft  compatibility  could  be 
used  by  the  operators  to  analyze 
incidents  involving  PED  interference. 

•  Should  the  industry  develop  data 
sharing  for  this  purpose? 

(2)  Reliability  of  aircraft  systems. 
Future  aircraft  could  be  manufactured  to 
be  immune  to  the  PED  environment.  To 
support  commercial  aircraft  operators’ 
authorization  of  PED  use,  the  FAA  has 
issued  AC  20-164  describing  criteria  for 
aircraft  manufacturers  and  modifiers  to 
establish  PED-tolerance  for  new  and 
existing  aircraft. 

•  Is  it  necessary  to  establish  aircraft 
certification  regulations  to  require  new 
aircraft  to  be  PED-tolerant? 

In  addition,  many  aircraft  systems  have 
already  qualified  for  operation  in  high 
intensity  radiated  field  environments. 

•  How  can  these  demonstrations  best 
be  leveraged  to  hel|j  an  operator  allow 
the  use  of  PEDs? 

(3)  Aircraft  Immunity  to  PED 
Interference.  Some  aircraft 
manufacturers  and  avionics  equipment 
manufacturers  have  already 


demonstrated  PED  and  aircraft  system 
compatibility. 

•  Should  aircraft  manufacturers  and 
avionics  equipment  manufacturers 
provide  documentation  of  aircraft  PED 
tolerance,  aircraft  systems  that  meet  RF 
susceptibility  requirements,  interference 
path  loss,  etc.,  to  the  operators  to 
support  the  operator’s  PED  allowance 
determination? 

•  Should  it  be  mandatory  that  aircraift 
manufacturers  and  modifiers  provide 
this  information  to  the  operators  for  new 
and  modified  aircraft? 

(4)  Promote  aircraft-compatible  PED 
transmissions.  The  transmissions  from 
PEDs  vary  widely,  making  it  very 
difficult  for  an  aircraft  operator  to 
discriminate  between  PEDs  that  may  be 
acceptable  and  those  that  may  not. 

•  Could  the  consumer  electronics 
industry  develop  standards  for  aircraft- 
friendly  PEDs,  or  aircraft-compatible 
modes  of  operation,  that  would  reduce 
the  risk  of  interference  to  aircraft 
systems  by  defining  maximum 
emi.ssions  in  designated  bands? 

(5)  Passenger  perspectives  on  use  of 
PEDs.  Increased  access  and  usage  of 
PEDs  may  distract  passengers  during 
crewmember  safety  briefings  and 
instructions.  In  addition,  PED  usage 
may  have  an  adverse  impact  on  flight 
and  cabin  crew  responsibilities  and 
duties.  In  2005,  the  FCC“  solicited 
comments  on  the  potential  to  expand 
the  use  of  cellular  phones  in  flight  and 
received  responses  from  passengers 
concerned  about  the  use  of  cell  phones 
by  other  passengers.  One  of  the  main 
concerns  expressed  by  the  public 
comment  was  the  fear  of  passenger 
disruptions  caused  by  cell  phone  use  in 
a  crowded  public  conveyance. 

•  If  some  PEDs  are  found  to  be 
compatible  with  aircraft  systems,  should 
there  be  restrictions  on  the  use  of  PEDs 
for  other  reasons? 

•  Should  voice  communications 
using  other  technologies  such  as  voice 
over  IP  be  limited  or  restricted? 

•  Should  aircraft  operators  be 
required  to  publish  their  PED  policies? 

(6)  PED  article  retention  risk 
considerations.  Personal  belongings 
must  be  stowed  for  take-off,  approach 
and  landing,  to  reduce  the  risk  of  injury 
from  projectiles  and  to  ensure  rapid 
egress  in  the  event  of  an  emergency.  ■ 
Some  PEDs  are  large  enough  to  be  of 
concern  for  egress,  while  smaller 
handheld  devices  may  have  risks 
comparable  to  a  small  book. 

•  If  some  PEDs  are  found  to  be 
compatible  with  aircraft  systems,  should 


“Federal  Communications  Commission's  Notice 
of  Propo.sed  Rulemaking  (NPRM),  FCC  04-288,  in 
WT  Docket  No.  04—435.  adopted  December  15, 
2004,  and  released  February  15,  2005. 


requirements  to  stow  PEDs  for  takeoff, 
approach,  landing  and  abnormal 
conditions  exist  nonetheless  to  prevent 
personal  injury? 

(7)  Active  monitoring  for  harmful 
interference.  A  handheld  device  or 
installed  system  could  be  used  by  the 
crewmembers  to  detect  harmful 
interference  from  PEDs.  This  could 
allow  the  crewmembers  to  identify 
problems  and  instruct  passengers  to 
disable  devices  when  they  generate 
harmful  signals. 

•  Should  the  FAA  consider  working 
with  industry  to  develop  standards  for 
an  active  PED  monitoring  system? 

(8)  Technical  Challenges. 

•  What  are  the  technical,  operation, 
and  regulatory  challenges  commercial 
aircraft  operators  face  in  expanding 
their  PED  usage  policy? 

•  What  are  the  technical  challenges 
the  aircraft  manufacturers,  modifiers, 
and  avionics  equipment  manufacturers 
see  with  further  PED  usage  allowance? 

•  What  data  and  support  can  they 
provide  to  commercial  aircraft  operators 
to  address  these  technical  challenges? 

(9)  Operational  Challenges. 

•  What  are  the  operational,  safety  and 
security  challenges  and  concerns 
associated  with  expanding  PED  usage 
policy?  ‘ 

•  What  is  needed  to  alleviate  those 
concerns? 

Again,  this  information  must  be 
submitted  by  October  30,  2012. 

Comments  Invited 

The  FAA  invites  interested  persons  to 
submit  written  comments,  data,  or 
views.  The  agency  also  invites 
comments  relating  to  the  economic, 
environmental,  energy,  or  federalism 
impacts  that  might  result  from  changes 
in  our  current  policy.  The  most  helpful 
comments  reference  a  specific  area  of 
concern,  explain  the  reason  for  any 
recommended  change,  and  include 
supporting  data.  To  ensure  the  docket 
does  not  contain  duplicate  comments, 
commenters  should  send  only  one  copy 
of  written  comments,  or  if  comments  are 
filed  electronically,  commenters  should 
submit  only  one  time. 

The  FAA  will  file  in  the  docket  a 
summary  of  all  comments  it  receives. 
The  FAA  will  consider  all  comments  it 
receives  on  or  before  the  closing  'date  for 
comments.  The  FAA  will  consider 
comments  filed  after  the  comment 
period  has  closed  if  it  is  possible  to  do 
so  without  incurring  expense  or  delay. 

Proprietary  or  Confidential  Business 
Information:  Commenters  should  not 
file  proprietary  or  confidential  business 
information  in  the  docket.  Such 
information  must  be  sent  or  delivered 
directly  to  the  person  identified  in  the 


Federal  Register/ Vol.  77,  No.  170/Friday,  August  31,  2012/Proposed  Rules 


53163 


FOR  FURTHER  INFORMATION  CONTACT 

section  of  this  document,  and  marked  as 
proprietary  or  confidential.  If  submitting 
information  on  a  disk  or  CD  ROM,  mark 
the  outside  of  the  disk  or  CD  ROM  as 
proprietary  or  confidential,  and  identify 
electronically  within  the  disk  or  CD 
ROM  the  specific  information  that  is 
proprietary  or  confidential. 

Under  14  CFR  11.35(b),  if  the  FAA  is 
aware  of  proprietary  information  filed 
with  a  comment,  the  Agency  does  not 
place  it  in  the  docket.  It  is  held  in  a 
separate  file  to  which  the  public  does 
not  have  access,  and  the  FAA  places  a 
note  in  the  docket  that  it  has  received 
it.  If  the  FAA  receives  a  request  to 
examine  or  copy  this  information,  it 
treats  it  as  any  other  request  under  the 
Freedom  of  Information  Act  (5  U.S.C. 
552).  The  FAA  processes  such  a  request 
under  Department  of  Transportation 
procedures  found  in  49  CFR  part  7. 

Issued  in  Washington,  DC  on  August  28, 
2012. 

Susan  I.M.  Cabler, 

Asst.  Manager,  Aircraft  Engineering  Division, 
Aircraft  Certification  Service. 

[FR  Doc.  2012-21577  Filed  8-30-12;  8:45  am) 
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ARCHITECTURAL  AND 
TRANSPORTATION  BARRIERS 
COMPLIANCE  BOARD 

36  CFR  Part  1195 

[Docket  No.  ATBCB-201 2-0003] 

RIN  3014-AA40 

Medical  Diagnostic  Equipment 
Accessibility  Standards  Advisory  ■ 
Committee 

AGENCY:  Architectural  and 
Transportation  Barriers  Compliance 
Board. 

ACTION:  Notice  of  advisory  committee 
meeting. 

SUMMARY:  The  Medical  Diagnostic 
Equipment  Accessibility  Standards 
Advisory  Committee  (Committee)  will 
hold  its  first  meeting  on  September  27 
and  28,  2012. 

DATES:  The  Committee  will  meet  on 
September  27,  2012,  from  10  a.m.  to  5 
p.m.  and  on  September  28,  2012,  from 
9  a.m.  to  3  p.m. 

ADDRESSES:  The  meeting  will  be  held  at 
the  Access  Board’s  Conference  Room, 
1331  F  Street  NW.,  suite  800, 
Washington,  DC  20004-1111. 

FOR  FURTHER  INFORMATION  CONTACT:  Rex 
Pace,  Office  of  Technical  and 
Information  Services,  Architectural  and 
Transportation  Barriers  Compliance 


Board,  1331  F  Street,  NW.,  suite  1000, 
Washington,  DC  20004-1111. 

Telephone  number  (202)  272-0023 
(Voice);  (202)  272-0052  (TTY). 

Electronic  mail  address;  pace@access- 
board.gov. 

SUPPLEMENTARY  INFORMATION:  On  July  5, 
2012,  the  Architectural  and 
Transportation  Barriers  Compliance 
Board  (Access  Board)  established  an 
advisory  committee  to  make 
recommendations  to  the  Board  on 
matters  associated  with  comments 
received  and  responses  to  questions 
included  in  a  previously  published 
Notice  of  Proposed  Rulemaking  (NPRM) 
on  Medical  Diagnostic  Equipment 
Accessibility  Standards.  See  77  FR  6916 
(February  9,  2012).  The  NPRM  and 
information  related  to  the  proposed 
standards  are  available  on  the  Access 
Board’s  Web  site  at;  http://wwn'.access- 
board.gov/medicaI-equipmerit.htm. 

The  advisory  committee  will  hold  its 
first  meeting  on  September  27  and  28, 
2012.  The  agenda  for  the  meeting 
includes  initial  remarks,  introduction  of 
committee  members,  consideration  of 
the  committee’s  charter  and  operating 
procedures,  discussion  of  administrative 
issues,  and  discussion  of  issues  for 
potential  consideration  by  the 
committee.  The  preliminary  meeting 
agenda,  along  with  information  about 
the  committee,  is  available  at  the  Access 
Board’s  Web  site  [http://www.access- 
board.gov/medical-equipment.htm). 

Committee  meetings  are  open  to  the 
public  and  interested  persons  can  attend 
the  meetings  and  communicate  their 
views.  Members  of  the  public  will  have 
opportunities  to  address  the  committee 
on  issues  of  interest  to  them  during 
public  comment  periods  scheduled  on 
each  day  of  the  meeting. 

The  meetings  will  be  accessible  to 
persons  with  disabilities.  An  assistive 
listening  system,  computer  assisted  real¬ 
time  transcription  (CART),  and  sign 
language  interpreters  will  be  provided. 
Persons  attending  the  meetings  are 
requested  to  refrain  from  using  perfume, 
cologne,  and  other  fragrances  for  the 
comfort  of  other  participants  (see 
www.access-board.gov/about/policies/ 
fragrance.htm  for  more  information). 
Also,  persons  wishing  to  provide 
handouts  or  other  written  information  to 
■  the  committee  are  requested  to  provide 
electronic  formats  to  Rex  Pace  via  email 
prior  to  the  meetings  so  that  alternate 
formats  can  be  distributed  to  committee 
members. 

David  M.  Capozzi, 

Executive  Director. 

[FR  Doc.  2012-21530  Filed  8-30-12;  8:45  am] 
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FEDERAL  COMMUNICATIONS 
COMMISSION 

47  CFR  Part  90 

[WT  Docket  Nos.  12-64  and  11-110;  Report 
No.  2959] 

Petition  for  Reconsideration  of  Action 
in  Rulemaking  Proceeding 

AGENCY:  Federal  Communications 
Commission. 

ACTION:  Petition  for  reconsideration. 


SUMMARY:  In  this  document,  a  Petition 
for  Reconsideration  (Petition)  has  been 
filed  in  the  Commission’s  Rulemaking 
proceeding  by  Ryan  M.F.  Baron  on 
behalf  of  the  Orange  County,  California 
Sheriffs  Department. 

DATES:  Oppositions  to  the  Petition  must 
be  filed  on  or  before  September  17, 

2012.  Replies  to  an  opposition  must  be 
filed  on  or  before  September  25,  2012. 

ADDRESSES:  Federal  Communications 
Commission,  445  12th  Street  SW., 
Washington,  DC  20554. 

FOR  FURTHER  INFORMATION  CONTACT: 

Brian  Regan,  Mobility  Division, 

Wireless  Telecommunications  Bureau, 
brian.regan@fcc.gov 
<mailto:brian.regan@fcc.gov>,  (202) 
418-2849. 

SUPPLEMENTARY  INFORMATION:  This  is  a  ‘ 
summary  of  Commission’s  document. 
Report  No.  2959,  released  August  16, 
2012.  The  full  text  of  this  document  is 
available  for  viewing  and  copying  in 
Room  CY-B402,  445  12th  Street  SW., 
Washington,  DC  or  may  be  purchased 
from  the  Commission’s  copy  contractor. 
Best  Copy  and  Printing,  Inc.  (BCPI)  (1- 
800-378-3160).  The  Commission  will 
not  send  a  copy  of  this  Notice  pursuant 
to  the  Congressional  Review  Act,  5 
U.S.C.  801(a)(1)(A),  because  this  Notice 
does  not  have  an  impact  on  any  rules  of 
particular  appliqability. 

Subject:  Petition  for  Reconsideration 
of  Improving  Spectrum  Efficiency 
Through  Flexible  Channel  Spacing  and 
Bandwidth  Utilization  for  Economic 
Area-based  800  MHz  Specialized  Mobile 
Radio  Licensees,  Request  for  Declaratory 
Ruling  that  the  Commission’s  Rules 
Authorize  Greater  than  25  kHz 
Bandwidth  Operations  in  the  817-824/ 
862-869  MHz  Band,  Report  and  Order, 
FCC  12-55,  published  at  77  FR  33972, 
June  8,  2012  in  WT  Docket  Nos.  11-110 
and  12-64,  and  published  pursuant  to 
47  CFR  1.429(e).  See  also  47  CFR 
1.4(b)(1). 

Number  of  Petitions  Filed:  1 . 
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Federal  Communications  Commission. 

Bulah  P.  Wheeler. 

Deputy  Manager,  Office  of  the  Secretary’, 
Office  o  f  Managing  Director. 

(FR  Doc.  2012-21478  Filed  8-.10-12;  8:45  am) 

BILLING  CODE  671 2-01 -P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Railroad  Administration 
49  CFR  Part  214 

[Docket  No.  FRA-2008-0059,  Notice  No.  6] 
RIN  2130-AC37 

Railroad  Workplace  Safety;  Adjacent- 
Track  On-Track  Safety  for  Roadway 
Workers 

agency:  Federal  Railroad 
Administration  (FRA),  Department  of 
Transportation  (DOT). 

ACTION:  Petitions  for  reconsideration; 
response  status. 

SUMMARY:  This  document  provides 
notice  that,  due  to  the  complex  issues 
raised  in  both  the  petitions  for 
reconsideration  of  the  final  rule 
published  November  30,  2011.  and  the 
comments  received  on  the  petitions, 

FRA  continues  to  formulate  an  ‘ 
appropriate  response  to  the  petitions 
and  comments.  FRA's  response  will  be 
published  as  soon  as  practicable  and 
will  be  filed  in  the  same  docket. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kenneth  Rusk.  Staff  Director,  Track  . 
Division.  Office  of  Safety  Assurance  and 
Compliance,  FR.\.  1200  New  Jersey 
Avenue  SE.,  RRS-15,  Mail  Stop  25. 
Washington,  DC  20590  (telephone  202- 
493-6236);  or  Anna  Winkle,  Trial 
Attorney,  Office  of  Chief  Counsel.  FRA. 
1200  New  Jersey  Avenue  SE.,  RCC-12, 
Mail  Stop  10.  VVashington.  DC  20590 
(telephone  202^93-6166  or  202-493- 
6052). 

SUPPLEMENTARY  INFORMATION:  On 

November  30,  2011.  FRA  published  a 
final  rule  concerning  adjacent-track  on- 
track  safety  for  roadway  workers.  See 
Docket  No.  FRA-2008-^059,  Notice  No. 
4  at  76  FR  74586.  In  response,  FRA 
received  two  petitions  for 
reconsideration  (Petitions)  that  raised 
substantive  issues.  One  of  the  Petitions 
included  a  request  for  a  delay  in  the 
effective  date  of  the  final  rule  until  Julv 
1,2013. 

On  March  8,  2012,  FRA  published  a 
final  rule  delaying  the  effective  date  of 
the  November  30,  2011,  final  rule  until 
July  1,  2013,  and  establishing  a  60-day 
comment  period  in.  order  to  permit 
interested  parties  an  opportunity  to 


respond  to  the  Petitions.  See  77  FR 
13978.  FRA  received  five  comments  on 
the  Petitions,  some  of  which  raise 
additional  substantive  issues  or  provide 
further  detailed  information  on  the 
issues  already  raised.  The  Petitions  and 
comments  on  the  Petitions  are  available 
for  review  in  the  docket  for  this 
rulemaking,  and  have  been  assigned 
identification  numbers  of  FRA-2008- 
0059-0031  and  FRA-2008-0059-0032, 
for  the  Petitions,  and  identification 
numbers  of  FRA-2008-0059-0034, 
FRA-2008-0059-0035,  FRA-2008- 
0059-0036,  FRA-2008-0059-0037,  and 
FRA-2008-0059-0038.  for  the 
comments  on  the  Petitions. 

Due  to  the  complex  issues  raised  and 
extensive  estimates  provided  in  the 
Petitions  and  comments.  FRA  continues 
to  formulate  an  appropriate  response. 
FRA’s  response  to  the  Petitions  and 
comments  will  be  published  as  soon  as 
practicable  and  will  be  filed  in  the  same 
docket. 

Issued  in  VVashington.  DC.  on  August  27, 
2012. 

Jo  Strang, 

Associate  Administrator  for  Railroad  Safety/ 
Chief  Safety  Officer. 

IFR  Doc.  2012-21.585  Filed  8-30-12;  8:45  am) 

BILLING  CODE  4910-06-P 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration  . 

50  CFR  Part  648 

[Docket  No.  120604138-2289-01] 

RIN  0648-BC21 

Magnuson-Stevens  Fishery 
Conservation  and  Management  Act 
Provisions;  Fisheries  of  the 
Northeastern  United  States;  Atlantic 
Surfclam  and  Ocean  Quahog  Fishery 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Proposed  rule;  request  for 
comments. 

SUMMARY:  NMFS  proposes  to  re-open  a 
portion  of  the  Georges  Bank  Closed  Area 
to  the  harvest  of  Atlantic  surfclams  and 
ocean  quahogs.  The  area  has  been 
closed  since  1990  due  to  the  presence  of 
toxins  known  to  cause  paralytic 
shellfish  poisoning.  The  proposed  re¬ 
opening  is  based  on  a  request  from  the 
Mid-Atlantic  Fishery  Management 
Council  and  the  recent  adoption  of  a 
testing  protocol  into  the  National 
Shellfish  Sanitation  Program. 


DATES:  Written  comments  must  be 
received  no  later  than  5  p.m,  eastern 
standard  time,  on  October  1,  2012. 
ADDRESSES:  You  may  submit  comments, 
identified  by  NOAA-NMFS-2012-0121, 
by  any  of  the  following  methods; 

•  Electronic  Submissions:  Submit  all 
electronic  public  comments  via  the 
Federal  e-Rulemaking  portal  http:// 
w’ww.regulations.gov. 

•  Fax:  (978)  281-9177,  Attn:  Jason 
Berthiaume. 

•  Mail:  Daniel  S.  Morris,  Acting 
Regional  Administrator,  NMFS, 

Northeast  Regional  Office,  55  Great 
Republic  Drive,  Gloucester,  MA  01930. 
Mark  the  outside  of  the  envelope: 
“Comments  on  Proposed  Opening  of  GB 
PSP  Closed  Area.” 

Instructions:  All  comments  received 
are  part  of  the  public  record  and  will 
generally  be  posted  to  http:// 
w^ww. regulations. gov  without  change. 

All  Personal  Identifying  Information  (for 
example,  name,  address,  etc.) 
v'oluntarily  submitted  by  the  commenter 
may  be  publicly  accessible.  Do  not 
submit  confidential  business 
information  or  otherwise  sensitive  or 
protected  information. 

NMFS  will  accept  anonymous 
comments.  Attachments  to  electronic 
comments  will  be  accepted  via 
Microsoft  Word,  Microsoft  Excel, 
WordPerfect,  or  Adobe  PDF  file  formats 
only. 

FOR  FURTHER  INFORMATION  CONTACT: 

Jason  Berthiaume,  Fishery  Management 
Specialist,  phone  (978)  281-9177,  fax 
(978) 281-9135. 

SUPPLEMENTARY  INFORMATION: 

Background 

The  Georges  Bank  (GB)  Glosed  Area, 
located  in  the  Exclusive  Economic  Zone 
east  of  69°00'  W.  long,  and  south  of 
42°20'  N.  lat.,  has  been  closed  to  the 
harvest  of  surfclams  and  ocean  quahogs 
since  1990  due  to  red  tide  blooms  that 
cause  paralytic  shellfish  poisoning 
(PSP).  The  closure  was  implemented 
based  on  advice  from  the  U.S.  Food  and 
Drug  Administration  (FDA)  after 
samples  tested  positive  for  toxins 
(saxitoxins)  that  cause  PSP.  These 
toxins  are  produced  by  the  alga 
Alexandrium  fundyense,  which  can 
form  blooms  commonly  referred  to  as 
red  tides,  or  harmful  algal  blooms,  and 
can  produce  toxins  that  accumulate  in 
water  column  filter-feeding  shellfish. 
Shellfish  contaminated  with  the  toxin,  if 
eaten  in  large  enough  quantity,  can 
cause  illness  or  death  in  humans. 

Due  to  inadequate  testing  or 
monitoring  of  this  area  for  the  presence 
of  PSP-causing  toxins,  the  closure  was 
made  permanent  in  1999,  under 
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Amendment  12  to  the  Atlantic  Surfclam 
and  Ocean  Quahog  Fishery  Management 
Plan  (FMP).  Since  the  implementation 
of  the  closure,  NOAA’s  National  Ocean 
Service  has  provided  grants  to  the  FDA, 
the  states  of  Maine,  New  Hampshire, 
and  Massachusetts,  and  a  clam  industry 
representative  to  collect  water  and 
shellfish  samples  from  Federal  waters 
off  southern  New  England.  NMFS  has 
also  issued  exempted  fishing  permits 
(EFPs)  since  2008  to  surfclam  and  ocean 
quahog  vessels  to  conduct  research  in 
the  closure  area.  Testing  of  clams  on  GB 
by  the  FDA  in  cooperation  with  NMFS 
and  the  fishing  industry  under  the  EFPs 
demonstrate  that  PSP  toxin  levels  have 
been  well  below  the  regulatory  limit 
established  for  public  health  safety 


(FDA  2010).  The  FDA  and  NMFS  also 
developed  a  Protocol  for  Onboard 
Screening  and  Dockside  Testing  in 
Molluscan  Shellfish  that  is  designed  to 
test  and  verify  that  clams  harvested 
from  GB  are  safe.  The  protocol  was 
formally  adopted  into  the  National 
Shellfish  Sanitation  Program  at  the 
October  2011  Interstate  Shellfish 
Sanitation  Conference. 

On  June  30,  2010,  NMFS  published  a 
similar  proposal  in  the  Federal  Register 
(75  FR  37745)  to  re-open  a  portion  of  the 
GB  Closed  Area.  This  proposed  rule  was 
later  withdrawn  due  to  public 
comments  that  opposed  re-opening  the 
GB  Closed  Area  without  having  a  testing 
protocol  in  place.  Now  that  the  protocol 
has  been  formally  adopted,  NMFS  is 
proposing  to  re-open  a  portion  of  the  GB 


Closed  Area  with  the  requirement  that 
the  protocol  be  used  on  all  fishing  trips 
into  the  area. 

Three  areas  are  being  considered  for 
re-opening.  To  allow  the  industry  to 
access  as  much  of  the  area  as  possible 
and  to  generate  public  comment  on  all 
options,  NMFS  is  proposing  to  re-open 
the  largest  of  the  three  areas  (Alternative 
A).  The  Alternative  A  area  reflects  the 
largest  area  that  was  previously 
permitted  for  sampling  under  an  EFP, 
and  the  other  alternatives  areas  are 
smaller  subsets  of  the  larger  Alternative 
A  area.  The  area  proposed  for  re¬ 
opening  is  defined  in  the  table  below 
and  the  remaining  portion  of  the  GB 
Closed  Area  would  remain  closed. 

BILLING  CODE  3510-22-P 


Coordinate  of  the  Area  Proposed  for  Opening  (Alternative  A) 

Point 

Latitude 

Longitude 

1 

42°00’ 

68°50’ 

2  ' 

42°00’ 

67°20’ 

4  POO’ 

67°20’ 

4 

4  POO’ 

67° 10’ 

5 

40°40’ 

67° 10’ 

6 

40°40’ 

68°30’ 

7 

4P30’ 

68°30’ 

8 

4P30’ 

68°50’ 
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Alternative  B 


Alternative  A 


»-w 


Open  Area  Alternatives 

m  Alternative  A  (6,381  sq  mi) 


Alternative  B  (2,381  sq  mi) 


Alternative  C  (447  sq  mi) 


Paralytic  Shellfish  Poisoning  (PSP)  Closed  Areas 
i  i  Georges  Bank  Closed  Area  (37,334  sq  mi) 


Northern  Temporary  PSP  Closure  Area 


Southern  Temporary  PSP  Closure  Area 


Groundfish  Closed  Areas 

iiliiliil  Closed  Area  I 


Alternative  C 


Closed  Area  II 


BIUJNG  CODE  3510-22-C 

There  have  been  no  recent  PSP  toxin 
measurements  recorded  above 
regulatory  limits,  and  PSP  toxin 
monitoring  would  be  conducted  under 
the  terms  of  the  protocol  for  all  trips 
into  the  area.  Further,  NMFS  has  the 
authority  to  close  any  area  to  harvesting 
of  surfclams  and  ocean  quahogs  to 
prevent  contaminated  shellfish  from 
entering  the  market.  Any  future  closures 
or  openings  within  the  GB  Closed  Area 
will  be  based  upon  PSP  toxin  testing 


results  conducted  under  the  terms  of  the  Closed  Area  should  be  opened  for 
protocol,  the  advice  of  the  FDA,  and  the  harvesting. 

most  current  information  available.  jjj  addition,  while  NMFS  proposes  to 

NMFS  proposes  to  re-open  the  portion  re-open  a  portion  of  the  GB  Closed  Area 
of  the  GB  Closed  Area  to  the  harvest  of  as  requested  by  the  Mid-Atlantic 
surfclams  and  ocean  quahogs,  under  its  Fishery  Management  Council,  NMFS 
authority  at  §  648.76(c).  However,  we  also  recognizes  that  red-tide  events  can 
will  continue  to  defer  to  the  FDA  in  .  vary  inter-annually.  For  that  reason, 
matters  of  public  health  and,  should  we  NMFS  has  prepared  an  environmental 
receive  new  advice  from  the  FDA,  we  assessment  (EA)  that  analyzes  the 
will  reconsider  which  portion  of  the  GB  proposed  re-opening  and  two  smaller 

area  alternatives  within  the  GB  Closed 
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Area,  to  cover  the  possibility  that  the 
proposed  opening  could  shift  or  vary, 
depending  on  a  change  in  conditions  or 
if  new  information  becomes  available. 
Given  the  temporal  nature  of  PSP 
conditions,  NMFS  is  seeking  public 
comment  on  whether  this  proposed  re¬ 
opening  should  be  implemented  and,  if 
so,  which  of  the  three  areas  should  be 
re-opened  (Alternatives  A,  6,  or  C). 

Classiflcation 

Pursuant  to  section  304(b)(1)(A)  of  the 
Magnuson-Stevens  Act,  the  Assistant 
Administrator  for  Fisheries,  NOAA,  has 
determined  that  this  proposed  rule  is 
consistent  with  the  Atlantic  Surfclam 
and  Ocean  Quahog  FMP,  other 
provisions  of  the  Magnuson-Stevens 
Act,  and  other  applicable  law,  subject  to 
further  consideration  after  public 
comment. 

NMFS  prepared  a  draft  EA  for  this 
action  that  analyzes  the  impacts  of  this 
proposed  rule.  A  copy  of  the  draft  EA 
is  available  from  the  Federal  e- 
Rulemaking  portal  http:// 

WWW. regulations. gov.  Type  “NOAA- 
NMFS-2012-0121”  in  the  Enter 
Keyword  or  ID  field  and  click  search.  A 
copy  of  the  EA  is  also  available  upon 
request  from  NMFS  Northeast  Acting 
Regional  Administrator,  Daniel  S. 

Morris  (see  ADDRESSES). 

This  proposed  rule  has  been 
determined  to  be  not  significant  for 
purposes  of  Executive  Order  12866. 

The  Chief  Counsel  for  Regulation  of 
the  Department  of  Commerce  certified 
to  the  Chief  Counsel  for  Advocacy  of  the 
Small  Business  Administration  (SBA) 
that  this  proposed  rule,  if  adopted, 
would  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  The  factual  basis  for  this 
certification  is  as  follows. 

The  proposed  measures  would  only 
affect  vessels  holding  an  active  Federal 
open  access  surfclam  and/or  ocean 
quahog  permit.  In  2011,  there  were  47 
Federal  open-access  surfclam  and/or 
ocean  quahog  permitted  vessels  that 
landed  surfclams  and/or  ocean  quahogs. 
All  of  these  vessels  fall  within  the  SBA’s 
definition  of  a  small  business.  This 
action  proposes  to  re-open  an  area  that 
has  previously  been  closed.  The 
surfclam  and  ocean  quahog  fishery  is 
managed  under  an  Individual 
Transferable  Quota  system,  and,  since 
overall  quotas  are  not  being  changed  as 
a  result  of  this  action,  no  additional 
harvest  would  be  permitted  with  this 
action.  Participating  vessels  would  still 
be  able  to  fish  in  any  of  the  existing 
areas  open  to  the  harvest  of  surfclams 


and  ocean  quahogs.  Those  vessels  that 
may  fish  in  the  area  proposed  to  be 
opened  may  experience  increased 
operational  costs,  if  they  choose  to  fish 
there;  however,  these  costs  may  be  offset 
due  to  increased  productivity  and 
efficiency  of  the  fishing  effort  because  of 
greater  abundance  of  surfclams  and 
ocean  quahogs  in  the  GB  Closed  Area. 
Regardless,  any  increased  costs  would 
not  be  considered  significant. 

In  addition,  for  the  past  5  years, 

NMFS  has  issued  EFPs  allowing  the 
harvest  of  surfclams  using  the  FDA- 
approved  Protocol  for  Onboard 
Screening  and  Dockside  Testing  in 
Molluscan  Shellfish.  Because  NMFS  has 
issued  EFPs  to  harvest  surfclams  within 
the  GB  Closure  Area,  and  given  that 
surfclams  are  more  valuable  than  ocean 
quahogs.  it  is  likely  that  vessels  would 
continue  this  trend  of  targeting 
surfclams  from  the  GB  Closed  Area.  Due 
to  the  seasonal  variability  of  PSP  toxin 
levels,  any  or  all  of  the  areas  associated 
with  this  action  could  open  or  close 
based  on  PSP  conditions.  Given  this 
uncertainty  as  to  whether  the  area 
would  remain  open,  it  is  not  anticipated 
that  there  would  be  an  overall  increase 
in  participation  in  the  surfclam  and 
ocean  quahog  fishery  due  to  the  opening 
of  this  area.  Therefore,  because  this 
action  only  proposes  to  re-open  an  area 
that  has  previously  been  closed,  and 
because  no  net  change  in  fishing  effort, 
participation  in  the  fishery,  or  fishery 
expenses  is  expected,  this  action  will 
not  have  a  significant  economic  effect 
on  a  substantial  number  of  small 
entities.  As  a  result,  an  initial  regulatory 
flexibility  analysis  is  not  required  and 
none  has  been  prepared. , 

List  of  Subjects  in  50  CFR  Part  648 

Fisheries,  Fishing,  Reporting  and 
recordkeeping  requirements. 

Dated:  August  28,  2012. 

Alan  D.  Risenhoover, 

Director,  Office  of  Sustainable  Fisheries, 
performing  the  functions  and  duties  of  the 
Deputy  Assistant  Administrator  for 
Regulatory  Programs,  National  Marine 
Fisheries  Service. 

For  the  reasons  set  out  in  the 
preamble,  50  CFR  part  648  is  proposed 
to  be  amended  as  follows: 

PART  648— FISHERIES  OF  THE 
NORTHEASTERN  UNITED  STATES 

1.  The  authority  citation  for  part  648 
continues  to  read  as  follows: 

Authority:  16  U.S.C.  1801  et  seq. 

2.  In  §  648.76,  paragraph  (a)(4)  is 
revised  to  read  as  follows: 


§  648.76  Closed  areas. 

(a)  *  *  * 

(4)  Georges  Bank.  The  paralytic 
shellfish  poisoning  (PSP)  contaminated 
area,  which  is  located  on  Georges  Bank, 
and  is  located  east  of  69°  VV.  long.,  and 
south  of  42°20'  N.,  lat..  is  closed  to  the 
harvest  of  surfclams  and  ocean  quahogs. 
A  portion  of  the  Georges  Bank  Closed 
Area  is  open  to  harvest  surfclams  and 
ocean  quahogs  provided  the  vessel 
complies  with  the  requirements 
specified  in  paragraph  (a)(4)(i)  of  this 
section.  The  open  portion  of  the  Georges 
Bank  Closed  Area  is  defined  by  straight 
lines  connecting  the  following  points  in 
the  order  stated: 


Open  Portion  of  the  Georges 
Bank  Closed  Area 


Point 

N.  Latitude 

W.  Longitude 

1  . 

42=00' 

68=50' 

2 . 

42=00' 

!  67=20' 

3 . . 

41=00' 

67=20' 

4  . 

41=00' 

67=10' 

5  . 

40=40' 

67=10' 

6  . 

40=40' 

68=30' 

7  . 

41=30' 

!  68=30' 

8  . 

41=30' 

_ 

68=50' 

(i)  Requirements  for  Vessels  Fishing  in 
the  Open  Portion  of  the  Georges  Bank 
Closed  Area.  A  vessel  may  fish  in  the 
open  portion  of  the  Georges  Bank 
Closed  Area  as  specified  in  this 
paragraph  (a)(4),  provided  it  complies 
with  the  following  terms  and 
conditions: 

(A)  A  valid  letter  of  authorization 
issued  by  the  Regional  Administrator 
must  be  onboard  the  vessel;  and 

(B)  The  vessel  must  adhere  to  the 
terms  and  conditions  of  the  PSP  testing 
protocol  as  adopted  into  the  National 
Shellfish  Sanitation  Program  by  the 
Interstate  Shellfish  Sanitation 
Conference.  All  surfclams  and  ocean 
quahogs  "harvested  from  the  area  must 
be  handled  in  accordance  with  the 
terms  and  conditions  of  the  protocol 
from  the  first  point  of  harvest  through 
completion  of  testing  and  release  by  the 
State  Shellfish  Control  Authority  as 
required  by  the  PSP  testing  protocol; 
and 

(C)  Prior  to  leaving  port  at  the  start  of 
a  fishing  trip,  the  vessels’  owner  or 
operator  must  declare  its  intent  to  fish 
in  the  area  through  the  vessel’s  vessel 
monitoring  system. 
***** 

[FR  Doc.  2012-21586  Filed  8-30-12;  8:45  am) 

BILLING  CODE  3510-22-P 


53168 


Notices 


Federal  Register 
Vol.  77,  No.  170 
Friday,  August  31,  2012 


This  section  of  the  FEDERAL  REGISTER 
contains  documents  other  than  rules  or 
proposed  rules  that  are  applicable  to  the 
public.  Notices  of  hearings  and  investigations, 
committee  meetings,  agency  decisions  and 
rulings,  delegations  of  authority,  filing  of 
petitions  and  applications  and  agency 
statements  of  organization  and  functions  are 
examples  of  documents  appearing  in  this 
section. 


DEPARTMENT  OF  AGRICULTURE 

Submission  for  0MB  Review; 

Comment  Request 

August  27,  2012. 

The  Department  of  Agriculture  has 
submitted  the  following  information 
collection  requirement(s)  to  OMB  for 
review  and  clearance  under  the 
Paperwork  Reduction  Act  of  1995, 

Public  Law  104-13.  Comments 
regarding  (a)  whether  the  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  will  have  practical  utility; 
(b)  the  accuracy  of  the  agency’s  estimate 
of  burden  including  the  validity  of  the 
methodology  and  assumptions  used;  (c) 
ways  to  enhance  the  quality,  utility  and 
clarity  of  the  information  to  be 
collected;  (d)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond,  including 
through  the  use  of  appropriate 
automated,  electronic,  mechanical,  or 
other  technological  collection 
techniques  or  other  forms  of  information 
technology  should  be  addressed  to:  Desk 
Officer  for  Agriculture,  Office  of 
Information  and  Regulatory  Affairs, 
Office  of  Management  and  Budget 
(OMB), 

OlRA_Submission@OMB.EOP.GOV  or 
fax  (202)  395-5806  and  to  Departmental 
Clearance  Office,  USDA,  OCIO,  Mail 
Stop  7602,  Washington,  DC  20250- 
7602.  Comments  regarding  these 
information  collections  are  best  assured 
of  having  their  full  effect  if  received 
within  30  days  of  this  notification. 
Copies  of  the  submission(s)  may  be 
obtained  by  calling  (202)  720-8958. 

An  agency  may  not  conduct  or 
sponsor  a  collection  of  information 
unless  the  collection  of  information 
displays  a  currently  valid  OMB  control 
number  and  the  agency  informs 
potential  persons  who  are  to  respond  to 
the  collection  of  information  that  such 
persons  are  not  required  to  respond  to 


the  collection  of  information  unless  it 
displays  a  currently  valid  OMB  control 
number. 

Agricultural  Research  Service 

Title:  Electronic  Mailing  List 
Subscription  Form — Water  Quality 
Information  Center. 

OMB  Control  Number:  0518-0045. 

Summary  of  Collection:  The  National 
Agricultural  Library’s  Water  Quality 
Information  Center  (WQIC)  currently 
maintains  an  on-line  announcement  list. 
The  current  voluntary  “Electronic 
Mailing  List  Subscription  Form”  gives 
individuals  interested  in  the  subject 
area  of  water  quality  andf  agriculture  an 
opportunity  to  receive  and  post 
messages  to  this  list.  The  Electronic 
Mailing  List  Subscription  is  available 
"  for  completion  on-line  at  the  Web  site 
of  the  VVater  Quality  Information  Center. 
The  authority  for  the  National 
Agricultural  Library  to  collect  the 
information  can  be  found  at  CFR,  Title 
7,  Volume  1,  Part  2  Subpart  K,  Section 
2.65  (92). 

Need  and  Use  of  the  Information:  The 
information  requested  on  the  form 
includes:  name,  email  address,  job  title, 
work  affiliation,  and  topics  of  interest. 
Data  collected  using  the  form  will  help 
WQIC  determine  a  person’s  eligibility  to 
join  the  announcement  list.  In  order  to 
make  sure  people  have  a  significant 
interest  in  the  topic  area,  it  is  necessary 
to  collect  the  information.  WQIC  will 
use  the  collected  information  to  approve 
subscription  to  the  Enviro-News  on-line 
announcement  list. 

Description  of  Respondents: 
Individuals  or  households;  Business  or 
other  for-profit;  Not-for-profit 
institutions;  Federal  Government;  State, 
Local,  or  Tribal  Government. 

Number  of  Respondents:  60. 

Frequency  of  Responses:  Reporting: 
On  occasion. 

Total  Burden  Hours:  1. 

Ruth  Brown, 

Departmental  Information  Collection 
Clearance  Officer. 

IFR  Doc.  2012-21509  Filed  8-30-12;  8:45  am] 
BILUNG  CODE  3X10-03-P 


DEPARTMENT  OF  AGRICULTURE 
Forest  Service 

Olympic  Peninsula  Resource  Advisory 
Committee 

agency:  Forest  Service,  USDA. 

ACTION:  Notice  of  meeting. 

SUMMARY:  The  Olympic  Peninsula 
Resource  Advisory  Committee  will  meet 
in  Olympia,  WA.  The  committee  is 
authorized  under  the  Secure  Rural 
Schools  and  Community  Self- 
Determination  Act  (the  Act)  and 
operates  in  compliance  with  the  Federal 
Advisory  Committee  Act.  The  purpose 
of  the  committee  is  to  improve 
collaborative  relationships  and  to 
provide  advice  and  recommendations  to 
the  Forest  Service  concerning  projects 
and  funding  consistent  with  the  title  II 
of  the  Act.  The  meeting  is  open  to  the 
public.  The  purpose  of  the  meeting  is  to 
review  and  recommend  projects 
authorized  under  title  II  of  the  Act. 
OATES:  The  meeting  will  be  held 
September  12,  2012,  from  9:00  a.m. 
until  4:00  p.m. 

ADDRESSES:  The  meeting  will  be  held  at 
Olympic  National  Forest,  Supervisor’s 
Office,  in  the  Willaby  Conference  Room, 
located  at  1835  Black  Lake  Blvd.  SW., 
Olympia,  WA  98512.  A  conference  call 
line  will  be  made  available  for  members 
of  the  public  who  would  like  to  call  in. 
For  conference  call  line  access 
information,  please  contact  Grace 
Haight  at  360-956-2303. 

Written  comments  may  be  submitted 
as  described  under  Supplementary 
Information.  All  comments,  including 
names  and  addresses  when  provided, 
are  placed  in  the  record  and  are 
available  for  public  inspection  and 
copying.  The  public  may  inspect 
comments  received  at  Olympic  National 
Forest,  Supervisor’s  Office,  located  in 
Olympia,  WA.  Please  call  ahead  to 
Grace  Haight  at  360—956—2303  to  view 
comments. 

FOR  FURTHER  INFORMATION  CONTACT: 

Donna  Nemeth,  Public  Affairs  Officer, 
Olympic  National  Forest,  Supervisor’s 
Office,  360-956-2274, 
dnemeth@fs.fed.us. 

Individuals  who  use 
telecommunication  devices  for  the  deaf 
(TDD)  may  call  the  Federal  Information 
Relay  Service  (FIRS)  at  1-800-877-8339 
between  8:00  a.m.  and  8:00  p.m.. 
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Eastern  Standard  Time,  Monday 
through  Friday. 

SUPPLEMENTARY  INFORMATION:  The 

following  business  will  be  conducted: 
The  Olympic  Peninsula  Resource 
Advisory  Committee  will  review  2013 
Title  II  project  proposals  and  make 
funding  recommendations.  More 
information  can  be  viewed  at  http:// 
www.fs. usda.gov/  detail/olym  pic/ 
workingtogether/ a  d  visorycommittees 
?cid=fsbdev3  04954 7. 

Anyone  who  would  like  to  bring 
related  matters  to  the  attention  of  the 
committee  may  file  written  statements 
with  the  committee  staff  before  or  after 
the  meeting.  The  agenda  will  include 
time  for  people  to  make  oral  statements 
of  three  minutes  or  less.  Individuals 
wishing  to  make  an  oral  statement 
should  request  in  writing  by  September 
5,  2012  to  be  scheduled  on  the  agenda. 
Written  comments  and  requests  for  time 
for  oral  comments  must  be  sent  to 
Olympic  National  Forest,  1835  Black 
Lake  Blvd.  SW.,  Olympia,  WA  98512, 
attention  Grace  Haight,  or  by  email  to 
gahaight@fs.fed.us  or  via  facsimile  to 
360-956-2330.  A  summary  of  the 
meeting  will  be  posted  at  http:// 

WWW. fs.usda.gov /detail /Olympic/ 
workingtogether/advisorycommittees? 
cid=fsbdev3_049547  within  21  days  of 
the  meeting. 

Meeting  Accommodations:  If  you  are 
a  person  requiring  reasonable 
accommodation,  please  make  requests 
in  advance  for  sign  language 
interpreting,  assistive  listening  devices 
or  other  reasonable  accommodation  for 
access  to  the  facility  or  proceedings  by 
contacting  the  person  listed  under  FOR 
FURTHER  INFORMATION  CONTACT.  All 
reasonable  accommodation  requests  are 
managed  on  a  case  by  case  basis. 
Wheelchair  accessibility  is  available  at 
the  front  entrance  of  the  Supervisor’s 
Office. 

Dated:  August  24,  2012. 

Amanda  McAdams, 

Acting  Forest  Supervisor. 

[FR  Doc.  2012-21561  Filed  8-30-12;  8:45  am] 
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DEPARTMENT  OF  AGRICULTURE 
Forest  Service 

Uinta-Wasatch-Cache  National  Forest 
Resource  Advisory  Committee 

AGENCY:  Forest  Service,  USDA. 

ACTION:  Notice  of  meeting. 

SUMMARY:  The  Uinta-Wasatch-Cache 
National  Forest  Resource  Advisory 
Committee  will  meet  via  teleconference. 
The  committee  is  authorized  under  the 


Secure  Rural  Schools  and  Community  . 
Self-Determination  Act  (Pub.  L.  112- 
141)  (the  Act)  and  operates  in 
compliance  with  the  Federal  Advisory 
Committee  Act.  The  purpose  of  the 
committee  is  to  improve  collaborative 
relationships  and  to  provide  advice  and 
recommendations  to  the  Forest  Service 
concerning  projects  and  funding 
consistent  with  the  Title  II  of  the  Act. 
The  meeting  is  open  to  the  public.  The 
purpose  of  the  meeting  is  to  review  and 
recommend  projects  authorized  under 
Title  II  of  the  Act. 

DATES:  The  meeting  will  be  held  via 
teleconference  at  3:00  p.m.-5:00  p.m. 
(MST)  on  September  26,  2012.  The  call- 
in  number  is:  1-888-858-2144, 
passcode:  4620337#.  The  public  may 
access  the  call  via  the  call-in  number,  or 
attending  the  call  at  the  Uinta-Wasatch- 
Cache  National  Forest  Supervisor’s 
office,  857  West  South  Jordan  Parkway 
(106th  South),  South  Jordan,  Utah 
Written  comments  may  be  submitted  as 
described  under  Supplementary 
Information.  All  comments,  including 
names  and  addresses  when  provided, 
are  placed  in  the  record  and  are 
available  for  public  inspection  and 
copying.  The  public  may  inspect 
comments  received  at  the  Uinta- 
Wasatch-Cache  National  Forest 
Supervisor’s  office,  located  at  the 
address  above.  Please  call  ahead  to  801- 
999-2103  to  facilitate  entry  into  the 
building  to  view  comments. 

FOR  FURTHER  INFORMATION  CONTACT: 

Loyal  Clark,  Public  Affairs  Officer, 
Uinta-Wasatch-Cache  National  Forest, 
801-999-2113,  lfclark@fs.fed.us. 

SUPPLEMENTARY  INFORMATION:  The 

following  business  will  be  conducted: 
review  and  recommend  project 
proposals  for  one  additional  year  of 
funding.  Agenda  and  project  proposals 
can  be  obtained  at  www.fs.usda.gov/ 
uwcnf.  Anyone  who  would  like  to  bring 
related  matters  to  the  attention  of  the 
committee  may  file  written  statements 
with  the  committee  staff  before  or  after 
the  meeting.  The  agenda  will  include 
time  for  people  to  make  oral  statements 
of  three  minutes  or  less.  Individuals 
wishing  to  make  an  oral  statement 
should  request  in  writing  by  September 
21,  2012.  Written  comments  and 
requests  for  time  for  oral  comments 
must  be  sent  to  Uinta-Wasatch-Cache 
National  Forest,  Attn:  Ms.  Loyal  Clark, 
857  West  South  Jordan  Parkway,  South 
Jordan,  Utah  84095,  or  by  email  to 
Ifclark@fs.fed.us,  or  via  facsimile  to 
801-999-2185.  A  summary  of  the 
meeting  will  be  posted  at 
www.fs.usda.gov/uwcnf  within  21  days 
of  the  meeting. 


Meeting  Accommodations:  If  you  are 
a  person  requiring  reasonable 
accommodations,  please  make  requests 
in  advance  for  sign  language 
interpreting,  assistive  listening  devices 
or  other  reasonable  accommodation  for 
access  to  the  facility  or  proceedings  by 
contacting  the  person  listed  under  FOR 
FURTHER  INFORMATION  CONTACT.  All 
reasonable  accommodation  requests  are 
managed  on  a  case-by-case  basis. 

Dated:  August  21,  2012. 

Cheryl  Probert, 

Deputy  Forest  Supervisor. 

[FR  Doc.  2012-21192  Filed  8-30-12;  8:45  am] 
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DEPARTMENT  OF  AGRICULTURE 
Forest  Service 

De  Soto  Resource  Advisory  Committee 

AGENCY:  Forest  Service,  USDA. 

ACTION:  Notice  of  meeting. 

SUMMARY:  The  De  Soto  Resource 
Advisory  Committee  will  meet  in 
Waynesboro,  Mississippi.  The 
committee  is  authorized  under  the 
Secure  Rural  Schools  and  Community 
Self-Determination  Act  (the  Act)  and 
operates  in  compliance  with  the  Federal 
Advisory  Committee  Act.  The  purpose 
of  the  committee  is  to  improve 
collaborative  relationships  and  to 
provide  advice  and  recommendations  to 
the  Forest  Service  concerning  projects 
and  funding  consistent  with  the  title  II 
of  the  Act.  The  meeting  is  open  to  the 
public.  The  purpose  of  the  meeting  is  to 
review  and  recommend  projects 
authorized  under  title  II  of  the  Act. 
DATES:  The  meeting  will  be  held 
September  20,  2012, 11:00  a.m. 
ADDRESSES:  The  meeting  will  be  held  at 
Wayne  County  Courthouse,  609  Azalea 
Drive,  Waynesboro,  MS  39367. 

Written  comments  may  be  submitted 
as  described  under  SUPPLEMENTARY 
INFORMATION.  All  comments,  including 
names  and  addresses  when  provided, 
are  placed  in  the  record  and  are 
available  for  public  inspection  and 
copying. 

The  public  may  inspect  comments 
received  at  De  Soto  Ranger  District,  654 
West  Frontage  Road,  Wiggins,  MS 
39577.  Please  call  ahead  to  601-528- 
6160  to  facilitate  entry  into  the  building 
to  view  comments. 

FOR  FURTHER  INFORMATION  CONTACT:  Ron 

Smith,  Designated  Federal  Official, 
USDA  Forest  Service,  De  Soto  Ranger 
District,  654  West  Frontage  Road, 
Wiggins,  MS  39577;  601-528-6160; 
ronaldasmith@fs.fed.  us. 
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Individuals  who  use 
telecommunication  devices  for  the  deaf 
(TDD)  may  call  the  Federal  Information 
Relay  Ser\'ice  (FIRS)  at  1-800-877-8339 
between  8:00  a.m.  and  8:00  p.m.. 

Eastern  Standard  Time,  Monday 
through  Friday. 

SUPPLEMENTARY  INFORMATION:  The 

following  business  will  be  conducted: 

(1)  Welcome:  (2)  Review  and  approval 
of  minutes  from  last  meeting;  (3)  Review 
of  proposed  projects:  (4)  Public 
Comment.  Anyone  who  would  like  to 
bring  related  matters  to  the  attention  of 
the  committee  may  file  written 
statements  with  the  committee  staff 
before  or  after  the  meeting.  The  agenda 
will  include  time  for  people  to  make 
oral  statements  of  three  minutes  or  less. 
Individuals  wishing  to  make  an  oral 
statement  should  request  in  writing  by 
September  14,  2012  to  be  scheduled  on 
the  agenda.  Written  comments  and 
requests  for  time  for  oral  comments 
must  be  sent  to  De  Soto  Ranger  District, 
654  West  Frontage  Road,  Wiggins,  MS 
39577,  or  by  email  to 
ronaIdasmith@fs.fed.us,  or  via  facsimile 
to  601-528-6193.  A  summary  of  the 
meeting  will  be  posted  at: 
w'WH'.fs.usda.gov/main/pts/bonie  within 
21  days  of  the  meeting. 

Meeting  Accommodations:  If  you  are 
a  person  requiring  reasonable 
accommodation,  please  make  requests 
in  advance  for  sign  language 
interpreting,  assistive  listening  devices 
or  other  reasonable  accommodation  for 
access  to  the  facility  or  proceedings  by 
contacting  the  person  listed  under  FOR 
FURTHER  INFORMATION  CONTACT.  All 
reasonable  accommodation  requests  are 
managed  on  a  case  by  case  basis. 

Dated:  August  23,  2012. 

Run  Smith, 

Designated  Federal  Official. 

|FR  Doc.  2012-2126.3  Filed  8-30-12;  8:45  am| 
BILLING  CODE  3410-1 1-M 


DEPARTMENT  OF  AGRICULTURE 
Forest  Service 

Notice  of  Southwest  Idaho  Resource 
Advisory  Committee  Meeting 

agency:  Forest  Service,  USDA. 

ACTION:  Notice  of  meeting. 

SUMMARY:  Pursuant  to  the  authorities  in 
the  Federal  Advisory  Committee  Act 
(Pub.  L.  92—463)  and  under  the  Secure 
Rural  Schools  and  Community  Self- 
Determination  Act  of  2000,  as  amended, 
(Pub.  L.  110-343),  the  Boise,  Payette, 
Salmun-Challis,  Sawtooth,  and 
Wallowa-Whitman  National  Forests’ 
Southwest  Idaho  Resource  Advisory 


Committee  will  conduct  a  business 
meeting.  The  meeting  is  open  to  the 
public. 

DATES:  Thursday,  September  13,  2012, 
beginning  at  10:00  a.m. 

ADDRESSES:  Idaho  Counties  Risk 
Management  Program  Building,  3100 
South  Vista  Avenue,  Boise,  Idaho. 

SUPPLEMENTARY  INFORMATION:  Agenda 
topics  will  include  review  and  approval 
of  project  proposals,  and  is  an  open 
public  forum. 

FOR  FURTHER  INFORMATION  CONTACT:  Kim 

Pierson,  Designated  Federal  Official,  at 
(208)  347-0301  or  email 
kpierson@fs.fed. us. 

Dated:  August  22,  2012. 

Keith  B.  Lannom, 

Forest  Supervisor,  Payette  National  Forest. 
|FR  Doc.  2012-21539  Filed  8-30-12;  8:45  am) 

BILLING  CODE  3410-11-l> 


DEPARTMENT  OF  AGRICULTURE 
Forest  Service 

Siuslaw  Resource  Advisory  Committee 

agency:  Forest  Service,  USDA. 

ACTION:  Notice  of  Meeting. 


SUMMARY:  The  Siuslaw  Resource 
Advisory  Committee  will  meet  in 
Corvallis,  OR.  The  purpose  of  the 
meeting  is  RAC  FY13  Business,  Elect 
Chairperson,  Set  FY13  Overhead  Rate, 
Information  Share,  Public  Forum,  2013 
Project  Review,  Project  Selections. 

DATES:  The  meeting  will  be  held 
September  17,  2012  beginning  at  9:00 
a.m. 

ADDRESSES:  The  meeting  will  be  held  at 
the  Corvallis  Forestry  Sciences  Lab  and 
Siuslaw  National  Forest,  3200  SW 
Jefferson  Way,  Room  20  A,  B,  C, 
Corvallis,  OR  97331. 

FOR  FURTHER  INFORMATION  CONTACT:  Joni 
Quarnstrom,  Siuslaw  National  Forest, 
541/750-7075  or  write  to  Forest 
Supervisor,  Siuslaw  National  Forest, 
3200  SW  Jefferson  Way,  Corvallis,  OR 
97331. 

SUPPLEMENTARY  INFORMATION:  A  public 
input  period  will  begin  before  2013 
project  review.  The  meeting  is  expected 
to  adjourn  at  5:00  p.m. 

Dated:  August  23,  2012. 

Jeremiah  C.  Ingersoll, 

Forest  Supervisor. 

(FR  Doc.  2012-21264  Filed  8-30-12;  8:45  am) 
BILUNG  CODE  341 0-1 1-M 


DEPARTMENT  OF  AGRICULTURE 

Rural  Business-Cooperative  Service 

Notice  of  Request  for  Extension  of  a 
Currently  Approved  Information 
Collection 

agency:  Rural  Business-Cooperative 
Service. 

ACTION:  Proposed  collection;  Comments 
requested. 

SUMMARY:  In  accordance  with  the 
Paperwork  Reduction  Act  of  1995,  this 
notice  announces  the  Rural  Business- 
Cooperative  Service’s  (RBS)  intention  to 
request  an  extension  for  a  currently 
approved  information  collection  in 
support  of  the  program  for  Business  and 
Industry  Guaranteed  Loans. 

DATES:  Comments  on  this  notice  must  be 
received  by  October  30,  2012  to  be 
assured  of  consideration. 

FOR  FURTHER  INFORMATION  CONTACT: 
David  Lewis,  Business  and  Industry  • 
Loan  Servicing  Branch,  Rural  Business- 
Cooperative  Service,  U.S.  Department  of 
Agriculture,  STOP  3224,  1400 
Independence  Avenue  SW., 

Washington.  DC  20250-3224,  telephone 
(202)  690-0797,  or  by  email  to 
david.Iewis@wdc.  usda.gov. 

SUPPLEMENTARY  INFORMATION: 

Title:  Business  and  Industry 
Guaranteed  Loan  Servicing. 

OMB  Number:  0570-0016. 

Expiration  Date  of  Approval: 
November  30,  2012. 

Type  of  Request:  Extension  of 
Paperwork  Burden. 

Abstract:  The  purpose  of  the  Business 
and  Industry  Guaranteed  Loan  Program 
is  to  improve,  develop,  or  finance 
business,  industry,  and  employment 
and  to  improve  the  economic  and 
environmental  climate  in  rural 
communities.  This  purpose  is  achieved 
by  bolstering  the  existing  private  credit 
structure  through  the  guarantee  of 
quality  loans  which  will  provide  lasting 
community  benefits.  The  information 
requested  is  necessary  and  vital  in  order 
for  the  Agency  to  make  prudent  credit 
and  financial  decisions. 

Estimate  of  Burden:  Public  reporting 
burden  for  this  collection  of  information 
is  estimated  to  average  .85  hours  per 
response. 

Respondents  Number:  3,800. 

Estimated  Number  of  Respondents: 
3,800. 

Estimated  Number  of  Responses  per 
Respondent:  1. 

Estimated  Number  of  Responses: 
23,703. 

Estimated  Total  Annual  Burden  on 
Respondents:  20,452. 

Copies  of  this  information  collection 
can  be  obtained  from  Jeanne  Jacobs, 
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Regulations  and  Paperwork 
Management  Branch  at  (202)  692-0040. 

Comments 

Comments  are  invited  on:  (a)  Whether 
the  proposed  collection  of  information 
is  necessary  for  the  proper  performance 
of  the  functions  of  RBS,  including 
whether  the  information  will  have 
practical  utility;  (b)  the  accuracy  of 
RBS’s  estimate  of  the  burden  of  the 
proposed  collection  of  information 
including  the  validity  of  the 
methodology  and  assumptions  used;  (c) 
ways  to  enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and  (d)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond,  including 
through  the  use  of  appropriate 
automated,  electronic,  mechanical,  or 
other  technological  collection 
techniques  or  other  forms  of  information 
technology.  Comments  may  be  sent  to 
Jeanne  Jacobs,  Regulations  and 
Paperwork  Management  Branch,  U.S. 
Department  of  Agriculture,  Rural 
Development,  STOP  0742,  1400 
Independence  Ave.  SW.,  Washington, 
DC  20250. 

All  responses  to  this  notice  will  be 
summarized  and  included  in  the  request 
for  the  Office  of  Management  and 
Budget  (OMB)  approval.  All  comments 
will  also  become  a  matter  of  public 
record. 

Dated:  August  27,  2012. 

John  C.  Padalino, 

Acting  Administrator,  Rural  Business- 
Cooperative  Service. 

|FR  Doc.  2012-21597  Filed  8-30-12;  8:45  am] 

BILLING  CODE  3410-XY-P 


DEPARTMENT  OF  COMMERCE 

Submission  for  OMB  Review; 
Comment  Request 

The  Department  of  Commerce  will 
submit  to  the  Office  of  Management  and 
Budget  (OMB)  for  clearance  the 
following  proposal  for  collection  of 
information  under  the  provisions  of  the 
Paperwork  Reduction  Act  (44  U.S.C. 
chapter  35). 

Agency:  U.S.  Census  Bureau. 

Title:  American  Community  Survey 
Methods  Panel  Tests. 

OMB  Control  Number:  0607-0936 

Form  Number(s):  ACS-1,  ACS— 1(SP), 
ACS-IPR.  ACS-lPR(SP),  ACS 
CATI(HU),  ACS  CAPI(HU),  ACS 
(Internet). 

Type  of  Request:  Revision  of  a 
currently  approved  collection. 

Burden  Hours:  276,645. 

Number  of  Respondents:  444,150. 


Average  Hours  per  Response:  34 
minutes. 

Needs  and  Uses:  The  U.S.  Census 
Bureau  requests  authorization  from  the 
Office  of  Management  and  Budget 
(OMB)  to  conduct  the  American 
Community  Survey  (ACS)  Methods 
Panel  tests.  The  ACS  collects  detailed 
socioeconomic  data  from  about  3.5 
million  households  in  the  United  States 
and  36,000  in  Puerto  Rico  each  year. 
Resulting  tabulations  fi:om  that  data 
collection  are  provided  on  a  yearly 
basis.  The  ACS  allows  the  Census 
Bureau  to  provide  timely  and  relevant 
housing  and  socio-economic  statistics 
for  even  small  levels  of  geography. 

An  ongoing  data  collection  effort  with 
an  annual  sample  of  this  magnitude 
requires  continuous  research,  testing 
and  evaluations  aimed  at  improving 
questionnaire  content  and  data 
collection  operations.  The  ACS  Methods 
Panel  is  a  research  program  that  is 
designed  to  address  and  respond  to 
emerging  issues  and  survey  needs. 
During  the  2013-2015  period,  the 
Methods  Panel  may  include  testing 
methods  for  increasing  survey 
efficiencies,  reducing  survey  cost, 
lessening  respondent  burden,  and 
improving  response  rates.  Testing  may 
also  include  methods  that  might 
increase  data  quality.  At  this'time,  plans 
are  in  place  to  propose  several  tests:  a 
2013  Questionnaire  Design  Test,  a  2015 
ACS  Content  Test,  and  a  series  of 
Internet  tests.  Because  we  cannot 
anticipate  issues  that  may  arise  in  the 
production  survey  or  from  the  proposed 
studies,  we  may  conduct  additional 
testing  as  needed.  Additional  testing 
would  focus  on  methods  for  reducing 
data  collection  costs,  improving  data 
quality  or  testing  new  questions  that 
have  an  urgent  need  to  be  included  on 
the  ACS. 

In  September  through  December  2010, 
the  Census  Bureau  conducted  the  2010 
ACS  Content  Test  that  included  testing 
revisions  to  current  ACS  questions  as 
well  as  two  new  questions  (Computer 
ownership  and  Internet  usage,  and 
Parental  Place  of  Birth).  During  the 
Content  Test,  the  Census  Bureau 
determined  that  the  ACS  paper 
questionnaire  did  not  contain  enough 
space  to  accommodate  certain 
configurations  of  proposed  content 
changes.  While  selected  content  from 
the  test  does  fit  on  the  current  form,  we 
need  to  be  proactive  to  accommodate 
future  content  requests  on  the  ACS  mail 
questionnaire.  In  the  2013  ACS 
Questionnaire  Design  Test,  we  will 
study  the  impact  of  a  longer  (36-page) 
questionnaire  against  our  current  28- 
page  form.  The  experimental  treatments 
are  noted  below,  but  we  have  not 


finalized  the  forms  for  this  test  at  the 
time.  We  will  also  study  whether 
changing  the  size  of  the  form  to  a 
standard  size  (8.5  x  11)  booklet  has  an 
impact  on  response,  compared  to  both 
the  28-  and  36-page  forms.  The  results 
of  this  testing  will  help  the  Census 
Bureau  to  decide  which  questionnaire 
format  change  has  the  least  negative 
impact  on  response  and  data  quality. 

Because  the  8.5  x  11  questionnaire 
will  be  roughly  44-pages  long,  we 
cannot  fold  the  form  before  mailing  it  as 
we  do  with  the  current  36-page 
questionnaire.  Thus,  this  test  will  also 
include  an  experimental  panel  where  a 
36-page  questionnaire  is  mailed  flat 
(without  folding)  so  that  we  can  cleanly 
determine  the  effect  of  questionnaire 
size  versus  folding. 

This  test  will  also  include  several 
changes  to  make  the  questionnaire  more 
compatible  with  optical  character 
recognition  software,  including  altering 
the  response  box  formats  for  numeric 
write-in  fields  to  allow  them  to  be 
captured  automatically  rather  than 
keyed.  This  part  of  the  test  will  allow  us 
to  examine  any  changes  to  response 
behavior  as  well  as  to  estimate 
anticipated  cost  savings  from  the 
automatic  capture.  Lastly,  this  test  will 
include  a  test  of  variations  in  the 
relationship  question  and  the  marital 
status  series  per  the  OMB  initiative  to 
ensure  these  questions  are  inclusive  of 
all' relationship  types  and  partnerships. 
Based  on  the  results  of  this  testing,  a 
secondary,  follow-up  test  may  be 
needed  to  refine  the  questionnaire 
identified  as  the  best  alternative  from 
this  test. 

Second,  in  response  to  Federal 
agencies’  requests  for  new  and  revised 
ACS  questions,  the  Census  Bureau  plans 
to  conduct  the  2015  ACS  Content  Test. 
We  will  determine  the  changes  to  the 
current  ACS  content  and  the  addition  of 
new  content  through  the  OMB 
Interagency  Committee  for  the  ACS  in 
2013.  OMB  must  approve  requests  for 
content  changes  prior  to  testing.  The 
objective  of  the  2015  ACS  Content  Test, 
for  both  new  and  existing  questions,  is 
to  determine  the  impact  of  changing 
question  wording,  response  categories, 
and  redefinition  of  underlying 
constructs  on  the  quality  of  the  data 
collected.  The  Census  Bureau  proposes 
to  evaluate  changes  to  the  questions  by 
comparing  the  revised  questions  to  the 
current  ACS  questions,  or  for  new 
questions,  to  compare  the  performance 
of  question  versions  to  each  other  as 
well  as  to  other  well-known  sources  of 
such  information.  We  plan  to  design  the 
test  similar  to  past  content  tests,  using 
two  experimental  panels  to  compare 
current  versus  revised  content.  We  will 
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also  use  a  reinter\ie\v  to  help  generate 
measures  of  response  error. 

Third,  we  want  to  implement  several 
iterative  ACS  Internet  tests  based  on 
issues  that  arose  from  two  ACS  Internet 
tests  conducted  in  2011.  Both  of  these 
tests  studied  the  impact  of  different 
notifications  of  an  Internet  option  in  the 
survey  invitations.  Production  ACS  will 
begin  collecting  data  using  the  Internet 
in  lanuarv  2013.  One  problem  detected 
in  the  2011  tests  was  the  impact  to  item 
nonresponse  for  questions  in  the  later 
parts  of  the  survey  due  to  Internet  break- 
offs.  The  Internet  tests  in  2013-2015 
will  look  at  potential  ways  to  restructure 
messaging  and  change  the  Internet 
design  to  help  reduce  break-offs  and 
encourage  response  in  a  timely  manner. 
Testing  will  also  include  a 
reexamination  of  the  potential  for  using 
the  Internet  to  collect  data  in  Puerto 
Rico,  since  results  from  the  201 1  test 
did  not  show  any  distinct  advantage. 
Testing  plans  are  largely  undefined  at 
this  point,  but  we  wHl  submit  more 
detailed  information  once  plans  are 
solidified. 

Other  considerations  for  testing 
include  a  second  Content  Reintervdew 
Surv’ey  to  build  upon  the  results  from 
the  first  Content  Reinterview  Survey 
that  is  currently  in  the  field  due  to  the 
introduction  of  the  web  mode  and 
content  changes.  We  are  also 
considering  testing  designed  to  improve 
data  collection  operations  in  Group 
Quarters,  such  as  the  introduction  of  a 
web  option  and  developing  a  separate 
questionnaire  for  institutionalized 
populations.  There  are  no  specific  test 
plans  for  these  projects  at  this  point. 

Other  testing  is  being  considered,  but 
the  specific  details  of  these  tests  are  not 
known  at  this  time.  However,  these  tests 
cover  similar  testing  topics  of  content 
and  methods  to  address  emergent  issues 
or  needs.  The  tests  may  be  conducted  on 
both  residential  households  or  group 
quarters. 

The  Census  Bureau  is  still  in  the  early 
stages  for  planning  and  implementing 
the  proposed  tests.  Subsequently  the 
materials  to  be  used  in  the  tests  have  not 
been  developed.  For  changes  to  the  tests 
described  in  this  justification,  the 
Census  Bureau  will  submit  a  non¬ 
substantive  change  request  documenting 
the  change. 

The  ACS  must  collect  data  on  a 
continual  basis  and  aggregate  one,  three, 
or  five  years  worth  of  data  to  release 
data  for  all  states.  Congressional  * 
districts,  counties,  cities,  and  small 
tow’ns  down  to  the  census  tract  and 
block  group  level.  Essentially  the  ACS 
collects  data  every  day  of  the  year, 
either  by  mail,  Internet  (beginning  in 
January'  2013),  telephone  interviews  or 


personal-visit  interviews.  There  are 
many  federal  programs  that  distribute 
funds  based  on  population  and  income 
data  from  the  Census  Bureau,  including 
data  from  the  ACS.  Federal  agencies  use 
ACS  data  to  determine  appropriate 
funding  for  state  and  local  governments 
through  block  grants.  State  and  local 
governments  use  ACS  data  for  program 
planning,  administration  and 
evaluation.  Thus,  the  reliability  and  the 
quality  of  the  data  must  remain  high  in 
order  for  the  users  to  rely  on  the  data 
for  funding  decisions. 

So  that  the  Census  Bureau  can 
provide  critical  information  to 
governments  and  the  private  sector,  the 
ACS  collects  comprehensive 
demographic,  social,  economic,  and 
housing  statistics  covering  every 
community  in  the  nation.  The  ACS 
provides  a  continuous  stream  of 
updated  information  for  states  and  local 
areas  on  an  annual  basis,  and  has 
revolutionized  the  w'ays  the  country 
uses  data  to  understand  communities 
and  plan  for  the  future. 

ACS  Methods  Panel  testing,  such  as 
the  Questionnaire  Design  Test,  Internet 
Tests,  and  the  2015  Content  Test, 
provide  a  mechanism  to  investigate 
ways  to  reduce  or  at  least  maintain  data 
collection  costs  and  improve  the  quality 
of  the  data. 

Affected  Public:  Individuals  or 
households. 

Frequency:  One  time. 

Respondent’s  Obligation:  Mandatory. 

Legal  Authority:  Title  13,  United 
States  Code,  Sections  141,  193,  and  221. 

OMB  Desk  Officer:  Brian  Harris- 
Kojetin,  (202)  395-7314. 

Copies  of  the  above  information 
collection  proposal  can  be  obtained  by 
calling  or  writing  Jennifer  Jessup, 
Departmental  Paperwork  Clearance 
Officer,  (202)  482-0336,  Department  of 
Commerce,  Room  6616, 14th  and 
Constitution  Avenue  NW.,  Washington, 
DC  20230  (or  via  the  Internet  at 
jjessup@doc.gov) . 

Written  comments  and 
recommendations  for  the  proposed 
information  collection  should  be  sent 
within  30  days  of  publication  of  this 
notice  to  Brian  Harris-Kojetin,  OMB 
Desk  Officer  either  by  fax  (202-395- 
7245)  or  email  [bharrisk@omb.eop.gov]. 

Dated:  August  28,  2012. 

Glenna  Mickelson, 

Management  Analyst,  Office  of  the  Chief 
Information  Officer. 

IFR  Doc.  2012-21588  Filed  8-30-12;  8:45  am] 

BILLING  CODE  3510-07-P 


DEPARTMENT  OF  COMMERCE 

International  Trade  Administration 

[A-533-843,  A-570-901,  C-533-844) 

Certain  Lined  Paper  Products  From 
India  and  the  People’s  Republic  of 
China:  Continuation  of  Antidumping 
and  Countervaiiing  Duty  Orders 

AGENCY:  Import  Administration, 
International  Trade  Administration, 
Department  of  Commerce. 

SUMMARY:  As  a  result  of  the 
determinations  by  the  Department  of 
Commerce  (the  Department)  that 
revocation  of  the  antidumping  duty 
(AD)  orders  on  certain  lined  paper 
products  (lined  paper)  from  India  and 
the  People’s  Republic  of  China  (PRC) 
would  likely  lead  to  continuation  or 
recurrence  of  dumping,  that  revocation 
of  the  countervailing  duty  (CVD)  order 
on  lined  paper  from  India  would  likely'^ 
lead  to  continuation  or  recurrence  of  a 
countervailable  subsidy,  and  the 
determinations  by  the  International 
Trade  Commission  (the  ITC)  that 
revocation  of  these  AD  and  CVD  orders 
would  likely  lead  to  a  continuation  or 
recurrence  of  material  injury  to  an 
industry  in  the  United  States,  the 
Department  is  publishing  this  notice  of 
the  continuation  of  these  AD  orders  and 
CVD  order. 

DATES:  Effective  Date:  August  31,  2012. 
FOR  FURTHER  INFORMATION  CONTACT: 
James  Terpstra  (AD  orders)  or  Eric 
Greynolds  (CVD  order),  AD/CVD 
Operations,  Import  Administration, 
International  Trade  Administration, 

U.S.  Department  of  Commerce,  14th 
Street  and  Constitution  Avenue  NW., 
Washington,  DC  20230;  telephone:  (202) 
482-396'5,  and  (202)  482-6071, 
respectively. 

SUPPLEMENTARY  INFORMATION: 
Background 

On  August  1,  2011,  the  Department 
initiated  and  the  ITC  instituted  sunset 
reviews  of  the  AD  and  CVD  orders  on 
lined  paper  from  India,  and  the  AD 
order  on  lined  paper  from  the  PRC 
pursuant  to  sections  751(c)  and  752  of 
the  Tariff  Act  of  1930,  as  amended  (the 
Act).’  As  a  result  of  its  reviews,  the 
Department  found  that  revocation  of  the 
AD  orders  would  likely  lead  to 


’  See  Initiation  of  Five-Year  (“Sunset")  Review,  76 
FR  45778  (August  1,  2011)  and  Certain  Lined  Paper 
School  Supplies  From  China,  India,  and 
Indonesia — Institution  of  Five-Year  Reviews 
Concerning  the  Countervailing  Duty  Orders  on 
Certain  Lined  Paper  School  Supplies  From  India 
and  Indonesia  and  the  Antidumping  Duty  Orders 
on  Certain  Lined  Paper  School  Supplies  From 
China,  India,  and  Indonesia,  76  FR  45851  (August 
1,2011). 
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continuation  or  recurrence  of  dumping 
and  that  revocation  of  the  CVD  order 
would  likely  lead  to  continuation  or 
recurrence  of  a  countervailahle  subsidy, 
and  notified  the  ITC  of  the  margins  of 
dumping  and  the  countervailahle 
subsidy  rates  likely  to  prevail  were  the 
orders  revoked.'-^ 

On  August  24,  2012,  the  ITC 
published  its  determination,  pursuant  to 
section  751(c)  of  the  Act,  that  revocation 
of  the  AD  and  CVD  orders  on  lined 
paper  from  India  and  the  PRC  would  be 
likely  to  lead  to  continuation  or 
recurrence  of  material  injury  within  a 
reasonably  foreseeable  time.-^ 

Scope  of  the  Orders 

The  products  covered  by  these  AD 
and  CVD  orders  include  certain  lined 
paper  products,  typically  school 
supplies,"*  composed  of  or  including 
paper  that  incorporates  straight 
horizontal  and/or  vertical  lines  on  ten  or 
more  paper  sheets,^  including  but  not 
limited  to  such  products  as  single-  and 
multi-subject  notebooks,  composition 
books,  wireless  notebooks,  looseleaf  or 
glued  filler  paper,  graph  paper,  and 
laboratory  notebooks,  and  with  the 
smaller  dimension  of  the  paper 
measuring  6  inches  to  15  inches 
(inclusive)  and  the  larger  dimension  of 
the  paper  measuring  8%  inches  to  15 
inches  (inclusive).  Page  dimensions  are 
measured  size  (not  advertised,  stated,  or 
“tear-out”  size),  and  are  measured  as 
they  appear  in  the  prpduct  [i.e.,  stitched 
and  folded  pages  in  a  notebook  are 
measured  by  the  size  of  the  page  as  it 
appears  in  the  notebook  page,  not  the 
size  of  the  unfolded  paper).  However, 
for  measurement  purposes,  pages  with 
tapered  or  rounded  edges  shall  be 


2  See  Final  Results  of  Expedited  Sunset  Review  of 
Antidumping  Duty  Orders:  Lined  Paper  Products 
From  India,  Indonesia,  and  the  People’s  Republic 
of  China,  76  FR  76123  (December  6,  2011) 
(Expedited  Sunset],  In  Expedited  Sunset,  the 
Department  incorrectly  noted  the  case  number  for 
the  AD  order  on  lined  paper  from  the  PRC  as  “A- 
579-901.”  The  correct  AD  case  number  is  “A-570- 
901.”  See  also  Final  Results  of  Expedited  Sunset 
Review  of  Countervailing  Duty  Order:  Certain  Lined 
Paper  Products  From  India,  76  FR  76147  (December 
6,2011). 

3  See  Certain  Lined  Paper  School  Supplies  From 
China,  India,  and  Indonesia,  77  FR  51570  (August 
24,  2012).  See  also  Certain  Lined  Paper  School 
Supplies  from  China,  India,  and  Indonesia,  Inv. 
Nos.  701-TA-442-443  and  731-TA-1095-1097 
(Review),  USITC  Publication  4344  (August  2012). 
With  regard  to  the  AD  and  CVD  orders  on  lined 
paper  from  Indonesia,  the  ITC  determined  that  the 
revocation  of  those  orders  would  not  be  likely  to 
lead  to  the  continuation  or  recurrence  of  material 
injury  to  an  industry  in  the  United  States. 

For  purposes  of  this  scope  definition,  the  actual 
use  or  labeling  of  these  products  as  school  supplies 
or  non-school  supplies  is  not  a  defining 
characteristic. 

®  There  shall  be  no  minimum  page  requirement 
for  looseleaf  filler  paper. 


measured  at  their  longest  and  widest 
points.  Subject  lined  paper  products 
may  be  loose,  packaged  or  bound  using 
any  binding  method  (other  than  case 
bound  through  the  inclusion  of  binders 
board,  a  spine  strip,  and  cover  wrap). 
Subject  merchandise  may  or  may  not 
contain  any  combination  of  a  front 
cover,  a  rear  cover,  and/or  backing  of 
any  composition,  regardless  of  the 
inclusion  of  images  or  graphics  on  the 
cover,  backing,  or  paper.  Subject 
merchandise  is  within  the  scope  of 
these  orders  whether  or  not  the  lined 
paper  and/or  cover  are  hole  punched, 
drilled,  perforated,  and/or  reinforced. . 
Subject  merchandise  may  contain 
accessory  or  informational  items 
including  but  not  limited  to  pockets, 
tabs,  dividers,  closure  devices,  index 
cards,  stencils,  protractors,  writing 
implements,  reference  materials  such  as 
mathematical  tables,  or  printed  items 
such  as  sticker  sheets  or  miniature 
calendars,  if  such  items  are  physically 
incorporated,  included  with,  or  attached 
to  the  product,  cover  and/or  backing 
thereto. 

Specifically  excluded  from  the  scope 
of  these  orders  are: 

•  Unlined  copy  machine  paper; 

•  Writing  pads  with  a  backing 
(including  but  not  limited  to  products 
commonly  known  as  “tablets,”  “note 
pads,”  “legal  pads,”  and  “quadrille 
pads”),  provided  that  they  do  not  have 
a  front  cover  (whether  permanent  or 
removable).  This  exclusion  does  not 
apply  to  such  writing  pads  if  they 
consist  of  hole-punched  or  drilled  filler 
paper; 

•  Three-ring  or  multiple-ring  binders, 
or  notebook  organizers  incorporating 
such  a  ring  binder  provided  that  they  do 
not  include  subject  paper; 

•  Index  cards; 

•  Printed  books  and  other  books  that 
are  case  bound  through  the  inclusion  of 
binders  board,  a  spine  strip,  and  cover 
wrap; 

•  Newspapers; 

•  Pictures  and  photographs; 

•  Desk  and  wall  calendars  and 
organizers  (including  but  not  limited  to 
such  products  generally  known  as 
“office  planners,”  “time  books,”  and 
“appointment  books”); 

•  Telephone  logs; 

•  Address  books; 

•  Columnar  pads  &  tablets,  with  or 
without  covers,  primarily  suited  for  the 
recording  of  written  numerical  business 
data; 

•  Lined  business  or  .office  forms, 
including  but  not  limited  to:  preprinted 
business  forms,  lined  invoice  pads  and 
paper,  mailing  and  address  labels, 
manifests,  and  shipping  log  books; 

•  Lined  continuous  computer  paper; 


•  Boxed  or  packaged  writing 
stationery  (including  but  not  limited  to 
products  commonly  known  as  “fine 
business  paper,”  “parchment  paper,” 
and  “letterhead”),  whether  or  not 
containing  a  lined  header  or  decorative 
lines; 

•  Stenographic  pads  (steno  pads), 
Gregg  ruled,®  measuring  6  inches  by  9 
inches; 

Also  excluded  from  the  scope  of  these 
orders  are  the  following  trademarked 
products: 

•  piyTM  lined  paper  products:  A 
notebook,  notebook  organizer,  loose  or 
glued  note  paper,  with  papers  that  are 
printed  with  infrared  reflective  inks  and 
readable  only  by  a  Fly^'^  pen-top 
computer.  The  product  must  bear  the 
valid  trademark  Fly™.^ 

•  Zwipes™:  A  notebook  or  notebook 
organizer  made  with  a  blended 
polyolefin  writing  surface  as  the  cover 
and  pocket  surfaces  of  the  notebook, 
suitable  for  writing  using  a  specially- 
developed  permanent  marker  and  erase 
system  (known  as  a  Zwipes™  pen). 

This  system  allows  the  marker  portion 
to  mark  the  writing  surface  with  a 
permanent  ink.  The  eraser  portion  of  the 
marker  dispenses  a  solvent  capable  of 
solubilizing  the  permanent  ink  allowing 
the  ink  to  be  removed.  The  product 
must  bear  the  valid  trademark 
Zwipes™.® 

•  FiveStar®  Advance™:  A  notebook 
or  notebook  organizer  bound  by  a 
continuous  spiral,  or  helical,  wire  and 
with  plastic  front  and  rear  covers  made 
of  a  blended  polyolefin  plastic  material 
joined  by  300  denier  polyester,  coated 
on  the  backside  with  PVC  (poly  vinyl 
chloride)  coating,  and  extending  the 
entire  length  of  the  spiral  or  helical 
wire.  The  polyolefin  plastic  covers  are 
of  specific  thickness;  front  cover  is 
0.019  inches  (within  normal 
manufacturing  tolerances)  and  rear 
cover  is  0.028  inches  (within  normal 
manufacturing  tolerances).  Integral  with 
the  stitching  that  attaches  the  polyester 
spine  covering,  is  captured  both  ends  of 
a  1"  wide  elastic  fabric  band.  This  band 
is  located  2%"  from  the  top  of  the  front 
plastic  cover  and  provides  pen  or  pencil 
storage.  Both  ends  of  the  spiral  wire  are 
cut  and  then  bent  backwards  to  overlap 
with  the  previous  coil  but  specifically 
outside  the  coil  diameter  but  inside  the 


®  “Gregg  ruling”  consists  of  a  single-  or  double¬ 
margin  vertical  ruling  line  down  the  center  of  the 
page.  For  a  six-inch  by  nine-inch  stenographic  pad, 
the  ruling  would  be  located  approximately  three 
inches  from  the  left  of  the  book. 

^  Products  found  to  be  bearing  an  invalidly 
licensed  or  used  trademark  are  not  excluded  from 
the  scope. 

“  Products  found  to  be  bearing  an  invalidly 
licensed  or  used  trademark  are  not  excluded  from 
the  scope. 
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polyester  covering.  During  construction, 
the  polyester  covering  is  sewn  to  the 
front  and  rear  covers  face  to  face 
(outside  to  outside)  so  that  when  the 
book  is  closed,  the  stitching  is 
concealed  from  the  outside.  Both  free 
ends  (the  ends  not  sewn  to  the  cover 
and  back)  are  stitched  with  a  turned 
edge  construction.  The  flexible 
polyester  material  forms  a  covering  over 
the  spiral  wire  to  protect  it  and  provide 
a  comfortable  grip  on  the  product.  The 
product  must  bear  the  valid  trademarks 
FiveStar*  Advance™.^ 

•  FiveStar  Flex™:  A  notebook,  a 
notebook  organizer,  or  binder  with 
plastic  polyolefin  front  and  rear  covers 
joined  by  300  denier  polyester  spine 
cover  extending  the  entire  length  of  the 
spine  and  bound  by  a  3-ring  plastic 
fixture.  The  polyolefin  plastic  covers  are 
of  a  specific  thickness:  front  cover  is 
0.019  inches  (within  normal 
manufacturing  tolerances)  and  rear 
cover  is  0.028  inches  (within  normal 
manufacturing  tolerances).  During 
construction,  the  polyester  covering  is 
sewn  to  the  front  cover  face  to  face 
(outside  to  outside)  so  that  when  the 
book  is  closed,  the  stitching  is 
concealed  from  the  outside.  During 
construction,  the  polyester  cover  is 
sewn  to  the  back  cover  with  the  outside 
of  the  polyester  spine  cover  to  the  inside 
back  cover.  Both  free  ends  (the  ends  not 
sewn  to  the  cover  and  back)  are  stitched 
with  a  turned  edge  construction.  Each 
ring  within  the  fixture  is  comprised  of 
a  flexible  strap  portion  that  snaps  into 
a  stationary  post  which  forms  a  closed 
binding  ring.  The  ring  fixture  is  riveted 
with  six  metal  rivets  and  sewn  to  the 
back  plastic  cover  and  is  spegifically 
positioned  on  the  outside  back  cover. 
The  product  must  bear  the  valid 
trademark  FiveStar  Flex™.’® 

Currently,  merchandise  subject  to 
these  orders  is  tvpically  imported  under 
headings  4810.22.5044,  4811.90.9050, 
4820.10.2010,  4820.10.2020, 
4820.10.2030,  4820.10.2040, 
4820.10.2060,  and  4820.10.4000  of  the 
Harmonized  Tariff  Schedule  of  the 
United  States  (HTSUS).  The  tariff 
classifications  are  provided  for 
convenience  and  customs  purposes; 
however,  the  written  description  of  the 
scope  of  the  orders  is  dispositive. 

Since  the  issuance  of  the  PRC  AD 
order,  the  Department  has  clarified  the 
scope  of  that  order  in  response  to 
numerous  scope  inquiries.  In  addition, 
on  September  23,  2011,  the  Department 


’•Products  found  to  be  bearing  an  in  validly 
licensed  or  used  trademark  are  not  excluded  from 
the  scope. 

’“Products  found  to  be  bearing  an  invalidly 
licensed  or  u.sed  trademark  are  not  excluded  from 
the  scope. 


revoked,  in  part,  the  PRC  AD  order  with 
respect  to  FiveStar®  Advance™ 
notebooks  and  notebook  organizers 
without  PVC  coatings.” 

Continuation  of  the  Orders 

As  a  result  of  the  determinations  by 
the  Department  and  the  ITC  that 
revocation  of  these  AD  and  CVD  orders 
would  likely  lead  to  continuation  or 
recurrence  of  dumping  or  a 
countervailable  subsidy,  and  of  material 
injury  to  an  industry  in  the  United 
States,  pursuant  to  section  751(d)(2)  of 
the  Act,  the  Department  hereby  orders 
the  continuation  of  the  AD  and  CVD 
orders  on  lined  paper  from  India  and 
the  AD  order  on  lined  paper  from  the 
PRC. 

U.S.  Customs  and  Border  Protection 
will  continue  to  collect  cash  deposits  at 
the  rates  in  effect  at  the  time  of  entry  for 
all  imports  of  subject  merchandise.  The 
effective  date  of  the  continuation  of 
these  orders  is  the  date  of  publication  in 
the  Federal  Register  of  this  notice  of 
continuation.  Pursuant  to  section 
751(c)(2)  of  the  Act,  the  Department 
intends  to  initiate  the  next  five-year 
review  of  these  finding/orders  not  later 
than  30  days  prior  to  the  fifth 
anniversary  of  the  effective  date  of  the 
continuations. 

These  five-year  (sunset)  reviews  and 
notice  are  in  accordance  with  section 
751(c)  of  the  Act  and  published 
pursuant  to  sections  751(c)  and  777(i)(l) 
of  the  Act,  as  well  as  19  CFR 
351.218(f)(4). 

Dated;  August  24,  2012. 

Paul  Piquado, 

Assistant  Secretary  for  Import 
Administration. 

(FR  Doc.  2012-21610  Filed  8-30-12;  8:45  am] 
BILLING  CODE  3S10-OS-P 


DEPARTMENT  OF  COMMERCE 

International  Trade  Administration 

[A-560-618,  C-560-819] 

Certain  Lined  Paper  Products  From 
Indonesia:  Revocation  of  Antidumping 
and  Countervailing  Duty  Orders 

AGENCY:  Import  Administration, 
International  Trade  Administration, 
Department  of  Commerce. 

SUMMARY:  As  a  result  of  the 
determinations  by  the  International 
Trade  Commission  (the  ITC)  that 
revocation  of  the  antidumping  duty 


”  See  Certain  Lined  Paper  Products  From 
People's  Republic  of  China:  Final  Results  of 
Antidumping  Duty  Changed  Circumstances  Review 
and  Revocation,  in  Part.  76  FR  60803  (September 
30,  2011). 


(AD)  and  countervailing  duty  (CVD) 
orders  on  certain  lined  paper  products 
(lined  paper)  from  Indonesia  would  not 
be  likely  to  lead  to  the  continuation  or 
recurrence  of  material  injury  to  an 
industry  in  the  United  States,  the 
Department  of  Commerce  (the 
Department)  is  revoking  these  AD  and 
CVD  orders. 

DATES:  Effective  Date:  September  28, 
2011. 

FOR  FURTHER  INFORMATION  CONTACT: 

Mary  Kolberg  or  Nancy  Decker,  AD/CVD 
Operations,  Import  Administration, 
International  Trade  Administration, 

U.S.  Department  of  Commerce,  14th 
Street  and  Constitution  Avenue  NW., 
Washington,  DC  20230;  telephone:  (202) 
482-1785  or  (202) 482-0196, 
respectively. 

SUPPLEMENTARY  INFORMATION: 
Background 

On  August  1,  2011,  the  Department 
initiated  and  the  ITC  instituted  sunset 
reviews  of  the  AD  and  CVD  orders  on 
lined  paper  from  Indonesia  pursuant  to 
sections  751(c)  and  752  of  the  Tariff  Act 
of  1930,  as  amended  (the  Act), 
respectively.’  As  a  result  of  its  reviews, 
the  Department  found  that  revocation  of 
the  AD  order  would  likely  lead  to 
continuation  or  recurrence  of  dumping 
and  that  revocation  of  the  CVD  order 
would  likely  lead  to  continuation  or 
recurrence  of  subsidization,  and  notified 
the  ITC  of  the  margins  of  dumping  and 
the  subsidy  rates  likely  to  prevail  were 
the  orders  revoked. ^ 

On  August  24,  2012,  the  ITC 
published  its  determination,  pursuant  to 
section  751(c)  of  the  Act,  that  revocation 
of  the  AD  and  CVD  orders  on  lined 
paper  from  Indonesia  would  not  be 
likely  to  lead  to  the  continuation  or 
recurrence  of  material  injury  within  a 
reasonably  foreseeable  time.^ 


’  See  Initiation  of  Five-Year  ("Sunset")  Review,  76 
FR  45778  (August  1,  2011)  and  Certain  Lined  Paper 
School  Supplies  From  China,  India,  and 
Indonesia — Institution  of  Five-Year  Reviews 
Concerning  the  Countervailing  Duty  Orders  on 
Certain  Lined  Paper  School  Supplies  From  India 
and  Indonesia  and  the  Antidumping  Duty  Orders 
on  Certain  Lined  Paper  School  Supplies  From 
China,  India,  and  Indonesia.  76  FR  45851  (August 
1,  2011). 

2  See  Final  Results  of  Expedited  Sunset  Review  of 
Antidumping  Duty  Orders:  Lined  Paper  Products 
From  India,  Indonesia,  and  the  People’s  Republic 
of  China,  76  FR  76123  (December  6,  2011)  and 
Certain  Lined  Paper  Products  From  Indonesia:  Final 
Results  of  Expedited  Sunset  Review  of 
Countervailing  Duty  Order,  76  FR  73592  (November 
29,  2011). 

^  See  Certain  Lined  Paper  School  Supplies  From 
China,  India,  and  Indonesia,  77  FR  51570  (August 
24.  2012).  See  also  Certain  Lined  Paper  School 
Supplies  from  China,  India,  and  Indonesia,  Inv. 

Nos.  701-TA-442-443  and  731-TA-1095-1097 
(Review),  USITC  Publication  4344  (August  2012). 
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Scope  of  the  Orders 

The  products  covered  by  these  orders 
include  certain  lined  paper  products, 
typically  school  supplies,"*  composed  of 
or  including  paper  that  incorporates 
straight  horizontal  and/or  vertical  lines 
on  ten  or  more  paper  sheets.^  including 
but  not  limited  to  such  products  as 
single-  and  multi-subject  notebooks, 
composition  books,  wireless  notebooks, 
looseleaf  or  glued  filler  paper,  graph 
paper,  and  laboratory  notebooks,  and 
with  the  smaller  dimension  of  the  paper 
measuring  6  inches  to  15  inches 
(inclusive)  and  the  larger  dimension  of 
the  paper  measuring  8^/4  inches  to  15 
inches  (inclusive).  Page  dimensions  are 
measured  size  (not  advertised,  stated,  or 
“tear-out”  size),  and  are  Pleasured  as 
they  appear  in  the  product  [i.e.,  stitched 
and  folded  pages  in  a  notebook  are 
measured  by  the  size  of  the  page  as  it 
appears  in  the  notebook  page,  not  the 
size  of  the  unfolded  paper).  However, 
for  measurement  purposes,  pages  with 
tapered  or  rounded  edges  shall  be 
measured  at  their  longest  and  widest 
points.  Subject  lined  paper  products 
may  be  loose,  packaged  or  bound  using 
any  binding  method  (other  than  case 
bound  through  the  inclusion  of  binders 
board,  a  spine  strip,  and  cover  wrap). 
Subject  merchandise  may  or  may  not 
contain  any  combination  of  a  front 
cover,  a  rear  cover,  and/or  backing  of 
any  composition,  regardless  of  the 
inclusion  of  images  or  graphics  on  the 
cover,  backing,  or  paper.  Subject 
merchandise  is  within  the  scope  of 
these  orders  whether  or  not  the  lined 
paper  and/or  cover  are  hole  punched, 
drilled,  perforated,  and/or  reinforced. 
Subject  jnerchandise  may  contain 
accessory  or  informational  items 
including  but  not  limited  to  pockets, 
tabs,  dividers,  closure  devices,  index 
cards,  stencils,  protractors,  writing 
implements,  reference  materials  such  as 
mathematical  tables,  or  printed  items 
such  as  sticker  sheets  or  miniature 
calendars,  if  such  items  are  physically 
incorporated,  included  with,  or  attached 
to  the  product,  cover  and/or  backing 
thereto. 

Specifically  excluded  from  the  scope 
of  these  orders  are: 

•  Unlined  copy  machine  paper; 

•  Writing  pads  with  a  backing 
(including  but  not  limited  to  products 
commonly  known  as  “tablets,”  “note 
pads,”  “legal  pads,”  and  “quadrille 
pads”),  provided  that  they  do  not  have 


For  purposes  of  this  scope  definition,  the  actual 
use  or  labeling  of  these  products  as  school  supplies 
or  non-school  supplies  is  not  a  defining 
characteristic. 

®  There  shall  be  no  minimum  page  requirement 
for  looseleaf  filler  paper. 


a  front  cover  (whether  permanent  or 
removable).  This  exclusion  does  not 
apply  to  such  writing  pads  if  they 
consist  of  hole-punched  or  drilled  filler 
paper; 

•  Three-ring  or  multiple-ring  binders, 
or  notebook  organizers  incorporating 
sucb  a  ring  binder  provided  that  they  do 
not  include  subject  paper; 

•  Index  cards; 

•  Printed  books  and  other  books  that 
are  case  bound  through  the  inclusion  of 
binders  board,  a  spine  strip,  and  cover 
wrap; 

•  Newspapers; 

•  Pictures  and  photographs; 

•  Desk  and  wall  calendars  and 
organizers  (including  but  not  limited  to 
such  products  generally  known  as 
“office  planners,”  “time  books,”  and 
“appointment  books”); 

•  Telephone  logs; 

•  Address  books; 

•  Columnar  pads  &  tablets,  with  or 
without  covers,  primarily  suited  for  the 
recording  of  written  numerical  business 
data; 

•  Lined  business  or  office  forms, 
including  but  not  limited  to:  preprinted 
business  forms,  lined  invoice  pads  and 
paper,  mailing  and  address  labels, 
manifests,  and  shipping  log  books; 

•  Lined  continuous  computer  paper; 

•  Boxed  or  packaged  writing 
stationery  (including  but  not  limited  to 
products  commonly  known  as  “fine 
business  paper,”  “parchment  paper,” 
and  ‘letterhead”),  whether  or  not 
containing  a  lined  header  or  decorative 
lines;  . 

•  Stenographic  pads  (steno  pads), 
Gregg  ruled,**  measuring  6  inches  by  9 
inches; 

Also  excluded  from  the  scope  of  these 
orders  are  the  following  trademarked 
products: 

•  Fly™  lined  paper  products:  A 
notebook,  notebook  organizer,  loose  or 
glued  note  paper,  with  papers  that  are 
printed  with  infrared  reflective  inks  and 
readable  only  by  a  Fly^M  pen-top 
computer.  The  product  must  bear  the 
valid  trademark  Fly™.^ 

•  ZwipesTM;  A  notebook  or  notebook 
organizer  made  with  a  blended 
polyolefin  writing  surface  as  the  cover 
and  pocket  surfaces  of  the  notebook, 
suitable  for  writing  using  a  specially- 
developed  permanent  marker  and  erase 
system  (known  as  a  Zwipes™  pen). 

This  system  allows  the  marker  portion 


®  “Gregg  ruling”  consists  of  a  single-  or  double¬ 
margin  vertical  ruling  line  down  the  center  of  the 
page.  For  a  six-inch  by  nine-inch  stenographic  pad, 
the  ruling  would  be  located  approximately  three 
inches  from  the  left  of  the  book. 

^Products  found  to  be  bearing  an  invalidly 
licensed  or  used  trademark  are  not  excluded  from 
the  scope. 


to  mark  the  writing  surface  with  a 
permanent  ink.  The  eraser  portion  of  the 
marker  dispenses  a  solvent  capable  of 
solubilizing  tbe  permanent  ink  allowing 
the  ink  to  be  removed.  The  product 
must  bear  the  valid  trademark 
Zwipes™.** 

•  FiveStar  AdvanceT^;  A  notebook 
or  notebook  organizer  bound  by  a 
continuous  spiral,  or  belical,  wire  and 
with  plastic  front  and  rear  covers  made 
of  a  blended  polyolefin  plastic  material 
joined  by  300  denier  polyester,  coated 
on  tbe  backside  with  PVC  (poly  vinyl 
chloride)  coating,  and  extending  the 
entire  length  of  the  spiral  or  helical 
wire.  The  polyolefin  plastic  covers  are 
of  specific  thickness;  front  cover  is 
0.019  inches  (within  normal 
manufacturing  tolerances)  and  rear 
cover  is  0.028  inches  (within  normal 
manufacturing  tolerances).  Integral  with 
the  stitching  that  attaches  the  polyester 
spine  covering,  is  captured  both  ends  of 
a  1"  wide  elastic  fabric  band.  This  band 
is  located  2%"  from  the  top  of  the  front 
plastic  cover  and  provides  pen  or  pencil 
storage.  Both  ends  of  the  spiral  wire  are 
cut  and  then  bent  backwards  to  overlap 
with  the  previous  coil  but  specifically 
outside  the  coil  diameter  but  inside  the 
polyester  covering.  During  construction, 
the  polyester  covering  is  sewn  to  the 
front  and  rear  covers  face  to  face 
(outside  to  outside)  so  that  when  the 
book  is  closed,  the  stitching  is 
concealed  from  the  outside.  Both  free 
ends  (the  ends  not  sewn  to  the  cover 
and  back)  are  stitched  with  a  turned 
edge  construction;  The  flexible 
polyester  material  forms  a  covering  over 
the  spiral  wdre  to  protect  it  and  provide 
a  comfortable  grip  on  the  product.  The 
product  must  bear  the  valid  trademarks 
FiveStar®"  Advance™.® 

•  FiveStar  Flex™:  A  notebook,  a ' 
notebook  organizer,  or  binder  with 
plastic  polyolefin  front  and  rear  covers 
joined  by  300  denier  polyester  spine 
cover  extending  the  entire  length  of  the 
spine  and  bound  by  a  3-ring  plastic 
fixture.  Tbe  polyolefin  plastic  covers  are 
of  a  specific  thickness;  front  cover  is 
0.019  inches  (within  normal 
manufacturing  tolerances)  and  rear 
cover  is  0.028  inches  (within  normal 
manufacturing  tolerances).  During 
construction,  the  polyester  covering  is 
sewn  to  the  front  cover  face  to  face 
(outside  to  outside)  so  that  when  the 
book  is  closed,  the  stitching  is 
concealed  from  the  outside.  During 
construction,  the  polyester  cover  is 


®  Products  found  to  be  bearing  eui  invalidly 
licensed  or  used  trademark  are  not  excluded  from 
the  scope. 

^Products  found  to  be  bearing  an  invalidly 
licensed  or  used  trademark  are  not  excluded  from 
the  scope. 


53176 


Federal^  Register/ Vol.  77,  No.  170/Friday,  August  31,  2012/Notices 


sewn  to  the  back  cover  with  the  outside 
of  the  polyester  spine  cover  to  the  inside 
back  cover.  Both  free  ends  (the  ends  not 
sewn  to  the  cover  and  back)  are  stitched 
with  a  turned  edge  construction.  Each 
ring  within  the  fixture  is  comprised  of 
a  flexible  strap  portion  that  snaps  into 
a  stationary  post  which  forms  a  closed 
binding  ring.  The  ring  fixture  is  riveted 
with  six  metal  rivets  and  sewn  to  the 
back  plastic  cover  and  is  specifically 
positioned  on  the  outside  back  cover. 
The  product  must  bear  the  valid 
trademark  FiveStar  Flex™.io 

Currently,  merchandise  subject  to 
these  orders  is  typically  imported  under 
headings  4811.90.9035’  4811.90.9080, 
4820.30.0040,  4811.90.9050, 
4810.22.5044,  4811.90.9090, 
4820.10.2010,  4820.10.2020, 
4820.10.2030,  4820.10.2040, 
4820.10.2050,  4820.10.2060  and 
4820.10.4000  of  the  Harmonized  Tariff 
Schedule  of  the  United  States  (HTSUS). 
The  tariff  classifications  are  provided 
for  convenience  and  customs  purposes; 
however,  the  written  description  of  the 
scope  of  the  orders  is  dispositive. 

Determination 

As  a  result  of  the  determinations  by 
the  ITC  that  revocation  of  these  AD  and 
CVD  orders  would  not  be  likely  to  lead 
to  continuation  or  recurrence  of  material 
injury  to  an  industry  in  the  United 
States,  pursuant  to  section  751(d)(2)  of 
the  Act,  the  Department  is  revoking  the 
AD  and  CVD  orders  on  lined  paper  from 
Indonesia.  Pursuant  to  section  751(d)(2) 
of  the  Act  and  19  CFR  351.222(i)(2)(i). 
the  effective  date  of  revocation  is 
September  28,  2011  (i.e.,  the  fifth 
anniversary  of  the  effective  date  of 
publication  in  the  Federal  Register  of 
these  orders).^ ^ 

The  Department  will  notify  U.S. 
Customs  and  Border  Protection,  15  days 
after  publication  of  this  notice,  to 
terminate  suspension  of  liquidation  and 
collection  of  cash  deposits  on  entries  of 
the  subject  merchEmdise,  entered  or 
withdrawn  from  warehouse,  on  or  after 
September  28,  2011.  Entries  of  subfect 
merchandise  prior  to  the  effective  date 
of  revocation  will  continue  to  be  subject 
to  suspension  of  liquidation  and 
antidumping  and  countervailing  duty 
deposit  requirements. 


’“Products  found  to  be  bearing  an  invalidly 
licensed  or  used  trademark  are  not  excluded  from 
the  scope. 

”  See  Notice  of  Amended  Final  Determination  of 
Sales  at  Less  Than  Fair  Value:  Certain  Lined  Paper 
Products  from  the  People's  Republic  of  China; 
Notice  of  Antidumping  Duty  Orders:  Certain  Lined 
Paper  Products  from  India.  Indonesia  and  the 
People's  Republic  of  China;  and  Notice  of 
Countenoiling  Duty  Orders:  Certain  Lined  Paper 
Products  from  India  and  Indonesia,  71  FR  56949 
(September  28.  2006). 


This  notice  also  serves  as  the  only 
reminder  to  parties  subject  to 
administrative  protective  order  (APO)  of 
their  responsibility  concerning  the 
return/destruction  or  conversion  to 
judicial  protective  order  of  proprietary 
information  disclosed  under  APO  in 
accordance  with  19  CFR  351.305(a)(3). 
Failure  to  comply  is  a  violation  of  the 
APO  which  may  be  subject  to  sanctions. 

These  five-year  (sunset)  reviews  and 
notice  are  in  accordance  with  section 
751(d)(2)  the  Act  and  published 
pursuant  to  section  777(i)(l)  of  the  Act. 

Dated;  August  24,  2012. 

Paul  Piquado, 

Assistant  Secretary  for  Import 
A  dministration . 

(FR  Doc.  2012-21605  Filed  8-30-12;  8:45  am] 

BILLING  CODE  351(M>S-P 


DEPARTMENT  OF  COMMERCE 

International  Trade  Administration 

[A-570-827] 

Certain  Cased  Pencils  From  the 
People’s  Republic  of  China:  Final 
Results  of  Antidumping  Duty  Changed 
Circumstances  Review,  and 
Determination  To  Revoke  Order,  in 
Part 

agency:  Import  Administration, 
International  Trade  Administration, 
Department  of  Commerce. 
summary:  On  July  18,  2012,  the 
Department  of  Commerce  (“the 
Department”)  published  a  notice  of 
initiation  and  preliminary  results  of  a 
changed  circumstance  review  and  intent 
to  revoke,  in  part,  the  antidumping  duty 
(“AD”)  order  of  certain  cased  pencils 
from  the  People’s  Republic  of  China 
(“PRC”).  The  final  results  do  not  differ 
from  the  preliminary  results  of  review, 
and  we  are  revoking  the  order,  in  part, 
with  respect  to  novelty  drumstick 
pencils.  This  partial  revocation  is 
effective  June  1,  2011. 
dates:  Effective  Date:  June  1,  2011. 

FOR  FURTHER  INFORMATION  CONTACT: 
Mahnaz  Khan  at  (202)  482-0914  or 
Yasmin  Nair  at  (202)  482-3813;  AD/ 
CVD  Operations,  Office  1,  Import 
Administration,  International  Trade 
Administration,  U.S.  Department  of 
Commerce,  14th  Street  and  Constitution 
Avenue  NW.,  Washington,  DC  20230. 

Background 

On  December  28,  1994,  the 
Department  published  in  the  Federal 
Register  the  AD  order  on  certain  cased 
pencils  from  the  PRC.  See  Antidumping 
Duty  Order:  Certain  Cased  Pencils  from 
the  People’s  Republic  of  China,  59  FR 


66909  (December  28,  1994)  (“AD 
order”).  On  May  23,  2012,  in  accordance 
with  section  751(b)  and  751(d)(1)  of  the 
Tariff  Act  of  1930,  as  amended  (“the 
Act”),  19  CFR  351.216(b),  and  19  CFR 
351.222(g)(1),  ThinkCeek,  a  U.S. 
importer  of  subject  merchandise, 
requested  revocation,  in  part,  of  the  AD 
order  with  respect  to  its  novelty  pencil, 
which  is  shaped  like  a  drumstick. 
ThinkCeek’s  novelty  drumstick  pencil  is 
made  to  look  like  a  pencil,  except  that 
it  is  shaped  as  a  drumstick.  This  pencil 
is  longer  than  regular  wooden  pencils 
and  does  not  contain  an  eraser. 
ThinkCeek  requested  that  the 
Department  conduct  the  changed 
circumstances  review  on  an  expedited 
basis  pursuant  to  19  CFR 
351.221(c)(3)(ii). 

On  July  18,  2012,  the  Department 
published  its  concurrent  initiation  and 
preliminary  results  of  this  changed 
circumstances  review.  See  Certain 
Cased  Pencils  From  the  People’s 
Republic  of  China:  Initiation  and 
Preliminary  Results  of  Antidumping 
Duty  Changed  Circumstances  Review, 
and  Intent  To  Revoke  Order  in  Part,  77 
FR  42276  (July  18,  2012)  [“Preliminary 
Results’’).  The  Department  preliminary 
determined  to  revoke,  in  part,  the  AD 
order  on  certain  cased  pencils  from  the 
PRC  with  respect  to  novelty  drumstick 
pencils.  In  the  Preliminary  Results,  we 
stated  that  interested  parties  could 
submit  comments  to  the  Department  no 
later  than  14  days  after  the  publication 
of  the  Preliminary  Results  in  the  Federal 
Register.  No  interested  parties 
submitted  comments  on  the  changed 
circumstances  review. 

Scope  of  the  Order 

Imports  covered  by  the  order  are 
shipments  of  certain  cased  pencils  of 
any  shape  or  dimension  (except  as 
described  below)  which  are  writing  and/ 
or  drawing  instruments  that  feature 
cores  of  graphite  or  other  materials; 
encased  in  wood  and/or  man-made 
materials,  whether  or  not  decorated  and 
whether  or  not  tipped  [e.g.,  with  erasers, 
etc.)  in  any  fashion,  and  either 
sharpened  or  unsharpened.  The  pencils 
subject  to  the  order  are  currently 
classifiable  under  subheading 
9609.10.00  of  the  Harmonized  Tariff 
Schedule  of  the  United  States 
(“HTSUS”).  Specifically  excluded  from 
the  scope  of  the  order  are  mechanical 
pencils,  cosmetic  pencils,  pens,  non- 
cased  crayons  (wax),  pastels,  charcoals, 
chalks,  and  pencils  produced  under 
U.S.  patent  number  6,217,242,  from 
paper  infused  with  scents  by  the  means 
covered  in  the  above-referenced  patent, 
thereby  having  odors  distinct  from  those 
that  may  emanate  from  pencils  lacking 
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the  scent  infusion.  Also  excluded  from 
the  scope  of  the  order  are  pencils  with 
all  of  the  following  physical 
characteristics:  (1)  Length:  13.5  or  more 
inches;  (2)  sheath  diameter:  not  less 
than  one-and-one  quarter  inches  at  any 
point  (before  sharpening);  and  (3)  core 
length:  not  more  than  15  percent  of  the 
length  of  the  pencil. 

In  addition,  pencils  with  all  of  the 
following  characteristics  are  excluded 
from  the  order:  novelty  jumbo  pencils 
that  are  octagonal  in  shape, 
approximately  ten  inches  long,  one  inch 
in  diameter  before  sharpening,  and 
three-and-one  eighth  inches  in 
circumference,  composed  of  turned 
wood  encasing  one-and-one  half  inches 
of  sharpened  lead  on  one  end  and  a 
rubber  eraser  on  the  other  end.  Also 
excluded  are  novelty  drumstick  pencils 
that  are  shaped  like  drumsticks,  longer 
than  regular  wooden  pencils,  and  do  not 
contain  erasers. 

Although  the  HTSUS  subheading  is 
provided  for  convenience  and  customs 
purposes,  the  written  description  of  the 
scope  and  order  is  dispositive. 

Final  Results  of  Changed 
Circumstances  Review 

Based  on  the  Department’s  analysis  in 
the  Preliminary  Results  (which  we 
incorporate  herein  by  reference)  and  in 
light  of  the  fact  that  no  interested  parties 
submitted  any  comments  on  the 
Department’s  preliminary  results,  the 
Department  hereby  determines  to 
revoke,  in  part,  the  AD  order  with 
respect  to  novelty  drumstick  pencils. 

For  the  reasons  indicated  in  the 
Preliminary  Results,  the  effective  date  of 
this  determination  is  June  1,  2011.  See 
Preliminary  Results,  77  FR  at  42277.  In 
addition,  the  Department  has  modified 
the  scope  of  the  AD  order,  as  reflected 
above,  consistent  with  these  final 
results. 

We  will  instruct  U.S.  Customs  and 
Border  Protection  (“CBP”)  to  liquidate 
without  regard  to  antidumping  duties 
all  unliquidated  entries  of  novelty 
drumstick  pencils  entered,  or 
withdrawn  from  warehouse,  for 
consumption  on  or  after  June  1,  2011. 
The  Department  will  further  instruct 
CBP  to  refund  with  interest  any 
estimated  antidumping  duties  collected 
with  respect  to  these  entries,  in 
accordance  with  section  778  of  the  Act 
and  19  CFR  351.222(g)(4). 

This  changed  circumstances 
administrative  review,  partial 
revocation  of  the  antidumping  duty 
order  and  notice  are  in  accordance  with 
sections  751(b)  and  (d),  777(i),  and 
782(h)  of  the  Act  and  19  CFR  351.216(e) 
and  351.222(g). 


Dated:  August  27,  2012. 

Paul  Piquado, 

Assistant  Secretary  for  Import 
A  dministra  tion . 

IFR  Doc.  2012-21607  Filed  8-30-12;  8:45  am) 

BILLING  CODE  3510-DS-P 


DEPARTMENT  OF  COMMERCE 
International  Trade  Administration 

[A-580-867] 

Large  Power  Transformers  From  the 
Republic  of  Korea:  Antidumping  Duty 
Order 

agency:  Import  Administration, 
International  Trade  Administration, 
Department  of  Commerce. 

DATES:  Effective  Date:  August  31,  2012. 
SUMMARY:  Based  on  affirmative  final 
determinations  by  the  Department  of 
Commerce  (the  Department)  and  the 
International  Trade  Commission  (ITC), 
the  Department  is  issuing  an 
antidumping  duty  order  on  large  power 
transformers  from  the  Republic  of  Korea 
(Korea). 

FOR  FURTHER  INFORMATION  CONTACT: 

David  Cordell  or  Brian  Davis,  AD/CVD 
Operations,  Office  7,  Import 
Administration,  International  Trade 
Administration,  U.S.  Department  of 
Commerce,  14th  Street  and  Constitution 
Avenue  NW.,  Washington,  DC  20230; 
telephone  (202)  482-0408  or  (202)  482- 
7924,  respectively. 

SUPPLEMENTARY  INFORMATION: 
Background 

In  accordance  with  sections  735(d) 
and  777(i)(l)  of  the  Tariff  Act  of  1930, 
as  amended  (the  Act),  on  July  11,  2012, 
the  Department  published  the  final 
determination  of  sales  at  less  than  fair 
value  in  the  antidumping  duty  . 
investigation  of  large  power 
transformers  from  Korea.  See  Large 
Power  Transformers  from  the  Republic 
of  Korea:  Final  Determination  of  Sales 
at  Less  Than  Fair  Value,  77  FR  40857 
(July  11,  2012).  On  August  24,  2012,  the 
ITC  notified  the  Department  of  its 
affirmative  determination  that  an 
industry  in  the  United  States  is 
materially  injured  within  the  meaning 
of  section  735(b)(l)(A)(i)  of  the  Act  by 
reason  of  less-than-fair-value  imports  of 
large  power  transformers  from  Korea. 
See  Large  Power  Transformers  from 
Korea  (Investigation  No.  731-TA-1189 
(Final),  USITC  Publication  4346,  August 
2012).  Pursuant  to  section  736(a)  of  the 
Act,  the  Department  is  publishing  an 
antidumping  duty  order  on  the  subject 
merchandise. 


Scope  of  the  Order 

The  scope  of  this  order  covers  large 
liquid  dielectric  power  transformers 
(large  power  transformers)  having  a  top 
power  handling  capacity  greater  than  or 
equal  to  60,000  kiloVolt  amperes  (60 
megavolt  amperes),  whether  assembled 
or  unassembled,  complete  dr 
incomplete. 

Incomplete  large  power  transformers 
are  subassemblies  consisting  of  the 
active  part  and  any  other  parts  attached 
to,  imported  with  or  invoiced  with  the 
active  parts  of  large  power  transformers. 
The  “active  part’’  of  the  transformer 
consists  of  one  or  more  of  the  following 
when  attached  to  or  otherwise 
assembled  with  one  another:  the  steel 
core  or  shell,  the  windings,  electrical 
insulation  between  the  windings,  the 
mechanical  frame  for  a  large  power 
transformer. 

The  product  definition  encompasses 
all  such  large  power  transformers 
regardless  of  name  designation, 
including  but  not  limited  to  step-up 
transformers,  step-down  transformers, 
autotransformers,  interconnection 
transformers,  voltage  regulator 
transformers,  rectifier  transformers,  and 
power  rectifier  transformers. 

The  large  power  transformers  subject 
to  this  order  are  currently  classifiable 
under  subheadings  8504.23.0040, 
8504.23.0080  and  8504.90.9540  of  the 
Harmonized  Tariff  Schedule  of  the 
United  States  (HTSUS).  Although  the 
HTSUS  subheadings  are  provided  for 
convenience  and  customs  purposes,  the 
written  description  of  the  scope  of  this 
order  is  dispositive. 

Antidumping  Duty  Order 

As  stated  above,  on  August  24,  2012, 
in  accordance  with  section  735(d)  of  the 
Act,  the  ITC  notified  the  Department  of 
its  final  determination  in  this 
investigation,  in  which  it  found  material 
injury  with  respect  to  large  power 
transformers  from  Korea.  Because  the 
ITC  determined  that  imports  of 
transformers  from  Korea  are  materially 
injuring  a  U.S.  industry,  all 
unliquidated  entries  of  such 
merchandise  from  Korea,  entered  or 
withdrawn  from  warehouse,  are  subject 
to  the  assessment  of  antidumping 
duties. 

Therefore,  in  accordance  with  section 
736(a)(1)  of  the  Act,  the  Department  will 
direct  U.S.  Customs  and  Border 
Protection  (CBP)  to  assess,  upon  further 
instruction  by  the  Department, 
antidumping  duties  equal  to  the  amount 
by  which  the  normal  value  of  the 
merchandise  exceeds  the  export  price 
(or  constructed  export  price)  of  the 
merchandise,  for  all  relevant  entries  of 
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large  power  transformers  from  Korea. 
These  antidumping  duties  will  be 
assessed  on  unliquidated  entries  of  large 
power  transformers  from  Korea  entered, 
or  withdrawn  from  warehouse,  for 
consumption  on  or  after  February  16, 
2012,  the  date  on  which  the  Department 
published  its  Preliminan- 
Determination,^  but  will  not  include 
entries  occurring  after  the  expiration  of 
the  provisional  measures  period  and 
before  publication  of  the  ITC’s  final 
injury  determination  as  further 
described  below. 

Continuation  of  Suspension  of 
Liquidation 

In  accordance  with  section 
735(c)(lKB)  of  the  Act,  we  will  instruct 
CBP  to  continue  to  suspend  liquidation 
on  all  entries  of  large  power 
transformers  from  Korea.  We  will  also 
instruct  CBP  to  require  cash  deposits 
equal  to  the  estimated  amount  by  which 
the  normal  value  exceeds  the  U.S.  price 
as  indicated  below.  These  instructions 
suspending  liquidation  will  remain  in 
effect  until  further  notice. 

Accordingly,  effective  on  the  date  of 
publication  of  the  ITC’s  final  affirmative 
injury  determination,  CBP  will  require, 
at  the  same  time  as  importers  would 
normally  deposit  estimated  duties  on 
this  subject  merchandise,  a  cash  deposit 
equal  to  the  estimated  weighted-average 
antidumping  duty  margins  listed  below. 
See  section  736(a)(3)  of  the  Act. 

Provisional  Measures 

Section  733(d)  of  the  Act  states  that 
instructions  issued  pursuant  to  an 
affirmative  preliminary  determination 
may  not  remain  in  effect  for  more  than 
four  months  except  where  exporters 
representing  a  significant  proportion  of 
exports  of  the  subject  merchandise 
request  the  Department  to  extend  that 
four-month  period  to  no  more  than  six 
months.  At  the  request  of  exporters  that 
account  for  a  significant  proportion  of 
large  power  transformers  from  Korea, 
we  extended  the  four-month  period  to 
no  more  than  six  months.  See  letters  to 
the  Department  from  Hyosung 
Corporation  and  Hyundai  Heavy 
Industries,  dated  December  22,  2011 
and  January  5,  2012,  respectively.  In  the 
underlying  investigation,  the 
Department  published  the  Preliminary 
Determination  on  February  16,  2012. 
See  Preliminary  Determination. 
Therefore,  the  six-month  period 
beginning  on  the  date  of  the  publication 
of  the  Preliminary  Determination  ended 


*  See  Large  Power  Transformers  from  the 
Republic  of  Korea:  Preliminary  Determination  of 
Sales  at  Less  Than  Fair  Value  and  Postponement 
of  Final  Determination,  77  FR  9204  (February  16, 
2012)  {Preliminary  Determination). 


on  August  13,  2012.  Furthermore, 
section  737(b)  of  the  Act  states  that 
definitive  duties  are  to  begin  on  the  date 
of  publication  of  the  ITC’s  final  injury 
determination. 

Therefore,  in  accordance  with  section 
733(d)  of  the  Act  and  our  practice,  we 
will  instruct  CBP  to  terminate  the 
suspension  of  liquidation  and  to 
liquidate,  without  regard  to 
antidumping  duties,  unliquidated 
entries  of  large  power  transformers  from 
Korea  entered,  or  withdrawn  from 
warehouse,  for  consumption  after 
August  13i  2012,  the  date  provisional 
measures  expired,  until  and  through  the 
day  preceding  the  date  of  publication  of 
the  ITC’s  final  injury  determination  in 
the  Federal  Register.  Suspension  of 
liquidation  will  resume  on  the  date  of 
publication  of  the  ITC’s  final  injury 
determination  in  the  Federal  Register. 

The  weighted-average  dumping 
margins  are  as  follows: 


Weighted- 

Manufacturer/Exporter 

Average 

margin 

(percent) 

Hyundai  Heavy  Industries 

Co.,  Ltd . 

14.95 

Hyosung  Corporation . 

29.04 

All  Others . 

22.00 

This  notice  constitutes  the 
antidumping  duty  order  with  respect  to 
large  power  transformers  from  Korea 
pursuant  to  section  736(a)  of  the  Act. 
Interested  parties  can  find  an  updated 
list  of  antidumping  duty  orders 
currently  in  effect  at  http:// 
ia.ita.doc.gov/stats/iastatsl.htmI. 

This  order  is  published  in  accordance 
with  section  736(a)  of  the  Act  and  19 
CFR  351.211. 

Dated:  August  27,  2012. 

Paul  Piquado, 

Assistant  Secretary  for  Import 
Administration. 

|FR  Doc.  2012-21613  Filed  8-30-12;  8:45  am] 

BILLING  CODE  3S10-OS-P 

DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN  0648-XC198 

New  England  Fishery  Management 
Council;  Public  Meeting 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice  of  a  public  meeting. 


SUMMARY:  The  New  England  Fishery 
Management  Council  (Council)  is 
scheduling  a  public  meeting  of  its 
Scallop  Oversight  Committee  to 
consider  actions  affecting  New  England 
fisheries  in  the  exclusive  economic  zone 
(EEZ).  Recommendations  from  this 
group  will  be  brought  to  the  full  Council 
for  formal  consideration  and  action,  if 
appropriate. 

DATES:  This  meeting  will  be  held  on 
Monday,  September  18,  2012  at  9  a.m. 

ADDRESSES:  The  meeting  will  be  held  at 
the  Fairfield  Inn  &  Suites,  185 
MacArthur  Drive,  New  Bedford,  MA 
02740;  telephone:  (774)  634-2000;  fax: 
(774) 634-2001. 

Council  address:  New  England 
Fishery  Management  Council,  50  Water 
Street,  Mill  2,  Newburyport,  MA  01950. 

FOR  FURTHER  INFORMATION  CONTACT:  Paul 
J.  Howard,  Executive  Director,  New 
England  Fishery  Management  Council; 
telephone:  (9781  465-0492. 

SUPPLEMENTARY  INFORMATION:  The 

Committee  will  discuss  the  same  issues 
identified  above  for  the  Advisory  Panel 
meeting.  In  addition,  the  Committee 
will  briefly  review  the  overall  findings 
of  the  recent  biological  opinion  of  the 
sea  scallop  fishery  related  to  sea  turtles 
and  Atlantic  sturgeon.  Other  business 
may  be  discussed. 

Although  non-emergency  issues  not 
contained  in  this  agenda  may  come 
before  this  group  for  discussion,  those 
issues  may  not  be  the  subject  of  formal 
action  during  this  meeting.  Action  will 
be  restricted  to  those  issues  specifically 
listed  in  this  notice  and  any  issues 
arising  after  publication  of  this  notice 
that  require  emergency  action  under 
section  305(c)  of  the  Magnuson-Stevens 
Act,  provided  the  public  has  been 
notified  of  the  Council’s  intent  to  take 
final  action  to  address  the  emergency. 

Special  Accommodations 

This  meeting  is  physically  accessible 
to  people  with  disabilities.  Requests  for 
sign  language  interpretation  or  other 
auxiliary  aids  should  be  directed  to  Paul 
J.  Howard,  Executive  Director,  at  (978) 
465-0492,  at  least  5  days  prior  to  the 
meeting  date. 

Authority:  16  U.S.C.  1801  et  seq. 

Dated:  August  28,  2012. 

Tracey  L.  Thompson, 

Acting  Deputy  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
(FR  Doc.  2012-21551  Filed  8-30-12;  8:45  am] 
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.  DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN  0648-XC203 

Pacific  Fishery  Management  Council; 
Public  Meeting 

agency:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice  of  a  public  meeting. 

SUMMARY:  The  Pacific  Fishery 
Management  Council’s  (Pacific  Council) 
Model  Evaluation  Workgroup  (MEW) 
will  hold  a  work  session  to  review  work 
products  individual  members  have  been 
developing  prior  to  submission  to  the 
2012  salmon  methodology  review 
process.  The  meeting  is  open  to  the 
public. 

DATES:  The  work  session  will  be  held 
Monday,  September  17,  2012,  from 
12:30  p.m.  to  3:30  p.m. 

ADDRESSES:  The  work  session  will  be 
held  at  the  Northwest  Indian  Fisheries  . 
Commission  Conference  Room,  6730 
Martin  Way  East,  Olvmpia,  WA  98516; 
telephone:  (360)  438-1180. 

Council  address:  Pacific  Council, 

7700  NE  Ambassador  Place,  Suite  101, 
Portland,  OR  97220-1384. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Mike  Burner  or  Mr.  Chuck  Tracy, 
Salmon  Management  Staff  Officer, 
Pacific  Council;  telephone:  (503)  820— 
2280. 

SUPPLEMENTARY  INFORMATION:  The 

purpose  of  the  work  session  is  to  review 
work  products,  including  possible  bias 
in  the  Fishery  Regulation  Assessment 
Model  associated  with  multiple 
encounters  during  mark  selective 
fisheries.  The  results  of  the  analyses 
will  be  submitted  for  review  during  the 
Pacific  Council’s  2012  salmon 
methodology  review  process. 

Although  non-emergency  issues  not 
contained  in  the  meeting  agendas  may 
come  before  the  MEW  for  discussion, 
those  issues  may  not  be  the  subject  of 
formal  action  during  this  meeting. 
Action  will  be  restricted  to  those  issues 
specifically  listed  in  this  notice  and  any 
issues  arising 'after  publication  of  this 
notice  that  require  emergency  action 
under  Section  305(c)  of  the  Magnuson- 
Stevens  Fishery  Conservation  and 
Management  Act,  provided  the  public 
has  been  notified  of  the  intent  to  take 
final  action  to  address  the  emergency. 

Special  Accommodations 

The  meeting  is  physically  accessible 
to  people  with  disabilities.  Requests  for 


sign  language  interpretation  or  other 
auxiliary  aids  should  be  directed  to  Mr. 
Kris  Kleinschmidt  at  (503)  820-2280  at 
least  5  days  prior  to  the  meeting  date. 

Dated:  August  28,  2012. 

Tracey  L.  Thompson, 

Acting  Deputy  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
[FR  Doc.  2012-21553  Filed  8-30-12;  8:45  am] 

BILLING  CODE  3510-22-P 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN  0648-XC195 

North  Pacific  Fishery  Management 
Council;  Public  Meeting 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice  of  a  public  meeting. 

SUMMARY:  The  North  Pacific  Fishery 
Management  Council’s  (NPFMC)  Crab 
Plan  Team  (CPT)  will  meet  in  Seattle, 
WA. 

DATES:  The  meeting  will  be  held 
September  18-21,  2012,  from  9  a.m.  to 
5  p.m. 

ADDRESSES:  The  meeting  will  be  held  at 
the  Alaska  Fishery  Science  Center,  7600 
Sand  Point  Way  NE.,  Building  4,  Seattle, 
WA. 

Council  address:  North  Pacific 
Fishery  Management  Council,  605  W. 
4th  Avenue,  Suite  306,  Anchorage,  AK 
99501-2252. 

FOR  FURTHER  INFORMATION  CONTACT: 

Diana  Stram;  telephone:  (907)  271-2809. 
SUPPLEMENTARY  INFORMATION:  The  Plan 
Team  meeting  agenda  includes:  Final 
stock  assessments  and  harvest 
specifications  for  Eastern  Bering  Sea 
(EBS)  snow  crab.  Tanner  crab,  Saint 
Matthew  blue  king  crab,  Pribilof  Islands 
blue  king  crab,  Pribilof  Islands  red  king 
crab  and  Bristol  Bay  red  king  crab. 
Additional  discussions  include  model 
recommendations  for  Aleutian  Islands 
golden  king  crab,  Norton  Sound  red 
king  crab,  2012  EBS  survey  results, 
reports  from  working  groups  on  total 
catch  accounting,  recruitment  and 
retrospective  analyses,  a  review  of  the 
economic  stock  assessment  fishery 
evaluation  (SAFE)  report  and  a 
discussion  of  plans  for  revising  the  use 
of  Mature  Male  Biomass  (MMB)  in 
assessments  with  effective  spawning 
biomass. 

The  Agenda  is  subject  to  change,  and 
the  latest  version  will  be  posted  at 
http://www.fakr.noaa.gov. 


Although  non-emergency  issues  not 
contained  in  this  agenda  may  come 
before  this  group  for  discussion,  those 
issues  may  not  be  the  subject  of  formal 
action  during  this  meeting.  Action  will 
be  restricted  to  those  issues  specifically 
listed  in  this  notice  and  any  issues 
arising  after  publication  of  this  notice 
that  require  emergency  action  under 
section  305(c)  of  the  Magnuson-Stevens 
Fishery  Conservation  and  Management 
Act,  provided  the  public  has  been 
notified  of  the  Council’s  intent  to  take 
final  action  to  address  the  emergency. 

Special  Accommodations 

The  meeting  is  physically  accessible 
to  people  with  disabilities.  Requests  for 
sign  language  interpretation  or  other 
auxiliary  aids  should  be  directed  to  Gail 
Bendixen  at  (907)  271-2809  at  least  7 
working  days  prior  to  the  meeting  date. 

Dated:  August  28,  2012. 

Tracey  L.  Thompson, 

Acting  Deputy  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
{FR  Doc.  2012-21559  Filed  8-30-12;  8:45  am] 

BILLING  CODE  3510-22-P 


COMMITTEE  FOR  PURCHASE  FROM 
PEOPLE  WHO  ARE  BLIND  OR 
SEVERELY  DISABLED 

Procurement  List;  Proposed  Additions 

AGENCY:  Committee  for  Purchase  From 
People  Who  Are  Blind  or  Severely 
Disabled. 

ACTION:  Proposed  Additions  to  the 
Procurement  List. 

SUMMARY:  The  Committee  is  proposing 
to  add  products  and  a  service  to  the 
Procurement  List  that  will  be  furnished 
by  nonprofit  agencies  employing 
persons  who  are  blind  or  have  other 
severe  disabilities. 

DATES:  Comments  Must  be  Received  On 
or  Before:  10/1/2012. 

ADDRESSES:  Committee  for  Purchase 
From  People  Who  Are  Blind  or  Severely 
Disabled,  Jefferson  Plaza  2,  Suite  10800, 
1421  Jefferson  Davis  Highway, 
Arlington,  Virginia  22202-3259. 

FOR  FURTHER  INFORMATION  CONTACT:  For 
further  information  or  to  submit 
comments,  contact  Barry  S.  Lineback, 
Telephone:  (703)  603-7740,  Fax:  (703) 
603-0655,  or  email 
CMTEFedReg^AbilityOne.gov. 

SUPPLEMENTARY  INFORMATION:  This 
notice  is  published  pursuant  to  41 
U.S.C.  8503(a)(2)  and  41  CFR  51-2.3.  Its 
purpose  is  to  provide  interested  persons 
an  opportunity  to  submit  comments  on 
the  proposed  actions. 
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Additions 

If  the  Committee  approves  the 
proposed  additions,  the  entities  of  the 
Federal  Government  identified  in  this 
notice  will  be  required  to  procure  the 
products  and  service  listed  below  from 
nonprofit  agencies  employing  persons 
who  are  blind  or  have  other  severe 
disabilities. 

Regulatory  Flexibility  Act  Certification 

I  certih’  that  the  following  action  will 
not  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 

The  major  factors  considered  for  this 
certification  were; 

1.  If  approved,  the  action  will  not 
result  in  any  additional  reporting, 
recordkeeping  or  other  compliance 
requirements  for  small  entities  other 
than  the  small  organizations  that  will 
furnish  the  products  and  service  to  the 
Government. 

2.  If  approved,  the  action  will  result 
in  authorizing  small  entities  to  furnish 
the  products  and  service  to  the 
Government. 

3.  There  are  no  known  regulatory 
alternatives  which  would  accomplish 
the  objectives  of  the  Javits-Wagner- 
O’Day  Act  (41  U.S.C.  8501-8506)  in 
connection  with  the  products  and 
serxice  proposed  for  addition  to  the 
Procurement  List. 

Comments  on  this  certification  are 
invited.  Commenters  should  identify  the 
statement(s)  underlying  the  certification 
on  which  they  are  providing  additional 
information. 

End  of  Certification 

The  following  products  and  service 
are  proposed  for  addition  to  the 
Procurement  List  for  production  by  the 
nonprofit  agencies  listed: 

Products 

NSN:  1095-01-446-4348— Knife.  Combat. 

Drop  Point,  Automatic,  with  Sheath. 
NSN:  1095-01-456--1457— Knife,  Combat. 

Tanto  Point,  Automatic. 

NPA:  DePaul  Industries,  Portland,  OR. 
Contracting  Activity:  Defense  Logistics 

Agency  Land  and  Maritime,  Columbus, 
OH. 

Coverage:  C-List  for  100%  of  the  requirement 
of  the  Department  of  Defense,  as 
aggregated  by  the  Defense  Logistics 
Agency  Land  and  Maritime,  Columbus, 
OH. 

Service 

Service  Type/Location:  Custodial  Services, 
U.S.  Border  Patrol  Checkpoint  808, 1-8 
Westbound  70.8  Mile  Marker, 
Winterhaven.  CA. 

NPA:  ARC-Imperial  Valley,  El  Centro,  CA. 
Contracting  Activity:  Dept  of  Homeland 
Security,  U.S.  Customs  and  Border 
Protection.  Border  Enforcement 


Contracting  Division,  Washington,  DC. 

Barry  S.  Linehack, 

Director,  Business  Operations. 

|FR  Doc.  2012-21564  Filed  8-30-12;  8:45  anil 
BILLING  CODE  6353-01 -P 


COMMITTEE  FOR  PURCHASE  FROM 
PEOPLE  WHO  ARE  BLIND  OR 
SEVERELY  DISABLED 

Procurement  List;  Additions 

AGENCY:  Committee  for  Purchase  from 
People  who  are  Blind  or  Severely 
Disabled. 

ACTION:  Additions  to  the  Procurement 
List. 

SUMMARY:  This  action  adds  services  to 
the  Procurement  List  that  will  be 
provided  by  nonprofit  agencies 
employing  persons  who  are  blind  or 
have  other  severe  disabilities. 

DATES:  Effective:  October  1,  2012. 
ADDRESSES:  Committee  for  Purchase 
From  People  Who  Are  Blind  or  Severely 
Disabled,  Jefferson  Plaza  2,  Suite  10800, 
1421  Jefferson  Davis  Highway, 

Arlington,  Virginia  22202-3259. 

FOR  FURTHER  INFORMATION  CONTACT: 

Barrv  S.  Lineback,  Telephone;  (703) 
603-7740,  Fax:  (703)  603-0655,  or  email 
CMTEFedReg^  AbiIityOne.gov. 
SUPPLEMENTARY  INFORMATION: 

Additions 

On  6/15/2012  (77  FR  35942-35944) 
and  6/29/2012  (77  FR  38775-38776),  the 
Committee  for  Purchase  From  People 
Who  Are  Blind  or  Severely  Disabled 
published  notices  of  proposed  additions 
to  the  Procurement  List. 

After  consideration  of  the  material 
presented  to  it  concerning  capability  of 
qualified  nonprofit  agencies  to  provide 
the  services  and  impact  of  the  additions 
on  the  current  or  most  recent 
contractors,  the  Committee  has 
determined  that  the  services  listed 
below  are  suitable  for  procurement  by 
the  Federal  Government  under  41  U.S.C. 
8501-8506  and  41  CFR  51-2.4. 

Regulatory  Flexibility  Act  Certification 

I  certify  that  the  following  action  will 
not  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 

The  major  factors  considered  for  this 
certification  were: 

1.  The  action  will  not  result  in  any 
additional  reporting,  recordkeeping  or 
other  compliance  requirements  for  small 
entities  other  than  the  small 
organizations  that  will  provide  the 
services  to  the  Government. 

2.  The  action  will  result  in 
authorizing  small  entities  to  provide  the 
services  to  the  Government. 


3.  There  are  no  known  regulatory 
alternatives  which  would  accomplish 
the  objectives  of  the  Javits-Wagner- 
O’Day  Act  (41  U.S.C.  8501-8506)  in 
connection  with  the  services  proposed 
for  addition  lo  the  Procurement  List. 

End  of  Certification 

Accordingly,  the  following  services 
are  added  to  the  Procurement  List: 

Serx'ices 

Service  Type/Location:  Custodial  and 
Landscaping  Services,  Ft.  Pierce  U.S. 
Federal  Courthouse,  101  South  U.S. 
Highway  1,  Ft.  Pierce.  FL. 
jVPA:  Goodwill  Industries  of  South  Florida, 
Inc.,  Miami,  FL. 

Contracting  Activity:  General  Services 
•Administration,  Public  Buildings 
Service,  Atlanta,  GA. 

Service  Type/Locations:  Custodial  and 
Grounds  Services,  Anderson  Federal 
Building-Courthouse,  315  South 
McDuffie  Street,  Anderson,  SC. 

Donald  A.  Russell  Federal  Building- 
Courthouse,  201  Magnolia  Street, 
Spartanburg,  SC. 

NPA:  SC  Vocations  &  Individual 

Advancement,  Inc.,  Greenville,  SC. 
Contracting  Activity:  General  Services 
Administration,  Public  Buildings 
Service,  Atlanta,  GA. 

Serxice  Type/Location:  Grounds  Maintenance 
Service,  National  Aeronautics  and  "Space 
Administration,  Goddard  Space  Flight 
Center,  Wallops  Flight  Facility,  Bldg. 
El05,  Room  319,  Wallops  Island,  VA. 
NPA:  Didlake,  Inc.,  Manassas,  VA. 
Contracting  Actixity:  National  Aeronautics 
and  Space  Administration,  Goddard 
Space  Flight  Center,  Greenbelt,  MD. 
Serxice  Type/Location:  Custodial  Service, 
National  Aeronautics  and  Space 
Administration,  Goddard  Space  Flight 
Center,  Wallops  Flight  Facility,  Bldg. 
E105,  Room  319,  Wallops  Island,  VA. 
NPA  :  The  ARC  of  the  Virginia  Peninsula, 

Inc.,  Hampton,  VA. 

Contracting  Activity:  National  Aeronautics 
and  Space  Administration,  Goddard 
Space  Flight  Center,  Greenbelt,  MD. 

Barry  S.  Lineback, 

Director,  Business  Operations. 

(FR  Doc.  2012-21576  Filed  8-30-12;  8:45  am] 
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DEPARTMENT  OF  DEFENSE 

Office  of  the  Secretary 
[Transmittal  Nos.  12-36] 

36(b)(1)  Arms  Sales  Notification 

AGENCY:  Department  of  Defense,  Defense 
Security  Cooperation  Agency, 

ACTION:  Notice. 

SUMMARY:  The  Department  of  Defense  is 
publishing  the  unclassified  text  of  a 
section  36(b)(1)  arms  sales  notification. 
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This  is  published  to  fulfill  the 
requirements  of  section  155  of  Public 
Law  104-164  dated  July  21,  1996. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
B.  English,  DSCA/DBO/CFM,  (703)  601- 
3740. 


The  following  is  a  copy  of  a  letter  to 
the  Speaker  of  the  House  of 
Representatives,  Transmittals  12-36 
with  attached  transmittal  and  policy 
justification. 


Dated:  August  28,  2012. 

Aaron  Siegel, 

Alternate  OSD  Federal  Register  Liaison 
Officer,  Department  of  Defense. 

BILLING  CODE  5001-06-P 


DEFENSE  SECURITY  COOPERATION  AGENCY 

201  12TH  STREET  SOUTH,  STE  203 
AflLiNGTON,  VA  22202  5406 


AUG  06  21)12 


The  Honorable  John  A.  Bochner 
Speaker  of  the  House 
U.S.  House  of  Representatives 
Washington.  DC  20515 

Dear  Mr.  Speaker: 

Pursuant  to  the  reporting  requirements  of  Section  36(b)(1)  of  the  Arms  Export  Control  Act. 
as  amended,  we  are  forwarding  herewith  Transmittal  No.  12-36,  concerning  the  Department  of 
the  Air  Force’s  proposed  Letter(s)  of  Ofl'er  and  Acceptance  to  Saudi  Arabia  for  defense  articles 
and  services  estimated  to  cost  $850  million.  After  this  letter  is  delivered  to  your  office,  we  plan 
to  i.ssue  a  press  statement  to  notify  the  public  of  this  proposed  sale. 


Sincerely, 

William  E.  Landay  HI 
Vice  Admiral.  USN 
Director 

Enclosures: 

1 .  Transmittal 

2.  Policy  Justification 

3.  Regional  Balance  (Classified  DtKument  Provided  Under  Separate  Cover) 


BILLING  CODE  5001 -06-C 


Transmittal  No.  12-36 

Notice  of  Proposed  Issuance  of  Letter  of 
Offer  Pursuant  to  Section  36(b)(1)  of  the 
Arms  Export  Control  Act,  as  amended 

(i)  Prospective  Purchaser:  Kingdom  of 
Saudi  Arabia. 


(ii)  Total  Estimated  Value: 

Major  Defense  Equipment*  $  0  million 
Other  .  850  million 

TOTAL .  850  million 
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(iii)  Description  and  Quantity  or 
Quantities  of  Articles  or  Services  under 
Consideration  for  Purchase:  Follow  on 
support  and  services  for  the  Royal  Saudi 
Air  Force  (RSAF)  aircraft,  engines  and 
weapons;  publications  and  technical 
documentation:  airlift  and  aerial 
refueling:  support  equipment:  spare  and 
repair  parts:  repair  and  return; 
personnel  training  and  training 
equipment:  U.S.  Government  and 
contractor  technical  and  logistics 
support  services:  and  other  related 
elements  of  logistical  and  program 
support. 

(iv)  Military  Department:  Air  Force 
(CCZ,  Amd  #7). 

(v)  Prior  Related  Cases,  if  any: 

FMS  case  CCZ— S48.4M— 12Aug02 
FMS  case  GAG— $38.0M— 4AprlO 
FMS  case  KCZ— $95.4M— 27Feb07 
FMS  case  KDB— S120.0M— ISFeblO 
FMS  case  QAY— $147.4M— 5junl0 
FMS  case  QBl— S250.0M— 16junl0 
FMS  case  QDE— S202.4M— 15Mar06 
FMS  case  QZQ— $54.3M— 5Mav04 
FMS  case  QZX— S62.4M— 24Dec03 

(vi)  Sales  Commission,  Fee,  etc..  Paid, 
Offered,  or  Agreed  to  be  Paid:  None. 

(vii)  Sensitivity  of  Technology 
Contained  in  the  Defense  Article  or 
Defense  Ser\'ices  Proposed  to  be  Sold: 
None. 

(viii)  Date  Report  Delivered  to 
Congress:  6  August  2012. 

POLICY  JUSTIFICA  TION 

Kingdom  of  Saudi  Arabia — Follow-On 
Support 

The  Kingdom  of  Saudi  Arabia  has 
requested  a  possible  sale  of  follow-on 


support  and  services  for  the  Royal  Saudi 
Air  Force  aircraft,  engines  and  weapons; 
publications  and  technical 
documentation;  airlift  and  aerial 
refueling;  support  equipment:  spare  ahd 
repair  parts;  repair  and  return; 
personnel  training  and  training 
equipment;  U.S.  Government  and 
contractor  technical  and  logistics 
support  services;  and  other  related 
elements  of  logistical  and  program 
support.  The  estimated  cost  is  $850 
million. 

This  proposed  sale  will  contribute  to 
the  foreign  policy  and  national  security 
of  the  United  States  by  helping  to 
improve  the  security  of  a  friendly 
country  that  has  been,  and  continues  to 
be,  an  important  force  for  political 
stability  and  economic  progress  in  the 
Middle  East. 

Saudi  Arabia  needs  this  follow  on 
support  to  continue  to  procure 
maintenance  and  logistical  support  in 
order  to  sustain  the  combat  and 
operational  readiness  of  its  existing 
aircraft  fleet. 

The  proposed  sale  of  this  support  and 
services  will  not  alter  the  basic  military 
balance  in  the  regiorr. 

There  is  no  prime  contractor  involved 
in  this  proposed  sale.  There  are  no 
known  offset  agreements  proposed  in 
connection  with  this  potential  sale. 

Implementation  of  this  sale  will  not 
require  the  assignment  of  any  additional 
U.S.  Government  personnel  or 
contractor  representatives  to  Saudi 
Arabia. 


There  will  be  no  adverse  impact  on 
U.S.  defense  readiness  as  a  result  of  this 
sale. 

(FR  Doc.  2012-21589  Filed  8-30-12;  8:45  am) 

BILLING  CODE  5001 -06-P 


DEPARTMENT  OF  DEFENSE 
Office  of  the  Secretary 

[Transmittal  Nos.  12-34] 

36(b)(1)  Arms  Sales  Notification 

agency:  Defense  Security  Cooperation 
Agency,  Department  of  Defense. 

ACTION:  Notice. 


SUMMARY:  The  Department  of  Defense  is 
publishing  the  unclassified  text  of  a 
section  36(b)(1)  arms  sales  notification. 
This  is  published  to  fulfill  the 
requirements  of  section  155  of  Public 
Law  104-164  dated  July  21,  1996. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 

B.  English,  DSCA/DBO/CFM,  (703)  601- 
3740. 

The  following  is  a  copy  of  a  letter  to 
the  Speaker  of  the  House  of 
Representatives,  Transmittals  12-34 
with  attached  transmittal,  policy 
justification  and  sensitivity  of 
technology. 

Dated:  August  28,  2012. 

Aaron  Siegel, 

Alternate  OSD  Federal  Register  Liaison 
Officer,  Department  of  Defense. 

BILLING  CODE  5001-06-P 
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DEFENSE  SECURITY  COOPERATION  AGENCY 
201  12'"  STREET  south  STE  203 
ARLINGTON  VA  22202-5408 


The  Honorable  John  A.  Boehner 
Speaker  of  the  House 

U.S.  House  of  Representatives  AU6  07  Mg 

W ashington,  DC  205 1 5 

Dear  Mr.  Speaker. 

Pursuant  to  the  reporting  requirements  of  Section  36(b)(1)  of  the  Arms  Export  Control  Act, 
as  amended,  we  are  forwarding  herewith  Transmittal  No.  12-34,  concerning  the  Department  of 
the  Navy’s  proposed  Letterfs)  of  Offer  and  Acceptance  to  Thailand  for  defense  articles  and 
services  estimated  to  cost  SI 8  million.  After  this  letter  is  delivered  to  your  office,  we  plan  to 
issue  a  press  statement  to  notify  the  public  of  this  proposed  sale. 


Sincerely, 


Richard  A.  Genaille,  Jr. 

Enclosures:  Deputy  Director 

1 .  Transmittal 

2.  Policy  Justification 

3.  Sensitivity  of  Technology 


#91^ 

V 


BILLING  CODE  S001-06-C 

Transmittal  No.  12-34 

Notice  of  Proposed  Issuance  of  Letter  of 
Offer  Pursuant  to  Section  36(b)(  1)  of  the 
Arms  Export  Control  Act,  as  amended 
(U) 

(i)  Prospective  Purchaser:  Thailand 

(ii)  Total  Estimated  Value: 

Major  Defense  Equipment*  .  $15 


Other  .  3 

Total  (millions)  .  18 


*as  defined  in  Section  47(6)  of  the  Arms 
Export  Control  Act. 

(iii)  Description  and  Quantity  or 
Quantities  of  Articles  or  Services  under 
Consideration  for  Purchase:  Nine 
Evolved  SEASP ARROW  Missiles 
(ESSM);  three  MK25  Quad  Pack 
canisters;  and  four  MK783  shipping 


containers;  spare  and  repair  parts; 
support  and  test  equipment; 
publications  and  technical 
documentation;  personnel  training  and 
training  equipment;  U.S.  Government 
and  contractor  engineering;  technical 
and  logistics  support  services;  and 
technical  assistance;  and  other  related 
elements  of  logistical  and  program 
support. 

(iv)  Military  Department:  Navy  (AKL) 
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(v)  Prior  Related  Cases,  i/ any:  None 

(vi)  Sales  Commission,  Fee,  etc.,  Paid, 
Offered,  or  Agreed  to  be  Paid:  None 

(vii)  Sensitivity  of  Technology 
Contained  in  the  Defense  Article  or 
Defense  Services  Proposed  to  be  Sold: 
See  Attached  Annex 

(viii)  Date  Report  Delivered  to 
Congress:  1  August  2012. 

POLICY  JUSTIFICATION 

Thailand— Evolved  SE ASP  ARROW 
Missiles  (ESSM), 

The  Government  of  Thailand  has 
requested  a  possible  sale  of  nine 
Evolved  SEASPARROW  Missiles 
(ESSM);  three  MK25  Quad  Pack 
canisters;  and  four  MK783  shipping 
containers;  spare  and  repair  parts; 
support  and  test  equipment; 
publications  and  technical 
documentation;  personnel  training  and 
training  equipment;  U.S.  Government 
and  contractor  engineering;  technical 
and  logistics  support  services;  and 
technical  assistance  and  other  related 
elements  of  logistical  and  program 
support.  The  estimated  cost  is  S18 
million. 

This  proposed  sale  will  contribute  to 
the  foreign  policy  and  national  security 
of  the  United  States  by  increasing  the 
ability  of  Thailand  to  contribute  to 
regional  security  and  improving 
interoperability  with  the  U.S.  Military 
in  operational  and  exercise  scenarios.  It 
is  consistent  with  U.S.  national  interests 
to  assist  Thailand  in  developing  and 
maintaining  a  strong  and  ready  ship 
self-defense  capability  which  will 
contribute  to  the  military  balance  in  the 
area. 

ESSM  provides  ship  self-defense 
capability.  The  proposed  sale  will  add 
to  Thailand’s  capability  to  meet  current 
and  future  threats  from  anti-ship 
weapons. 


The  proposed  FMS  case  includes 
support  equipment,  training  and 
technical  assistance  required  for  the 
RTN  to  effectively  incorporate  the  ESSM 
into  its  fleet.  With  this  support,  the  RTN 
will  have  no  difficulty  absorbing  the 
ESSM  into  its  frigates  and  being  fully 
operational. 

The  proposed  sale  of  this  equipment 
and  support  will  not  alter  the  basic 
military  balance  in  the  region. 

Implementation  of  this  proposed  sale 
will  not  require  the  assignment  of  any 
additional  U.S.  Government  or 
contractor  representatives  to  Thailand. 

The  prime  contractors  will  be 
Raytheon  Missile  Systems  in  Tucson, 
Arizona  and  BAE  Systems  in  Aberdeen, 
South  Dakota. 

There  are  no  known  offset  agreements 
proposed  in  connection  with  this 
potential  sale. 

There  will  be  no  adverse  impact  on 
U.S.  defense  readiness  as  a  result  of  this 
proposed  sale. 

Transmittal  No.  12-34 

Notice  of  Proposed  Issuance  of  Letter  of 
Offer  Pursuant  to  Section  36(b)  (1)  of  the 
Arms  Export  Control  Act 

Annex — Item  No.  vii 

(vii)  Sensitivity  of  Technology 

1.  The  Evolved  SEASPARROW 
missile  (ESSM)  includes  the  guidance 
section,  warhead  section,  transition 
section,  propulsion  section,  control 
section  and  Thrust  Vector  Control 
(TVC).  The  guidance  section  and 
transition  section  and  technical 
documentation  to  be  provided  under 
this  sale  are  classified  Confidential. 
Certain  operating  frequencies  and 
performance  characteristics  of  the 
missile  guidance  section  are  classified 
Secret. 

2.  If  a  technologically  advanced 
adversary  were  to  obtain  knowledge  of 


the  specific  hardware  and  software 
elements,  primarily  performance 
characteristics,  engagement  algorithms 
and  transmitter  specific  frequencies,  the 
information  could  be  used  to  develop 
countermeasures  that  might  reduce 
weapon  system  effectiveness. 

3.  Release  of  this  technology  is  within 
the  disclosure  authority  delegated  for 
Thailand  as  stipulated  in  the  National 
Disclosure  Policy  (NDP-1). 

(FR  Doc.  2012-21590  Filed  8-30-12;  8:45  am) 
BILLING  CODE  5001 -06-P 


DEPARTMENT  OF  DEFENSE 
Office  of  the  Secretary 

[Transmittal  Nos.  12-22] 

36(b)(1)  Arms  Sales  Notification 

agency:  Department  of  Defense,  Defense 
Security  Cooperation  Agency. 

action:  Notice. 

SUMMARY:  The  Department  of  Defense  is 
publishing  the  unclassified  text  of  a 
section  36(b)(1)  arms  sales  notification. 
This  is  published  to  fulfill  the 
requirements  of  section  155  of  Public 
Law  104-164  dated  July  21,  1996. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 

B.  English,  DSCA/DBO/CFM,  (703)  601- 
3740. 

The  following  is  a  copy  of  a  letter  to 
the  Speaker  of  the  House  of 
Representatives,  Transmittals  12-22 
with  attached  transmittal,  and  policy 
justification. 

Dated:  August  27,  2012. 

Aaron  Siegel, 

Alternate  OSD  Federal  Register  Liaison 
Officer,  Department  of  Defense. 

BILLING  CODE  5001 -06-P 
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DEFENSE  SECURITY  COOPERATION  AGENCY  . 

a>1  12TH  STREET  SCXJTH  STE  203 
ARLINGTON,  VA  22202  S40e 


AU6  9  m 


The  Honorahte  John  A.  Boehncr 
Speaker  of  the  House 
U.S.  House  of  Representatives 
Washington,  DC  20515 


Dear  Mr,  Speaker. 


Pursuant  to  the  reporting  requirements  of  Section  36(b)(1)  of  the  Arms  Export  Control  Act, 
as  amended,  we  are  forwarding  heiewicb  Thmsmitcal  No.  12-22.  concerning  the  Department  of 
the  Air  Force’s  proposed  Letter(s)  of  and  Acceptance  to  Kingdom  of  Saudi  Arabia  for 
defense  articles  and  services  estimated  to  cost  $257  million.  After  this  letter  is  delivered  to  your 
offtce,  we  plan  to  issue  a  press  statement  to  notify  the  public  of  this  proposed  sale. 


Sincerely, 


_  ,  RiduirdA.G«iaille,lc 

1.  T™»nu.l  Dq»UDiml«r 

2.  Policy  Justification 

3.  Sensitivity  of  Technology 

4.  Regional  Balance  (Classified  Document  Provided  under  Separate  Cover) 


o 


Transmittal  No.  12-22 

Notice  of  Proposed  Issuance  of  Letter  of 
Offer  Pursuant  to  Section  36(b)(  1)  of  the 
Arms  Export  Control  Act,  as  amended 

(i)  Prospective  Purchaser:  Kingdom  of 
Saudi  Arabia  (KSA) 

(ii)  Total  Estimated  Value: 

Major  Defense  Equipment*  $  2  million. 


Other  .  255  million. 

Total .  257  million. 


*as  defined  in  47(6)  of  the  Arms  Export 
Control  Act. 

(iii)  Description  and  Quantity  or 
Quantities  of  Articles  or  Services  under 
Consideration  for  Purchase:  Ten  Link-16 
capable  data  link  systems  and 


Intelligence,  Surveillance,  and 
Reconnaissance  (ISR)  suites  for  four 
KSA-provided  King  Air  350ER  aircraft 
and  associated  ground  support,  with  an 
option  to  procure,  via  Foreign  Military 
Sales,  an  additional  four  King  Air  350ER 
aircraft  with  enhanced  PT6A-67A 
engines  and  spare  parts  equipped  with 
the  same  ISR  suites.  The  ISR  suites 
include  a  Com-Nav  Surveillance/ Air 
Traffic  Management  cockpit,  RF- 
7800M-MP  High  Frequency  Radios  with 
encryption,  AN/ARC-210  Very  High 
Frequency/Ultra  High  Frequency/ 
Satellite  (I)ommunication  Transceiver 
Radios  with  Have  Quick  II  and 
encryption,  a  High  Speed  Data  Link,  an 
AN/APX-114/119  Identification  Friend 


or  Foe  Transponder,  Embedded  Global 
Positioning  System/Inertial  Navigations 
Systems  (GPS/INS)  with  a  Selective 
Availability  Anti-spoofing  Module 
(SAASM),  AN/ AAR-60  Infrared  Missile 
Warning  and  AN/ALE-47 
Countermeasures  System,  Electro- 
Optical  Sensor,  SIGINT  System, 
Synthetic  Aperture  Radar.  Also 
included  are  Ground  Stations,  Training 
Aids,  C4I  Integration,  aircraft 
modifications,  spare  and  repair  parts, 
support  equipment,  publications  and 
technical  data,  personnel  training  and 
training  equipment,  aircraft  ferry,  U.S. 
Government  and  contractor  technical, 
engineering,  and  logistics  support 
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services,  and  other  related  elements  of 
logistics  support. 

(iv)  Militar\'  Department:  Air  Force 
(QBP) 

(v)  Prior  Related  Cases,  if  any:  None 

(vi)  Sales  Commission.  Fee,  etc..  Paid, 
Offered,  or  Agreed  to  be  Paid:  none 

(vii)  Sensitivity  of  Technology 
Contained  in  the  Defense  Article  or 
Defense  Sendees  Proposed  to  be  Sold: 
See  Annex  attached 

(viii)  Date  Report  Delivered  to 
Congress:  9  Aug  2012 

POLICY  JUSTIFICATION 

Kingdom  of  Saudi  Arabia — King  Air 
350ER  Intelligence,  Sur\’eiIIance.  and 
Reconnaissance  (ISRI  Aircraft  and 
Support 

The  Government  of  the  Kingdom  of 
Saudi  Arabia  (KSA)  has  requested  a 
possible  sale  of  ten  Link.-16  capable  data 
link  systems  and  Intelligence. 
Sur\'eillance,  and  Reconnaissance  (ISR) 
suites  for  four  KSA-provided  King  Air 
350ER  aircraft  and  associated  ground 
support,  with  an  option  to  procure,  via 
a  Foreign  Military  Sales,  an  additional 
four  King  Air  350ER  aircraft  with 
enhanced  PT6A-67A  engines  and  spare 
parts  equipped  with  the  same  ISR 
suites.  The  ISR  suites  include  a  Com- 
Nav  Sur\  eillance/Air  Traffic 
Management  cockpit.  RF-7800M-MP 
High  Frequency  Radios  with  encryption, 
AN/ARC-210  Very  High  Frequency/ 
Ultra  High  Frequency/Satellite 
Communication  Transceiver  Radios 
with  Have  Quick  II  and  encryption,  a 
High  Speed  Data  Link,  an  AN/APX-114/ 
119  Identification  Friend  or  Foe 
Transponder,  Embedded  Global 
Positioning  System/Inertial  Navigations 
Systems  (GPS/INS)  with  a  Selective 
Availability  Anti-spoofing  Module 
(SAASM),  AN/AAR-60  Infrared  Missile 
Warning  and  AN/ALE— 47 
Countermeasures  System,  Electro- 
Optical  Sensor,  SIGINT  System, 
Synthetic  Aperture  Radar.  Also 
included  are  Ground  Stations,  Training 
Aids.  C4I  Integration,  aircraft 
modifications,  spare  and  repair  parts, 
support  equipment,  publications  and 
technical  data,  personnel  training  and 
training  equipment,  aircraft  ferry,  U.S. 
Government  and  contractor  technical, 
engineering,  and  logistics  support 
seA'ices,  and  other  related  elements  of 
logistics  support.  The  estimated  cost  is 
S257  million. 

This  proposed  sale  of  airborne  ISR 
assets  to  KSA  will  contribute  to  the 
foreign  policy  and  national  security  of 
the  United  States  by  helping  to  improve 
the  security  of  a  ft-iendly  country  that 
has  been,  and  continues  to  be.  an 
important  force  for  political  stability 


and  economic  progress  in  the  Middle 
East. 

The  RSAF  needs  additional  ISR 
capability  to  provide  persistent,  real¬ 
time  route  surveillance,  facility, 
infrastructure  and  border  security, 
counter-terrorism  and  smuggling 
interdiction,  support  for  naval  and 
coastal  operations,  internal  defense  and 
search  and  rescue  operations.  Currently, 
the  RSAF's  RE-3  aircraft  is  in  depot 
maintenance  and  will  not  be  available 
until  after  2015.  In  the  interim,  the  King 
AIR  350ER-ISR  aircraft  will  allow  the 
RSAF  to  perform  a  portion  of  the  RE- 
3  mission.  All  systems  will  be 
compatible  with  and  will  continue  to 
supplement  the  capabilities  of  the  RSAF 
RE-3  aircraft.  The  KSA  will  have  no 
difficulties  absorbing  and  using  these 
King  Air  ISR  aircraft. 

The  proposed  sale  of  this  equipment 
and  .support  will  not  alter  the  basic 
military  balance  in  the  region. 

The  prime  contractors  will  be  L-3 
Communications,  Mission  Integration 
Division  in  Greenville,  Texas;  Hawker 
Beechcraft  in  Wichita,  Kansas;  Raytheon 
in  Aberdeen  Proving  Grounds, 

Maryland;  Rockwell  Collins  in  Cedar 
Rapids,  Iowa;  Harris  in  Rochester,  New' 
York;  ATK  in  Ridgecrest,  California; 

BAE  Systems  in  Austin,  Texas;  and 
VIASAT  in  Carlsbad,  California.  There 
are  no  known  offset  agreements 
proposed  in  connection  with  this 
potential  sale. 

Implementation  of  this  proposed  sale 
will  involve  annual  Program 
Management  Reviews  in  Saudi  Arabia. 
E.stimated  U.S.  participation  will 
include  up  to  six  USAF  personnel  and 
four  contractor  personnel  for  a  period  of 
up  to  six  weeks  per  year.  There  will  be 
approximately  six  contractors  in  Saudi 
Arabia  providing  technical  assistance  on 
a  full-time  basis  until  these  systems  are 
delivered  and  integrated  into  the 
operational  units. 

There  will  be  no  adverse  impact  on 
U.S.  defense  readiness  as  a  result  of  this 
proposed  sale. 

Transmittal  No.  12-22 

Notice  of  Proposed  Issuance  of  Letter  of 
Offer  Pursuant  to  Section  36(b)(  1)  of  the 
Arms  Export  Control  Act 

Annex — Item  No.  vii 

(vii)  Sensitivity  of  Technology 

1.  This  sale  will  involve  the  release  of 
classified  and  sensitive  technology  to 
the  Kingdom  of  Saudi  Arabia  (KSA).  . 
The  King  Air  350ER-ISR  system  will  be 
classified  up  to  Secret. 

2.  King  Air  350ER:  The  King  Air 
350ER  Intelligence,  Surveillance,  and 
Reconnaissance  (ISR)  aircraft  is  a 


specifically  modified  B350ER  capable  of 
operating  in  austere  environments  while 
providing  real-time  ISR.  It  is  equipped 
with  an  integrated  electro-optical  and 
infrared  (EO/IR),  Eye-safe  Laser  Range 
Finder  and  Laser  Pointer  sensor  suite 
w'hich  gives  it  a  day/night  ISR 
capability.  Additionally,  the  aircraft  will 
have  a  signal  intercept  system  capable 
of  searching,  direction  finding  (geo- 
locating),  collection,  and  on-board 
analysis  of  simple  signals  of  interest  in 
the  very  high  frequency  (VHF)  and  ultra 
high  frequency  (UHF)  broadca.st  bands. 

It  will  also  have  synthetic  aperture  radar 
(SAR)  to  provide  spot  and  strip  ground 
mapping  along  with  ground  moving 
target  indicator  (GMTI)  modes.  It  will 
also  have  two  onboard  workstations  that 
will  control  the  intercept  system  while 
one  workstation  will  control  the  EO/IR 
system.  The  system  wdll  provide  voice 
and  data  communication  with  personnel 
on  the  ground  to  share  collected  data 
(more  details  on  specific  equipment 
lissted  below).  Aircraft  hardware  and 
softw'are  are  Unclassified;  technical  data 
and  documentation  to  be  provided  are 
Unclassified. 

3.  Signals  Intelligence  Collection  and 
Processing  System:  This  will  be  a 
tactical  signals  intelligence  (SIGINT) 
intercept  system  that  will  search, 
direction-find,  geo-locate,  collect,  and 
display  the  relevant  information  to  two 
operators  for  analysis  and  recording. 
Hardware,  software,  technical  data  and 
documentation  provided  could  be 
classified  up  to  Secret. 

4.  Electro-Optical  Infrared  System 
(Wescam  MX-15  or  suitable  substitute): 
This  is  a  gyro-stabilized,  multi-spectral, 
multi-field  of  view  EO/IR  system.  The 
system  provides  color  daylight  TV  and 
night  time  IR  video  with  a  laser  range 
finder  and  laser  pointer  through  use  of 
an  externally  mounted  turret  sensor  unit 
and  internally  mounted  sensor  control. 
Video  imagery  is  displayed  in  the 
aircraft  real  time  and  may  be  recorded 
for  subsequent  ground  analysis. 
Hardware  and  technical  data  and 
documentation  to  be  provided  are 
Unclassified. 

5.  Synthetic  Aperture  Radar  (Selex 
Galileo  Picosar  or  suitable  substitute): 
This  is  an  active  electronically  scanned 
array  (AESA)  radar  providing  strip  and 
spotlight  SAR  imaging  and  ground 
moving  target  indicator  (GMTI) 
capability  for  all-weather  and  wide 
range  surveillance.  Hardware  and 
technical  data  and  documentation  to  be 
provided  are  Unclassified. 

6.  Link  16:  This  is  a  command, 
control,  communications,  and 
intelligence  (C3I)  system  incorporating 
high-capacity,  jam-resistant,  digital 
communication  links  for  exchange  of 
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near  real-time  tactical  information, 
including  both  data  and  voice,  among 
air,  ground,  and  sea  elements.  The  Link 
16  hardware,  publications,  performance 
specifications,  operational  capability, 
parameters,  vulnerabilities  to 
countermeasures,  and  software 
documentation  are  classified  * 

Confidential.  The  classified  information 
to  be  provided  is  necessary  for  the 
operation,  maintenance,  and  repair 
(through  intermediate  level)  of  the  data 
link  terminal,  installed  systems,  and 
related  software. 

7.  Remote  Operation  Video  Enhanced 
Receive  (ROVER):  This  system  allows 
personnel  on  the  ground  to  receive  the 
generated  video  and  overlays,  but  not 
aircraft  overlays^.  This  system  is 
Unclassified  and  has  ncvcritical 
technology. 

8.  Ultra  High  Frequency/Very  High 
Frequency  (UHF/VHF)  Radios  (AN/ 
ARC-210]:  The  ARC  210  IRT-1851A 
(C)]  UHF/VHF  secure  radios  with  HAVE 
QUICK  II  are  voice  communications 
radio  systems  that  can  operate  in  either 
normal,  secure,  and/or  jam-resistant 
modes.  They  can  employ  cryptographic 
technology  that  is  classified  Secret. 
Classified  elements  include  operating 
characteristics,  parameters,  technical 
data,  and  keying  material. 

9.  UHF/VHF  Air-to-Ground-Radio 
(RF-7800M-MP):  This  is  a  wideband  air- 
to-ground  tactical  radio  incorporating 
encrypted  voice  and  data 
communication.  Classified  elements,  up 
to  Secret,  include  operating 
characteristics,  parameters,  technical 
data,  and  keying  material. 

10.  Identification  Friend  or  Foe 
transponder  interrogator  system  (AN/ 
APX-114/119):  This  system  is 
Unclassified  unless  encrypted  Mode  4 
operational  evaluator  parameters,  which 
are  Secret,  are  loaded  into  the 
equipment. 

11.  Inertial  Navigation/Global 
Positioning  System  (INS/GPS)  (LN-100 
orH764G):  This  is  a  highly  accurate 
inertial  navigation  system  with  an 
embedded  GPS  for  blended  GPS/INS, 
free-inertial,  and  GPS  only  navigation 
solutions.  Classified  elements  up  to 
Secret  include  a  Selective  Availability 
Anti-spoofing  Module  (SAASM)  for 
decryption  of  precision  .GPS  signals. 

12.  Counter-Measures  Dispensing 
System  (CMOS)  (AN/ALE-47):  The 
CMOS  is  an  integrated,  threat-adaptive, 
software-programmable  dispensing 
system  capable  of  dispensing  chaff, 
flares,  and  active  radio  frequency 
expendables.  The  threats  countered  by 
the  CMOS  include  radar-directed  anti¬ 
aircraft  artillery  (AAA),  radar  command- 
guided  missiles,  radar  homing-guided 
missiles,  and  infrared  (IR)  guided 


missiles.  The  system  is  internally 
mounted  and  may  be  operated  as  a 
stand-alone  system  or  may  be  integrated 
with  other  on-board  EW  and  avionics 
systems.  The  AN/ALE-47  uses  threat 
data  received  over  the  aircraft  interfaces 
to  assess  the  threat  situation  and  to 
determine  a  response.  Expendable 
routines  tailored  to  the  immediate 
aircraft  and  threat  environment  may  be 
dispensed  using  one  of  four  operational 
modes.  The  hardware  is  Confidential. 
The  software  when  loaded  into  the 
ALE-47  is  classified  Confidential. 
Technical  data  and  documentation  to  be 
provided  are  Unclassified. 

13.  Missile  Launch  Detection  System 
(MLDS)  (AN/AAR-60):  The  MLDS  is  a 
passive,  true  imaging  sensor  device  that 
is  optimized  to  detect  the  radiation 
signature  of  a  threat  missile’s  exhaust 
plume  within  the  Ultra-Violet  (UV)  solar 
blind  spectral  band.  Functionally,  the 
architecture  detects  incoming  missile 
threats  and  indicates  their  direction  of 
arrival  with  the  ‘maximum’  warning 
time.  The  system  is  further  noted  as 
featuring  inherently  high-spatial 
resolution,  advanced  temporal 
processing,  a  very  high  declaration  rate, 
and  the  virtual  elimination  of  false 
alarm  rates,  fast  threat  detection  and  the 
automatic  initiation  of  appropriate 
countermeasures.  Physically,  a  typical 
application  comprises  four  to  six  self- 
contained  detector  units  each  of  which 
provides  full  signal  processing. 
Hardware,  software,  and  technical  data 
and  documentation  to  be  provided  are 
Unclassified. 

14.  Additional  sensitive  areas  include 
operating  manuals  and  maintenance 
technical  orders  containing  performance 
information,  operating  and  test 
procedures,  and  other  information 
related  to  support  operations  and  repair. 
The  hardware,  software,  and  data 
identified  are  classified  to  protect 
vulnerabilities,  design  and  performance 
parameters  and  other  similar  critical 
information. 

15.  If  a  technologically  advanced 
adversary  were  to  obtain  knowledge  of 
the  specific  hardware  and  software,  the 
information  could  be  used  to  develop 
countermeasures,  which  might  reduce 
weapon  system  effectiveness  or  be  used 
in  the  development  of  a  system  with 
similar  or  advanced  capabilities. 

[FR  Doc.  2012-21451  Filed  8-30-12;  8:45  am] 
BILLING  CODE  5001 -06-P 


DEPARTMENT  OF  DEFENSE 

Office  of  the  Secretary 

Advisory  Council  on  Dependents’ 
Education;  Notice  of  Open  Meeting 

agency:  Department  of  Defense 
Education  Activity  (DoDEA),  DoD. 
ACTION:  Open  meeting  notice. 

SUMMARY:  Under  the  provisions  of  the 
Federal  Advisory  Committee  Act  of 
1972,  the  Government  in  the  Sunshine 
Act  of  1976,  the  Department  of  Defense 
announces  that  the  following  Federal 
advisory  committee  meeting  of  the 
Advisory  Council  on  Dependents’ 
Education  will  take  place. 

DATES:  Tuesday,  October  16,  2012, 
Alexandria,  Virginia  (via  Video 
Teleconference  or  Telephone 
Conference),  from  8  a.m.  to  12  p.m.. 
Eastern  Daylight  Savings  Time  (EDST); 
Stuttgart  and  Wiesbaden,  Germany, 
from  2  p.m.  to  6  p.m..  Central  European 
Summer  Time  (CEST);  Okinawa,  Japan, 
from  9  p.m.  to  1  a.m.,  Japan  Standard 
Time  (JST);  Honolulu,  Hawaii,  from  2 
a.m.  to  6  a.m.,  Hawaii-Aleutian 
Standard  Time  (H-AST);  Peachtree  City, 
Georgia,  from  8  a.m.  to  12  p.m..  Eastern 
Daylight  Savings  Time  (EDST). 
ADDRESSES:  4800  Mark  Center  Drive, 
Alexandria,  VA  22350;  USAG  Stuttgart, 
Stuttgart,  Germany;  DoDDS-Europe  Area 
Office,  Wiesbaden,  Germany;  DoDDS- 
Pacific  Area  Office,  Okinawa,  Japan; 
Pacific  Command,  Honolulu,  Hawaii; 
DDESS  Area  Office,  Peachtree  City, 
Georgia. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 

Joel  K.  Hansen  at  (571)  372-5812  or 
Joel.Hansen@hq.dodea.edu. 

SUPPLEMENTARY  INFORMATION: 

Purpose  of  the  Meeting:  Recommend 
to  the  Director,  DoDEA,  general  policies 
for  the  operation  of  the  Department  of 
Defense  Dependents  Schools  (DoDDS); 
to  provide  the  Director  with  information 
about  effective  educational  programs 
and  practices  that  should  be  considered 
by  DoDDS;  and  to  perform  other  tasks  as 
may  be  required  by  the  Secretary  of 
Defense. 

Agenda:  The  meeting  agenda  will 
reflect  current  DoDDS  schools 
operational  status,  educational 
practices,  and  other  educational  matters 
that  come  before  the  Council. 

Public  Accessibility  to  the  Meeting: 
Pursuant  to  5  U.S.C.  552b  and  41  CFR 
102-3.140  through  102-3.165  and  the 
availability  of  space,  this  meeting  is 
open  to  the  public.  Seating  is  limited 
and  is  on  a  first-come  basis.  All 
members  of  the  public  who  wish  to 
attend  the  public  meeting  at  the  Mark 
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Center  must  contact  Mr.  Joel  Hansen  at 
the  number  listed  in  FOR  FURTHER 
INFORMATION  CONTACT  no  later  than  noon 
on  Tuesday,  October  9,  2012,  to  make 
arrangements  for  entrance  to  the  Mark 
Center.  The  public  attendees  should 
arrive  at  the  Mark  Center  no  later  than 
7:30  a.m.  on  October  16.  To  receive 
access  to  the  Mark  Center,  please  come 
prepared  to  present  a  picture 
identification  card. 

Committee’s  Point  of  Contact:  Mr.  Joel 
K.  Hansen  at  (571)  372-5812,  4800  Mark 
Center  Drive,  Alexandria,  VA  22350  or 
JocI.Hansen@hq.dodea.edu. 

Special  Accommodations:  Individuals 
requiring  special  accommodations  to 
access  the  public  meeting  should 
contact  Mr.  Hansen  at  least  five  (5) 
business  days  prior  to  the  meeting  so 
that  appropriate  arrangements  can  be 
made. 

Pursuant  to  41  CFR  102-3.105{j)  and 
102-3.140  and  section  10(a)(3)  of  the 
Federal  Advisory  Committee  Act  of 
1972,  the  public  or  interested 
organizations  may  submit  written 
statements  to  the  Advisory  Council  on 
Dependents’  Education  about  its 
mission  and  functions.  Written 
statements  may  be  submitted  at  any 
time  or  in  response  to  the  stated  agendas 
of  the  planned  meeting  of  the  Advisory 
Council  on  Dependents’  Education. 

All  written  statements  shall  be 
submitted  to  the  Designated  Federal 
Officer  (DFO)  for  the  Advisory  Council 
on  Dependents’  Education,  Mr.  Joel  K. 
Hansen.  4800  Mark  Center  Drive, 
Alexandria,  VA  22350; 
Joel.Hansen@hq.dodea.edu. 

Statements  being  submitted  in 
response  to  the  agendas  mentioned  in 
this  notice  must  be  received  by  the  DFO 
at  the  address  listed  in  FOR  FURTHER 
INFORMATION  CONTACT  at  least  fourteen 
calendar  days  prior  to  the  meeting, 
which  is  the  subject  of  this  notice. 
Written  statements  received  after  this 
date  may  not  be  provided  to  or 
considered  by  the  Advisory  Council  on 
Dependents’  Education  until  its  next 
meeting. 

The  DFO  will  review  all  timely 
submissions  with  the  Advisory  Council 
on  Dependents’  Education  Chairpersons 
and  ensure  they  are  provided  to  all 
members  of  the  Advisory  Council  on 
Dependents’  Education  before  the 
meeting  that  is  the  subject  of  this  notice. 

Oral  Statements  by  the  Public  to  the 
Membership:  Pursuant  to  41  CFR  102- 
3.140(d),  time  will  be  allotted  for  public 
comments  to  the  Advisory  Council  on  ■ 
Dependents’  Education.  Individual 
comments  will  be  limited  to  a  maximum 
of  five  minutes  duration.  The  total  time 
allotted  for  public  comments  will  not 
exceed  thirty  minutes. 


Dated:  Augu.st  28.  2012. 

Aaron  Siegel, 

Alternate  OSD  Federal  Register  Liaison 
Officer,  Department  of  Defense. 

IFR  Doc.  2012-215.34  Filed  8-30-12:  8:45  am] 
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DEPARTMENT  OF  DEFENSE 

Department  of  the  Army 

Advisory  Committee  on  Arlington 
National  Cemetery  (ACANC) 

agency:  Department  of  the  Army,  DoD. 
ACTION:  Notice  of  open  committee 
meeting. 

SUMMARY:  Pursuant  to  the  Federal 
Advisory  Committee  Act  of  1972  (5 
U.S.C.,  Appendix,  as  amended),  the 
Sunshine  in  the  Government  Act  of 
1976  (5  U.S.C.  552b,  as  amended)  and 
41  Code  of  the  Federal  Regulations  (41 
CFR  102-3.  140  through  160),  the 
Department  of  the  Army  announces  the 
following  committee  meeting: 

Name  of  Committee:  Advisory 
Committee  on  Arlington  National 
Cemetery. 

Date  of  Meeting:  Thursday,  September 
13,  2012. 

Time  of  Meeting:  9:30  a.m.-4:00  p.m. 
Place  of  Meeting:  Women  in  Military 
Service  for  America  Memorial, 
Conference  Room,  Arlington  National 
Cemetery,  Arlington,  VA. 

Proposed  Agenda:  Purpose  of  the 
meeting  is  to  approve  minutes  from  the 
previous  meeting  on  March  8,  2012; 
provide  updates  on  the  three 
subcommittees’  efforts;  receive  updates 
from  the  Army  National  Cemeteries 
Program  leadership  and  Arlington 
National  Cemetery’s  Horticulture 
Division;  and  set  the  proposed  calendar 
for  follow-on  meetings. 

Public’s  Accessibility  to  the  Meeting: 
Pursuant  to  5  U.S.C.  552b  and  41  CFR 
102-3.140  through  102-3.165,  and  the 
availability  of  space,  this  meeting  is 
open  to  the  public.  Seating  is  on  a  first- 
come  basis. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lieutenant  Colonel  Stephanie  Ahern; 
stephanie.ahern@us.army.mil  or 
571.256.4325. 

SUPPLEMENTARY  INFORMATION:  The 

following  topics  are  on  the  agenda  for 
discussion: 

o  Army  National  Cemeteries  Program 
leadership  update 
o  Arlington  National  Cemetery 
Horticulture  Division  update 
o  Subcommittee  Activities: 

■  “Honor”  Subcommittee: 

independent  recommendations  of 
methods  to  address  the  long-term 


future  of  Arlington  National 
Cemetery,  including  how  best  to 
extend  the  active  burials  and  on 
what  ANC  should  focus  once  all 
available  space  has  been  used. 

■  “Remember”  Subcommittee: 
recommendations  on  preserving  the 
marble  components  of  the  Tomb  of 
the  Unknown  Soldier,  including  the 
cracks  in  the  large  marble 
sarcophagus,  the  adjacent  marble 
slabs,  and  the  potential  replacement 
of  the  marble  stone  for  the 
sarcophagus  already  gifted  to  the 
Army. 

■  “Explore”  Subcommittee: 
recommendations  on  Section  60 
Mementos  study  and  improving  the 
quality  of  visitors’  experiences,  now 
and  for  geneTations  to  come. 

The  Committee’s  mission  is  to 
provide  the  Secretary  of  Defense, 
through  the  Secretary  of  the  Army, 
independent  advice  and 
recommendations  on  Arlington  National 
Cemetery,  including,  buFnot  limited  to: 

a.  Management  and  operational 
issues,  including  bereavement  practices; 

b.  Plans  and  strategies  for  addressing 
long-term  governance  challenges; 

c.  Resource  planning  and  allocation; 
and 

d.  Any  other  matters  relating  to 
Arlington  National  Cemetery  that  the 
Committee’s  co-chairs,  in  consultation 
with  the  Secretary  of  the  Army,  may 
decide  to  consider. 

Filing  Written  Statement:  Pursuant  to 
41  CFR  102-3. 140d,  the  Committee  is 
not  obligated  to  allow  the  public  to 
speak:  however,  interested  persons  may 
submit  a  written  statement  for 
consideration  by  the  Committee. 

Written  statements  must  be  received  by 
the  Designated  Federal  Officer  at  the 
following  address:  Advisory  Committee 
on  Arlington  National  Cemetery,  Attn: 
Designated  Federal  Officer  (DFO)  (LTC 
Ahern),  Arlington  National  Cemetery, 
Arlington,  Virginia  22211  not  later  than 
5:00  p.m.,  Monday,  September  10,  2012. 
Written  statements  received  after  this 
date  may  not  be  provided  to  or 
considered  by  the  Advisory  Committee 
on  Arlington  National  Cemetery  until 
the  next  open  meeting.  The  Designated 
Federal  Officer  will  review  all  timely 
submissions  with  the  Committee 
Chairperson  and  ensure  they  are 
provided  to  the  members  of  the 
Advisory  Committee  on  Arlington 
National  Cemetery. 

Brenda  S.  Bowen, 

Army  Federal  Register  Liaison  Officer. 

[FR  Doc.  2012-21570  Filed  8-30-12;  8:45  am) 
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DEPARTMENT  OF  DEFENSE 

Department  of  the  Navy 

Notice  of  Public  Meetings  for  the  Draft 
Legislative  Environmental  Impact 
Statement  for  the  Proposed  Renewal  of 
the  Chocolate  Mountain  Aerial 
Gunnery  Range  Land  Withdrawal, 
California 

agency:  Department  of  the  Navy,  DoD. 
Cooperating  Agencies:  Bureau  of 
Reclamation  and  Bureau  of  Land 
Management,  Department  of  the 
Interior. 
action:  Notice. 

SUMMARY:  Pursuant  to  Section  102(2)(c) 
of  the  National  Environmental  Policy 
Act  of  1969  (NEPA)  (42  U.S.C.  4321- 
4370h):  the  Council  on  Environmental 
Quality  regulations  for  implementing 
the  procedural  provisions  of  NEPA  (40 
CFR  1500-1508);  Department  of  the 
Navy  (DoN)  Procedures  for 
Implementing  NEPA  (32  CFR  Part  775); 
and  Marine  Corps  NEPA  directives 
(Marine  Corps  Order  P5090.2A),  the 
DoN,  in  cooperation  with  the  Bureau  of 
Land  Management  (BLM)  and  Bureau  of 
Reclamation,  has  prepared  and  filed 
with  the  U.S.  Environmental  Protection 
Agency  a  Draft  Legislative 
Environmental  Impact  Statement  (LEIS) 
that  evaluates  the  potential 
environmental  consequences  that  may 
result  from  renewing  the  withdrawal  of 
approximately  228,465  acres  of  public 
land  for  continued  use  as  part  of  the 
Chocolate  Mountain  Aerial  Gunnery 
Range  (CMAGR)  in  Imperial  and 
Riverside  counties,  California. 

With  the  filing  of  the  Draft  LEIS,  the 
United  States  Marine  Corps  (USMC)  is 
initiating  a  90-day  public  comment 
period  and  has  scheduled  four  public 
meetings  to  receive  oral  and  written 
comments  on  the  Draft  LEIS.  Federal, 
state,  and  local  agencies;  Native 
American  tribes;  and  interested  parties 
are  encouraged  to  provide  comments  in 
person  at  any  of  the  public  meetings,  or 
in  writing  anytime  during  the  public 
comment  period.  This  notice  announces 
the  dates  and  locations  of  the  public 
meetings  and  provides  supplementary 
information  about  the  environmental 
planning  effort.  These  public  meetings 
also  meet  the  requirement  set  forth  in 
Section  806  of  the  California  Desert 
Protection  Act  for  the  Secretary  of  the 
Navy  to  hold  a  public  hearing  in  the 
State  of  California  to  receive  public 
comments  on  the  Draft  LEIS. 

DATES  AND  ADDRESSES:  The  Draft  LEIS 
public  review  period  will  begin  on 
August  31,  2012  and  end  on  November 
30,  2012.  All  comments  regarding  the 


Draft  LEIS  must  be  received  by 
November  30,  2012  to  ensure  full 
consideration  in  the  Final  LEIS.  Each  of 
the  four  public  meetings  will  be 
conducted  in  an  open  house  meeting 
format.  The  public  meetings  will  be 
held  from  5:30  p.m.  to  8:00  p.m.  on  the 
following  dates  and  at  the  following 
locations: 

1.  October  22,  2012  at  the  Yuma 
County  Library,  2951  S.  21st  Drive, 
Rooms  B-C,  Yuma,  AZ. 

2.  October  23,  2012  at  the  Southwest 
High  School,  2001  Ocotillo  Dr.,  El 
Centro,  CA. 

3.  October  24,  2012  at  the  Mizell 
Senior  Center,  480  South  Sunrise  Way, 
Palm  Springs,  CA. 

4.  October  25,  2012  at  the  Oceanside 
Public  Library,  330  North  Coast 
Highway,  Oceanside,  CA. 

Public  meeting  schedules  pnd 
locations  will  also  be  published  in  local 
newspapers.  The  public  is  invited  to 
attend  these  meetings  to  view  project- 
related  displays:  speak  with  DoN,  the 
USMC,  and  Department  of  the  Interior 
representatives;  and  submit  public 
comments. 

Availability  of  the  Draft  LEIS:  The 
Draft  LEIS  is  available  at  the  project 
Web  site, 

wwiv.chocolatemountainrenevval.com 
and  at  the  following  local  libraries: 

1.  County  Library  (Main  Branch): 

2951  S.  21st  Drive,  Yuma,  AZ. 

2.  Public  Library:  400  Main  Street, 
Brawley,  CA. 

3.  Public  Library  (San  Ysidro  Branch): 
101  W.  San  Ysidro  Blvd.,  San  Diego, 

CA. 

4.  Palo  Verde  Valley  Library:  125 
West  Chanslor  Way,  Blythe,  CA. 

5.  Community  Center  Branch  Library: 
375  South  1st  Street,  El  Centro,  CA. 

Comments:  Attendees  will  be  able  to 
submit  written  comments  at  the  public 
meetings.  A  court  reporter  will  be 
available  to  accept  oral  comments. 

Equal  weight  will  be  given  to  oral  and 
written  statements.  Comments  on  the 
Draft  LEIS  may  be  submitted  by:  (1) 
Attending  one  of  the  public  hearings 
and  providing  oral  or  written  comments, 
(2)  completing  the  comment  form  on  the 
project’s  public  Web  site  at  \vww. 
chocoIatemountainrenewaI.com/ 
Comment/Default.aspx,  or  (3)  by 
sending  a  letter  to  the  CMAGR  LEIS 
Project  Manager  (Attn:  Ms.  Kelly  Finn), 
NAVFAC  Southwest,  1220  Pacific 
Highway,  Building  1  Central  IPT,  San 
Diego,  CA  92132-5190.  All  comments 
must  be  postmarked  or  electronically 
dated  no  later  than  November  30,  2012 
to  ensure  they  become  part  of  the  public 
record.  All  statements  (oral 
transcription  and  written)  submitted 
during  the  public  review  period  will 


become  part  of  the  public  record  on  the 
Draft  LEIS  and  will  be  addressed  in  the 
Final  LEIS.  Before  including  your 
address,  telephone  number,  email 
address,  or  other  personal  identifying 
information  in  your  comment,  please  be 
aware  that  your  entire  comment — 
including  any  personal  identifying 
information — may  be  made  publicly 
available  at  any  time.  Although  requests 
can  be  made  to  withhold  personal 
identifying  information  from  public 
review,  it  may  not  be  possible  to  keep 
this  information  from  disclosure. 

FOR  FURTHER  INFORMATION  CONTACT: 
CMAGR  LEIS  Project  Manager  (Attn: 

Ms.  Kelly  Finn),  NAVFAC  Southwest, 
1220  Pacific  Highway,  Building  1 
Central  IPT,  San  Diego,  CA  92132-5190; 
phone  619-532-4452.  Additional 
supplementary  information  regarding 
the  CMAGR  Draft  LEIS  is  available  at 
chocolatemountainrehewal.com. 
Please  submit  requests  for  special 
assistance,  sign  language  interpretation 
for  the  hearing  impaired,  or  other 
auxiliary  aids  needed  at  the  public 
meetings  to  the  LEIS  Project  Manager  at 
least  five  business  days  before  the 
meeting  date. 

SUPPLEMENTARY  INFORMATION:  A  Notice 
of  Intent  to  prepare  the  Draft  LEIS  was 
published  in  the  Federal  Register  on 
September  24,  2010  (Vol.  75,  No.  185,  p. 
58370). 

Purpose  and  Need:  The  CMAGR  has 
served  as  an  aerial  bombing  and 
gunnery  training  range  since  the  1940s, 
and  currently  provides  approximately 
458,530  acres  (about  716  square  miles) 
of  land  to  support  military  training. 
Training  at  the  CMAGR  is  also 
supported  by  overlying  and  adjacent 
special-use  airspace  that  extends 
laterally  for  several  thousands  of  square 
miles.  The  CMAGR  is  needed  to  provide 
live-fire  training  that  is  essential  for 
developing  and  maintaining  the 
readiness  of  USMC  and  Navy  aviators. 
The  range  is  also  vital  for  training  select 
USMC  and  Navy  land  combat  forces; 
including  Naval  Special  Warfare  (NSW) 
forces.  Among  other  activities,  the 
CMAGR  and  associated  airspace 
supports  training  in  air  combat 
maneuvering  and  tactict.;  close  air 
support  (where  air-to-ground  ordnance 
is  delivered  directly  in  support  of 
friendly  forces);  airborne  laser  system 
operations:  air-to-air  gunnery;  and  air- 
to-ground  bombing,  rocketry,  and 
strafing.  Ground-based  artillery, 
demolition,  small  arms,  and  NSW 
training  are  also  conducted  within  the 
range.  The  CMAGR  is  a  centerpiece  in 
a  much  larger  training  complex  that 
incorporates  adjacent  and  nearby 
special  use  airspaces  and  ranges  to 
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support  full-spectrum  combat 
operations  so  that  Marines  can 
realistically  train  as  they  will  fight. 

The  purpose  of  renewing  the  CMAGR 
land  withdrawal  is  to  retain  the  training 
range.  The  U.S.  military  is  fully  invested 
in  the  principle  that  high  quality 
training  is  essential  to  the  success  and 
survival  of  its  forces  in  combat;  the 
CMAGR  is  needed  to  provide  the  quality 
training  that  provides  a  realistic 
approximation  of  the  conditions  that 
Marines,  sailors,  airmen,  and  soldiers 
will  face  in  combat  as  individuals  and 
in  small  or  large  units.  Access  to  ranges 
that  offer  flexible,  diverse,  and  realistic 
training  is  essential  to  preparing  tactical 
forces  of  the  highest  possible  quality. 
Thus,  the  necessity  of  keeping  the 
CMAGR  fully  in  service  can  best  be 
understood  from  two  main  perspectives: 
(1)  The  necessity  of  providing  high 
quality  training  and  (2)  the  superlative 
qualities  of  the  CMAGR  for  supporting 
that  training. 

Proposed  Action  :  The  Proposed 
Action  is  to  renew  the  military  land 
withdrawal  and  reservation  of  the 
CMAGR.  The  Proposed  Action  includes 
four  elements:  (1)  Defining  a  proposed 
range  boundary  and  land  withdrawal 
area:  (2)  either  a  set  duration  for  tbe 
proposed  land  withdrawal  with  an 
option  for  requesting  a  subsequent 
renewal,  a  land  withdrawal  without  a 
termination  date,  or  transferring  the 
land  to  the  DoN:  (3)  proposals  for 
redefining  DoN  and  BLM  management 
responsibilities  for  the  CMAGR;  and  (4) 
provisions  for  the  disposal  and 
management  of  land  that  is  not  included 
in  the  renewal. 

Alternatives  Considered  in  the  Draft 
LEIS:  A  range  of  alternatives  for  the 
proposed  renewal  and  administration  of 
the  CMAGR  land  withdrawal  were 
developed  in  consideration  of 
comments  received  from  the  public. 
Native  American  tribes,  and  government 
agencies  during  the  scoping  process. 

Four  action  alternatives  (Alternatives  1 
through  4)  would  renew  the  land 
withdrawal  and  keep  the  CMAGR 
available  to  support  militaiy  training. 
The  no-action  alternative  (Alternative  5) 
would  allow  the  current  land 
withdrawal  to  expire  in  October  2014, 
which  would  result  in  the  closure  of  the 
CMAGR  for  military'  training. 

The  Draft  LEIS  evaluates  realigning 
the  CMAGR  boundary  in  three 
locations:  South  of  the  Niland-Blythe 
Road  on  the  eastern  side  of  the  range, 
along  the  Bradshaw  Trail  at  the  northern 
end  of  the  range,  and  along  the  Union 
Pacific  Railroad  (UPRR)  at  the 
southwestern  side  of  the  range.  The 
Bradshaw  Trail  and  UPRR  realignments 
are  proposed  to  align  the  CMAGR 


boundary  with  these  prominent 
geographic  features,  which  would 
increase  public  awareness  of  the 
location  of  the  range  boundary  and 
facilitate  maintenance  of  prohibited 
entry  and  hazardous  area  warning  signs 
along  the  CMAGR  perimeter. 

Two  parcels  of  currently  withdrawn 
BLM  land  located  south  of  the  Niland- 
Blythe  Road,  which  are  not  needed  for 
military  purposes,  are  proposed  to  be 
excluded  from  tbe  withdrawal  renewal. 

Two  alternatives  for  realigning  the 
CMAGR  boundary  along  the  south  side 
of  the  Bradshaw  Trail  are  considered  in 
the  Draft  LEIS.  The  full  Bradshaw  Trail 
realignment  would  align  the  CMAGR 
boundary  along  the  southern  side  of  the 
trail  for  the  entire  36  miles  over  which 
it  intersects  the  range.  The  full 
realignment  would  (1)  release  about  647 
acres  of  DoN  land  and  about  1,924  acres 
of  currently  withdrawn  BLM  land, 
including  the  Bradshaw  Trail  National 
Backcountry  Byway,  north  of  the 
realigned  boundary  from  the  CMAGR 
and  (2)  require  the  first-time  withdrawal 
of  about  530  acres  of  BLM  land  and 
potential  acquisition  of  about  455  acres 
of  private  and  10  acres  of  State  land  to 
the  interior  of  the  new  boundary.  The 
land  proposed  for  release  is  not  needed 
for  military  purposes.  The  partial 
Bradshaw  Trail  realignment  would  align 
the  CMAGR  boundary  along  the 
southern  side  of  an  aggregate  of  about  20 
miles  of  segments  of  the  Bradshaw  Trail 
that  traverse  either  DoN  or  currently 
withdrawn  BLM  land.  This  action 
would  release  about  647  acres  of  DoN 
land  and  about  1,640  acres  of  currently 
withdrawn  BLM  land  from  the  ranges 
that  are  not  needed  for  military’ 
purposes.  The  boundary  would  not  be 
realigned  from  its  present  locations 
where  BLM,  State,  or  private  land  south 
of  the  Bradshaw  Trail  is  not  presently 
part  of  the  CMAGR. 

The  proposed  UPRR  realignment  on 
the  southwestern  side  of  the  CMAGR 
would  follow  the  eastern  side  of  the 
UPRR  right-of-way,  the  northern  side  of 
the  Mesquite  Regional  Landfill  Rail 
Spur  right-of-way,  and  an  existing  road. 
This  action  would  include  (1)  the  first¬ 
time  withdrawal  of  about  11,903  acres 
of  BLM  land  that  are  not  currently  in  the 
CMAGR  and  (2)  the  potential 
acquisition  of  about  658  acres  of  State 
land. 

The  boundary  realignment  proposals 
create  four  boundary  and  land 
withdrawal  alternatives: 

1.  Renew  the  CMAGR  boundary  and 
land  withdrawal  area  without  change 
from  the  existing  condition  (Alternative 
1). 

2.  Renew  the  CMAGR  boundary  and 
land  withdrawal  area  per  the  existing 


conditions  except  incorporate  the  full 
Bradshaw  Trail,  UPRR,  and  south  of 
Niland-Blythe  Road  realignments 
(Alternative  2). 

3.  Renew  the  CMAGR  boundary  and 
land  withdrawal  area  per  the  existing 
conditions  except  incorporate  the  full 
Bradshaw  Trail  and  south  of  Niland- 
Blvthe  Road  realignments  (Alternative 
3).'- 

4.  Renew  the  CMAGR  boundary  and 
land  withdrawal  area  per  the  existing 
conditions  except  incorporate  only  the 
partial  Bradshaw  Trail  realignment 
(Alternative  4). 

The  boundary  realignment  and  land 
withdrawal  area  proposals  of 
Alternatives  2,3,  and  4  would  each 
release  some  BLM  and  DoN  land  from 
the  CMAGR.  Alternatives  considered  for 
the  disposal  and  management  of  land 
released  from  range  include; 

1 .  Released  DoN  land  would  be 
transferred  to  BLM;  BLM  would  manage 
transferred  DoN  and  formerly 
withdrawn  BLM  land  per  FLPMA 
(Alternative  2). 

2.  Released  DoN  land  would  be 
disposed  of  through  existing  General 
Services  Administration  (GSA) 
authorities  and  procedures;  DoN  would 
manage  released  land  per  the  Sikes  Act 
until  disposal  is  complete  and  BLM 
would  manage  formerly  withdrawn 
BLM  land  per  FLPMA  (Alternatives  3 
and  4). 

Three  options  are  proposed  for  the 
duration  of  the  renewed  CMAGR  land 
withdrawal:  20  years  (Alternative  1, 
existing  condition);  25  years 
(Alternatives  2  and  4);  or  indefinite 
(Alternative  3). 

Three  options  are  proposed  for 
administering  federal  land  management 
responsibilities  for  the  DoN  and  BLM 
lands  within  the  current  CMAGR 
boundary  and  for  BLM  land  that  may  be 
included  in  the  range  for  the  first  time 
as  a  part  of  a  proposed  boundary 
realignment.  The  options  include: 

1.  Retain  the  existing  DoN  and  BLM 
management  assignments  within  the 
renewed  CMAGR,  which  provide  that 
the  DoN  is  responsible  for  managing 
DoN  land  in  accordance  with  the  Sikes 
Act  and  the  BLM  is  responsible  for 
managing  BLM  land  in  accordance  with 
the  Federal  Land  Policy  and 
Management  Act  (FLPMA)  (Alternative 
.1,  existing  condition). 

2.  Transfer  management  responsibility 
for  BLM  land  within  the  renewed 
CMAGR  to  the  DoN  for  the  duration  of 
the  land  withdrawal,  which  would 
make  the  DoN  responsible  for  managing 
both  the  DoN  and  withdrawn  BLM 
lands  within  the  range  in  accordance 
with  the  Sikes  Act  (Alternatives  2  and 
4). 
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3.  Transfer  jurisdiction  for  the  BLM 
land  within  the  renewed  CMAGR  to  the 
DoN,  which  would  make  the  DoN 
responsible  for  managing  all  land  within 
the  range  in  accordance  with  the  Sikes 
Act  until  such  time  that  the  need  for  the 
range  may  end  and  it  is  deactivated  and 
closed  (Alternative  3). 

The  no-action  alternative  (Alternative 
5)  would  result  in  the  closure  of  the 
CMAGR  for  military  training.  Selection 
of  this  alternative  would  trigger 
planning  and  actions  to  compensate  for 
the  displacement  of  training  from  the 
range  and  planning  and  actions  for  the 
decommissioning,  decontamination  and 
cleanup,  and  potential  reuse  of  at  least 
portions  of  the  range.  The  BLM  would 
resume  full  administrative 
responsibility  for  about  226,825  acres  of 
currently  withdrawn  BLM  land,  with 
the  possible  exception  of  parcels  that 
the  Secretary  of  the  Interior  may  not  be 
able  to  accept  because  of  potential 
expended  ordnance  contamination.  The 
Secretary  of  the  Navy  would  be 
responsible  for  custodial  management  of 
parcels  with  unacceptable  levels  of 
expended  ordnance  contamination.  The 
Secretary  of  the  Navy  would  also  retain 
administrative  responsibility  for  about 
229,256  acres  of  DoN  land  from  the 
closed  GMAGR  until  such  time  as  a 
portion  or  all  of  that  land  could  be 
transferred  to  another  federal  agency, 
the  State  of  Galifornia,  or  otherwise 
disposed  of  through  existing  GSA 
authorities  and  procedures.  The  State  of 
Galifornia  holds  reversionary  rights  for 
about  11,311  acres  of  DoN  land  in  the 
GMAGR  that  were  acquired  in  fee  from 
the  State.  Galifornia  also  holds  some  or 
all  mineral  rights  on  an  additional 
10,981  acres  of  the  DoD  land. 

Dated:  August  24,  2012. 

C.K.  Chiappetta, 

Lieutenant  Commander,  Office  of  the  Judge 
Advocate  General,  U.S.  Navy,  Federal 
Register  Liaison  Officer. 

[FR  Doc.  2012-21465  Filed  8-30-12:  8:45  am) 

BILLING  CODE  3810-FF-P 


DEPARTMENT  OF  ENERGY  • 

Ultra-Deepwater  Advisory  Committee 

AGENCY:  Office  of  Fossil  Energy, 
Department  of  Energy. 

ACTION:  Notice  of  open  meeting. 

SUMMARY:  This  notice  announces  a 
meeting  of  the  Ultra-Deepwater 
Advisory  Gommittee.  The  Federal 
Advisory  Gommittee  Act  (Pub.  L.  92- 
463,  86  Stat.  770)  requires  that  public 
notice  of  this  meeting  be  announced  in 
the  Federal  Register. 


DATES:  Wednesday,  September  26,  2012, 
8:00  a.m.-5:00  p.m.  (GST). 

ADDRESSES:  Hyatt  North  Houston,  425 
North  Sam  Houston  Parkway  East, 
Houston,  TX  77060. 

FOR  FURTHER  INFORMATION  CONTACT: 

Elena  Melchert,  U.S.  Department  of 
Energy,  Office  of  Oil  and  Natural  Gas, 
Washington,  DG  20585.  Phone:  (202) 
586-5600. 

SUPPLEMENTARY  INFORMATION: 

Purpose  of  the  Committee:  The 
purpose  of  the  Ultra-Deepwater 
Advisory  Gommittee  is  to  provide 
advice  to  the  Secretary  of  Energy  on 
development  and  implementation  of 
programs  related  to  ultra-deepwater 
architecture;  and  to  provide  comments 
and  recommendations  and  priorities  for 
the  Department  of  Energy  Annual  Plan 
per  requirements  of  the  Energy  Policy 
Act  of  2005,  Title  IX,  Subtitle  ),  Section 
999D. 

Tentative  Agenda 

September  26,  2012 

7:30  a.m.-8:00  a.m.  Registration. 

8:00  a.m.-12:00  p.m.  Gall  to  Order, 
Welcome,  Introductions,  Opening 
Remarks,  Overview  of  the  Oil  and  Gas 
Ultra-Deepwater  Research  Portfolio. 

1:00  p.m.-4:45  p.m.  Overview  of  Draft 
2013  Annual  Plan. 

4:45  p.m.-5:00  p.m.  Public 
Gomments,  if  any. 

5:00  p.m.  Adjourn. 

Public  Participation:  The  meeting  is 
open  to  the  public.  The  Designated 
Federal  Officer  and  the  Ghairman  of  the 
Gommittee  will  lead  the  meeting  for  the 
orderly  conduct  of  business.  If  you 
would  like  to  file  a  written  statement 
with  the  Gommittee,  you  may  do  so 
either  before  or  after  the  meeting.  If  you 
would  like  to  make  oral  statements 
regarding  any  of  the  items  on  the 
agenda,  you  should  contact  Elena 
Melchert  at  the  telephone  number  listed 
above.  You  must  make  your  request  for 
an  oral  statement  at  least  three  business 
days  prior  to  the  meeting,  and 
reasonable  provisions  will  be  made  to 
include  all  who  wish  to  speak.  Public 
comment  will  follow  the  three  minute 
rule. 

Minutes:  The  minutes  of  this  meeting 
will  be  available  for  public  review  and 
copying  within  60  days  at  the  following 
Web  site:  www.fossiI.energy.gov/ 
programs/oilgas/advisorycommittees/ 
UltraDeepwater.html. 

Issued  at  Washington,  DC,  on  August  27, 
2012. 

LaTanya  R.  Butler, 

Acting  Deputy  Committee  Management 
Officer. 

[FR  Doc.  2012-21547  Filed  8-30-12;  8:45  am) 

BILLING  CODE  6450-01 -P 


DEPARTMENT  OF  ENERGY 

Unconventional  Resources 
Technology  Advisory  Committee 

agency:  Department  of  Energy,  Office  of 
Fossil  Energy. 

ACTION:  Notice  of  open  meeting. 

SUMMARY:  This  notice  announces  a 
meeting  of  the  Unconventional 
Resources  Technology  Advisory 
Gommittee.  The  Federal  Advisory 
Gommittee  Act  (Pub.  L.  92-463,  86  Stat. 
770)  requires  that  public  notice  of  this 
meeting  be  announced  in  the  Federal 
Register. 

DATES:  Tuesday,  September  25,  8:00 
a.m.-5:00  p.m.  (GST). 

ADDRESSES:  Hyatt  North  Houston,  425 
North  Sam  Houston  Parkway  East, 
Houston,  TX  77060. 

FOR  FURTHER  INFORMATION  CONTACT: 

Elena  Melchert,  U.S.  Department  of 
Energy,  Office  of  Oil  and  Natural  Gas, 
Washington,  DG  20585.  Phone:  (202) 
586-5600. 

SUPPLEMENTARY  INFORMATION: 

Purpose  of  the  Committee:  The 
purpose  of  the  Unconventional 
Resources  Technology  Advisory 
Gommittee  is  to  provide  advice  to  the 
Secretary  of  Energy  on  development  and 
implementation  of  programs  related  to 
onshore  unconventional  natural  gas  and 
other  petroleum  resources;  and  to 
provide  comments  and 
recommendations  and  priorities  for  the 
Department  of  Energy  Annual  Plan  per 
requirements  of  the  Energy  Policy  Act  of 
2005,  Title  IX,  Subtitle  ),  Section  999D. 

Tentative  Agenda 

September  25,  2012 

7;30  a.m.-8;00  a.m.  Registration. 

8:00  a.m -12:00  p.m.  Gall  to  Order, 
Welcome,  Introductions,  Opening 
Remarks,  Overview  of  the  Oil  and  Gas 
Unconventional  Research  Portfolio 
(Unconventional  Resources,  Small 
Producers,  and  NETL  Gomplementary 
Research), 

1:00  p.m.-4:45  p.m.  Overview  of  Draft 
2013  Annual  Plan. 

4:45  p.m.-5:00  p.m.  Public 
Gomments,  if  any. 

5:00  p.m.  Adjourn. 

Public  Participation:  The  meeting  is 
open  to  the  public.  The  Designated 
Federal  Officer  and  the  Ghairman  of  the 
Gommittee  will  lead  the  meeting  for  the 
orderly  conduct  of  business.  If  you 
would  like  to  file  a  written  statement 
with  the  Gommittee,  you  may  do  so 
either  before  or  after  the  meeting.  If'you 
would  like  to  make  oral  statements 
regarding  any  of  the  items  on  the 
agenda,  you  should  contact  Elena 
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Melchert  at  the  telephone  number  listed 
above.  You  must  make  your  request  for 
an  oral  statement  at  least  three  business 
days  prior  to  the  meeting,  and 
reasonable  provisions  will  be  made  to 
include  all  who  wish  to  speak.  Public 
comment  wdll  follow  the  three  minute 
rule. 

Minutes:  The  minutes  of  this  meeting 
will  be  available  for  public  review  and 
copying  within  60  days  at  the  following 
Web  site;  w'ww. fossil. energy. gov/ 
programs/oilgas/advisorycommittees/ 
Uncon  ven  tionalResources.  h  tml. 

Issued  at  Washington,  DC,  on  August  27, 
2012. 

LaTanya  R.  Butler, 

Acting  Deputy  Committee  Management 
Officer. 

|FR  Dot:.  2012-21549  Filed  8-30-12:  8:45  am) 
BILUNG  CODE  6450-01 -P 

DEPARTMENT  OF  ENERGY 

Environmental  Management  Site- 
Specific  Advisory  Board,  Northern  New 
Mexico 

agency:  Department  of  Energy. 

ACTION:  Notice  of  open  meeting. 

SUMMARY:  This  notice  announces  a 
meeting  of  the  Environmental 
Management  Site-Specific  Advisory 
Board  (EM  SSAB),  Northern  New 
Mexico.  The  Federal  Advisory 
Committee  Act  (Pub.  L.  92—463,  86  Stat. 
770)  requires  that  public  notice  of  this 
meeting  be  announced  in  the  Federal 
Register. 

DATES:  Wednesday,  September  26,  2012, 
1:00  p.m.-7:00  p.m. 

ADDRESSES;  Sagebrush  Inn  and 
Conference  Center,  1508  Paseo  Del 
Pueblo  Sur,  Taos,  NM  87571. 

FOR  FURTHER  INFORMATION  CONTACT: 
Menice  Santistevan,  Northern  New 
Mexico  Citizens’  Advisory  Board 
(NNMCAB),  94  Cities  of  Gold  Road, 
Santa  Fe,  NM  87506.  Phone  (505)  995- 
0393;  Fax  (505)  989-1752  or  Email: 
msantistevan@doeaI.gov. 

SUPPLEMENTARY  INFORMATION; 

Purpose  of  the  Board:  The  purpose  of 
the  Board  is  to  make  recommendations 
to  DOE-EM  and  site  management  in  the 
areas  of  environmental  restoration, 
waste  management,  and  related 
activities. 

Tentative  Agenda 

1:00  p.m.  Call  to  Order  by  Deputy 

Designated  Federal  Officer  (DDFO), 
Ed  Worth 

•  Establishment  of  a  Quorum:  Roll 
Call  and  Excused  Absences,  Staff 

•  Welcome  and  Introductions,  Ralph 


Phelps,  Chair 

•  Approval  of  Agenda  and  August  29, 
2012  Meeting  Minutes 

1:30  p.m.  Public  Comment  Period 
1:45  p.m.  Old  Business 

•  Written  Reports 

•  Other  Items 

2:00  p.m.  New  Business 

•  Consideration  and  Action  on  Fiscal 
Year  (FY)  2013  Committee  Work 
Plans 

•  Discuss  Meeting  Locations  and 
Schedule  for  2013 

•  Appoint  Ad  Hoc  Committee  for 
Annual  Self-Evaluation 

2:30  p.m.  Items  from  the  DDFO,  Ed 
Worth 

•  Update  from  DOE 

•  Other  Items 
2:45  p.m.  Break 

3:00  p.m.  Presentation  of  FY  2013  Work 
Priorities,  New  Mexico 
Environment  Department  (NMED) 
and  DOE 

4:00  p.m.  Items  ft-om  Liaison  Members 

•  Los  Alamos  National  Laboratory, 
Bruce  Schappell 

•  Environmental  Protection  Agency 
(Region  6),  Ed  Worth  for  Rich 
Mayer 

•  Data  Input  and  Validation  and 
Verification  Process 

4:15  p.m.  Update  on  Chromium 
5:00  p.m.  Dinner  Break  on  the  Patio 
6:00  p.m.  Public  Comment  Period 
6:15  p.m.  Consideration  and  Action  on 
Draft  Recommendation(s)  to  DOE, 
Ralph  Phelps 

6:45  p.m.  Wrap-Up  and  Comments  from 
Board  Members,  Ralph  Phelps 
7:00  p.m.  Adjourn,  Ed  Worth,  DDFO 

Puhlic  Participation:  The  EM  SSAB, 
Northern  New  Mexico,  welcomes  the 
attendance  of  the  public  at  its  advisory 
committee  meetings  and  will  make 
every  effort  to  accommodate  persons 
with  physical  disabilities  or  special 
needs.  If  you  require  special 
accommodations  due  to  a  disability, 
please  contact  Menice  Santistevan  at 
least  seven  days  in  advance  of  the 
meeting  at  the  telephone  number  listed 
above.  Written  statements  may  be  filed 
with  the  Board  either  before  or  after  the 
meeting.  Individuals  who  wish  to  make 
oral  statements  pertaining  to  agenda 
items  should  contact  Menice 
Santistevan  at  the  address  or  telephone 
number  listed  above.  Requests  must  be 
received  five  days  prior  to  the  meeting 
and  reasonable  provision  will  be  made 
to  include  the  presentation  in  the 
agenda.  The  Deputy  Designated  Federal 
Officer  is  empowered  to  conduct  the 
meeting  in  a  fashion  that  will  facilitate 
the  orderly  conduct  of  business. 
Individuals  wishing  to  make  public 
comments  will  be  provided  a  maximum 
of  five  minutes  to  present  their 
comments. 


Minutes:  Minutes  will  be  available  by 
writing  or  calling  Menice  Santistevan  at 
the  address  or  phone  number  listed 
above.  Minutes  and  other  Board 
documents  are  on  the  Internet  at: 
http:/ /vvwa\'.nnmcab.energy. gov/ . 

Issued  at  Washington,  DC,  on  August  27, 
2012. 

LaTanya  R.  Butler, 

Acting  Deputy  Committee  Management 
Officer. 

[FR  Doc.  2012-21554  Filed  8-30-12;  8:45  am) 

BILLING  CODE  6450-01-P 

DEPARTMENT  OF  ENERGY 

Environmental  Management  Site- 
Specific  Advisory  Board,  Idaho 
National  Laboratory 

agency:  Department  of  Energy. 

ACTION:  Notice  of  open  meeting. 

SUMMARY:  This  notice  announces  a  ■ 
meeting  of  the  Environmental 
Management  Site-Specific  Advisory 
Board  (EM  SSAB),  Idaho  National 
Laboratory.  The  Federal  Advisory 
Committee  Act  (Pub.  L.  92—463,  86  Stat. 
770)  requires  that  public  notice  of  this 
meeting  be  announced  in  the  Federal 
Register. 

DATES:  Thursday,  September  20,  2012, 
8:00  a.m.-5:00  p.m. 

Opportunities  for  public  participation 
will  be  from  11:00  a.m.  to  11:15  a.m. 
and  from  3:15  p.m.  to  3:45  p.m. 

These  times  are  subject  to  change; 
please  contact  the  Federal  Coordinator 
(below)  for  confirmation  of  times  prior 
to  the  meeting. 

ADDRESSES:  Sun  Valley  Inn,  1  Sun 
Valley  Road,  Sun  Valley,  Idaho  83402. 
FOR  FURTHER  INFORMATION  CONTACT: 
Robert  L.  Pence,  Federal  fcoordinator. 
Department  of  Energy,  Idaho  Operations 
Office,  1955  Frempnt  Avenue,  MS- 
1203,  Idaho  Falls,  Idaho  83415.  Phone 
(208)  526-6518;  Fax (208)  526-8789  or 
email:  pencerI@id.doe.gov  or  visit  the 
Board’s  Internet  home  page  at:  http:// 
inlcab.energy.gov/. 

SUPPLEMENTARY  INFORMATION: 

Purpose  of  the  Board:  The  purpose  of 
the  Board  is  to  make  recommendations 
to  DOE-EM  and  site  management  in  the 
areas  of  environmental  restoration, 
waste  management,  and  related 
activities. 

Tentative  Topics  (agenda  topics  may 
change  up  to  the  day  of  the  meeting; 
please  contact  Robert  L.  Pence  for  the 
most  current  agenda): 

•  Recent  Public  Involvement  and 
Outreach 

•  Progress  to  Cleanup  Status 
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•  Integrated  Waste  Treatment  Unit 
Investigation  Report  and  Corrective  • 
Actions 

•  Idaho  Treatment  Group  Recovery 
Plan/Projected  Performance  Status 

•  Small  Business  Subcontracting 
Programs — INL  Contractors  &  DOE- 
Idaho 

•  Accelerated  Retrieval  Project  Status — 
Projected  Execution 

•  Idaho  Cleanup  Project  (ICP)  Contract 
Accomplishments 

•  ICP  Contract  Closeout  Process 
Public  Participation:  The  EM  SSAB, 

Idaho  National  Laboratory,  welcomes 
the  attendance  of  the  public  at  its 
advisory  committee  meetings  and  will 
make  every  effort  to  accommodate 
persons  with  physical  disabilities  or 
special  needs.  If  you  require  special 
accommodations  due  to  a  disability, 
please  contact  Robert  L.  Pence  at  least 
seven  days  in  advance  of  the  meeting  at 
the  phone  number  listed  above.  Written 
statements  may  be  filed  with  the  Board 
either  before  or  after  the  meeting. 
Individuals  who  wish  to  make  oral 
presentations  pertaining  to  agenda  items 
should  contact  Robert  L.  Pence  at  the 
address  or  telephone  number  listed 
above.  The  request  must  be  received  five 
days  prior  to  the  meeting  and  reasonable 
provision  will  be  made  to  include  the 
presentation  in  the  agenda.  The  Deputy 
Designated  Federal  Officer  is 
empowered  to  conduct  the  meeting  in  a 
fashion  that  will  facilitate  the  orderly 
conduct  of  business.  Individuals 
wishing  to  make  public  comments  will 
be  provided  a  maximum  of  five  minutes 
to  present  their  comments. 

Minutes:  Minutes  will  be  available  by 
writing  or  calling  Robert  L.  Pence, 
Federal  Coordinator,  at  the  address  and 
phone  number  listed  above.  Minutes 
will  also  be  available  at  the  following 
Web  site:  http://inlcab.energy.gov/ 
pages/ meetings. php. 

Issued  at  Washington,  DC,  on  August  27, 
2012. 

LaTanya  R.  Butler, 

Acting  Deputy  Committee  Management 
Officer. 

(FR  Doc.  2012-21550  Filed  8-30-12;  8:45  am] 
BILLING  CODE  645<M)1-P 


DEPARTMENT  OF  ENERGY 

Environmental  Management  Site- 
Specific  Advisory  Board,  Savannah 
River  Site 

agency:  Department  of  Energy. 
ACTION:  Notice  of  open  meeting. 

SUMMARY:  This  notice  announces  a 
meeting  of  the  Environmental 
Management  Site-Specific  Advisory 


Board  (EM  SSAB),  Savannah  River  Site. 
The  Federal  Advisory  Committee  Act 
(Pub.  L.  92-463,  86  Stat.  770)  requires 
that  public  notice  of  this  meeting  be 
announced  in  the  Federal  Register. 

DATES:  Monday,  September  24,  2012, 

1:00  p.m.-5:00  p.m.;  Tuesday, 

September  25,  2012,  8:30  a.m.-4:30  p.m. 
ADDRESSES:  The  Marriott  Charleston, 

170  Lockwood  Boulevard,  Charleston, 

SC  29403. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gerri  Flemming,  Office  of  External 
Affairs,  Department  of  Energy, 

Savannah  River  Operations  Office,  P.O. 
Box  A,  Aiken,  SC  29802;  Phone:  (803) 
952-7886. 

SUPPLEMENTARY  INFORMATION:  Purpose  of 
the  Board:  The  purpose  of  the  Board  is 
to  make  recommendations  to  DOE-EM 
and  site  management  in  the  areas  of 
environmental  restoration,  waste 
management,  and  related  activities. 

Monday,  September  24,  2012 

1:00  p.m.  Combined  Committees 
Session 

5:00  p.m.  Adjourn 
Tuesday,  September  25,  2012 

8:30  a.m.  Approval  of  Minutes,  Agency 
Updates 

Public  Comment  Session 
Facilities  Disposition  and  Site 
Remediation  Committee  Report 
Nuclear  Materials  Committee  Report 
Public  Comment  Session 
12:30  p.m.  Lunch  Break 
1:30  p.m.  Waste  Management 
Committee  Report 
Administrative  Committee  Report 
Strategic  and  Legacy  Management 
Committee  Report 
Public  Comment  Session 
4:30  p.m.  Adjourn 
Public  Participation:  The  EM  SSAB, 
Savannah  River  Site,  welcomes  the 
attendance  of  the  public  at  its  advisory 
committee  meetings  and  will  make 
every  effort  to  accommodate  persons 
with  physical  disabilities  or  special 
needs.  If  you  require  special 
accommodations  due  to  a  disability, 
please  contact  Gerri  Flemming  at  least 
seven  days  in  advance  of  the  meeting  at 
the  phone  number  listed  above.  Written 
statements  may  be  filed  with  the  Board 
either  before  or  after  the  meeting. 
Individuals  who  wish  to  make  oral 
statements  pertaining  to  agenda  items 
should  contact  Gerri  Flemming’s  office 
at  the  address  or  telephone  listed  above. 
Requests  must  be  received  five  days 
prior  to  the  meeting  and  reasonable 
provision  will  be  made  to  include  the 
presentation  in  the  agenda.  The  Deputy^ 
Designated  Federal  Officer  is 
empowered  to  conduct  the  meeting  in  a 


fashion  that  will  facilitate  the  orderly 
conduct  of  business.  Individuals 
wishing  to  make  public  comments  will 
be  provided  a  maximum  of  five  minutes 
to  present  their  comments. 

Minutes:  Minutes  will  be  available  by 
writing  or  calling  Gerri  Flemming  at  the 
address  or  phone  number  listed  above. 
Minutes  will  also  be  available  at  the 
following  Web  site:  http://cab.srs.gov/ 
srs-cab.html. 

Issued  at  Washington,  DC,  on  August  28, 
2012. 

LaTanya  R.  Butler, 

Acting  Deputy  Committee  Management 
Officer. 

[FR  Doc.  2012-21555  Filed  8-30-12;  8:45  am| 

BILLING  CODE  6450-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

Combined  Notice  of  Filings  #1 

Take  notice  that  the  Commission 
received  the  following  electric  corporate 
filings; 

Docket  Numbers:  EG12-136-000. 
Applicants:  PacifiCorp. 

Description:  Application  of  PacifiCorp 
for  Approval  of  Acquisition  of 
Jurisdictional  Assets  from  Brigham  City 
Corporation. 

Filed  Date:  8/22/12. 

Accession  Number:  20120822-5125. 
Comments  Due:  5  p.m.  ET  9/12/12. 
Take  notice  that  the  Commission 
received  the  following  electric  rate 
filings: 

Docket  Numbers:  ERlO-3069— 003; 
ERlO-3070-003. 

Applicants:  Alcoa  Power  Generating, 
Inc.,  Alcoa  Power  Marketing  LLC. 

Description:  Alcoa  Power  Generating 
Inc.,  et  al.  submits  supplement  to 
Updated  Market  Power  Analysis. 

Filed  Date:  8/23/12. 

Accession  Number:  20120823-5025. 
Comments  Due:  5  p.m.  ET  9/13/12. 
Docket  Numbers:  ERl  1-4267-001; 
ERll-4270-001;  ERl  1-4269-001; 
ERll-4268-001:  ERll-113-001. 

Applicants:  Algonquin  Northern 
Maine  Gen  Co.,  Algonquin  Tinker  Gen 
Co.,  Algonquin  Energy  Services  Inc., 
Granite  State  Electric  Company,  Sandy 
Ridge  Wind,  LLC,  Algonquin  Windsor 
Locks  LLC. 

Description:  Algonquin  Energy 
Services  Inc.,  et  al.  submits  supplement 
to  Notice  of  Change  in  Status. 

Filed  Date:  8/22/12. 

Accession  Number:  20120822-5130. 
Comments  Due:  5  p.m.  ET  9/12/12. 
Docket  Numbers:  ER12-1266-003. 
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Applicants:  Midwest  Independent 
Transmission  System  Operator,  Inc. 

Description:  8-20-\2  745  Compliance 
to  be  effective  6/12/2012. 

Filed  Date:  8/2\/\2. 

Accession  Miimber:  20120821-5137. 
Comments  Due:  5  p.m.  ET  9/11/12. 
Docket  S'umbers:  ERl 2-1457-003. 
Applicants:  Southern  California 
Edison  Company. 

Description:  GIA  and  Service 
Agreement  with  San  Gorgonio  Farms, 

Inc.  to  be  effective  3/23/2012. 

Filed  Date:  8/23/12. 

Accession  Number:  20120823-5000. 
Comments  Due:  5  p.m.  ET  9/13/12. 
Docket  Numbers:  ERl  2-2502-000. 
Applicants:  PacifiCorp. 

Description:  Deseret  ARTSOA  Rev  5 
to  be  effective  10/22/2012. 

Filed  Date:  8/22/12. 

Accession  Number:  20120822-5062. 
Comments  Due:  5  p.m.  ET  9/12/12. 
Docket  Numbers:  ERl  2-2503-000. 
Applicants:  PJM  Interconnection. 
L.L.C. 

Description:  Queue  No.  X2-076; 
Second  Revised  Service  Agreement  Nos. 
3154  and  3155  to  be  effective  7/23/2012. 
Filed  Date:  8/22/12. 

Accession  Number:  20120822-5102. 
Comments  Due:  5  p.m.  ET  9/12/12. 
Docket  Nuiiibers:  ERl  2-2504-000. 
Applicants:  VVestar  Energy,  Inc. 
Description:  Notice  of  Cancellation  of 
certain  designated  Rate  Schedules  to  be 
effective  6/15/2011. 

Filed  Date:  8/21/12. 

Accession  Number:  20120821-5136. 
Comments  Due:  5  p.m.  ET  9/11/12. 
The  filings  are  accessible  in  the 
Commission’s  eLibrar\'  system  by 
clicking  on  the  links  or  querying  the 
docket  number. 

Any  person  desiring  to  intervene  or 
protest  in  any  of  the  above  proceedings 
must  file  in  accordance  with  Rules  211 
and  214  of  the  Commission’s 
Regulations  (18  CFR  385.211  and 
385.214)  on  or  before  5:00  p.m.  Eastern 
time  on  the  specified  comment  date. 
Protests  may  be  considered,  but 
intervention  is  necessary  to  become  a 
party  to  the  proceeding. 

eFiling  is  encouraged.  More  detailed 
information  relating  to  filing 
requirements,  inter\'entions,  protests, 
service,  and  qualifying  facilities  filings 
can  be  found  at:  http:/ /www. fere. gov/ 
docs-filing/efiling/filing-req.pdf.  F or 
other  information,  call  (866)  208-3676 
(toll  free).  For  TTY.  call  (202)  502-8659. 

Dated:  August  23,  2012. 

Nathaniel ).  Davis,  Sr., 

Deputy  Secretary. 

IFR  Doc.  2012-21517  Filed  ft-30-12;  8:45  ami 
BILLING  CODE  6717-<)1-P 


Federal  Energy  Regulatory 
Commission 

Combined  Notice  of -Filings  #2 

Take  notice  that  the  Commission 
received  the  following  electric  rate 
filings: 

Docket  Numbers:  ER12-2201-001. 
Applicants:  Harvest  II  VVindfarm, 

LLC. 

Description:  Supplement  to 
Application  for  Market-Based  Rate 
Authorization  to  be  effective  9/1/2012. 
Filed  Date:  8/22/12. 

Accession  Number:  20120822-5068. 
Comments  Due:  5  p.m.  ET  9/5/12. 
Docket  Numbers:  ERl 2-231 1-001. 
Applicants:  Beebe  Renewable  Energv, 
LLC. 

Description:  Supplement  to 
Application  for  Market-Based  Rate 
Authorization  to  be  effective  9/24/2012. 
Filed  Date:  8/22/12. 

Accession  Number:  20120822-5070. 
Comments  Due:  5  p.m.  ET  9/12/12. 
Take  notice  that  the  Commission 
received  the  following  electric  securities 
filings: 

Docket  Numbers:  ESI 2-47-000. 
Applicants:  ISO  New  England  Inc. 
Description:  Supplemental 
Information  of  ISO  New  England  Inc. 
Filed  Date:  8/22/12. 

Accession  Number:  20120822-5081. 
Comments  Due:  5  p.m.  ET  9/03/12. 
Docket  Numbers:  ES12-48-000. 
Applicants:  ISO  New  England  Inc. 
Description:  Supplemental 
Information  of  ISO  New  England  Inc. 
Filed  Date:  8/22/12. 

Accession  Number:  20120822-5080. 
Comments  Due:  5  p.m.  ET  9/03/12. 
The  filings  are  accessible  in  the 
Commission’s  eLibrary  system  by 
clicking  on  the  links  or  querying  the 
docket  number. 

Any  person  desiring  to  intervene  or 
protest  in  any  of  the  above  proceedings 
must  file  in  accordance  with  Rules  211 
and  214  of  the  Commission’s 
Regulations  (18  CFR  385.211  and 
385.214)  on  or  before  5  p.m.  Eastern 
time  on  the  specified  comment  date. 
Protests  may  be  considered,  but 
intervention  is  necessary  to  become  a 
party  to  the  proceeding. 

eFiling  is  encouraged.  More  detailed 
information  relating  to  filing 
requirements,  interventions,  protests, 
service,  and  qualifying  facilities  filings 
can  be  found  at:  http://www.ferc.gov/ 
docs-filing/efiling/filing-req.pdf.  For 
other  information,  call  (866)  208-3676 
(toll  free).  For  TTY,  call  (202)  502-8659. 


Dated:  August  22,  2012. 

Nathaniel  ].  Davis,  Sr., 

Deputy  Secretary. 

[FR  Doc.  2012-21516  Filed  8-30-12:  8:45  am| 
BILLING  CODE  671 7-01 -P 

DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

Combined  Notice  of  Filings  #1 

Take  notice  that  the  Commission 
received  the  following  exempt 
wholesale  generator  filings: 

Docket  Numbers:  EG12-101-000. 
Applicants:  Anacacho  Wind  Farm, 
LLC. 

Description:  Notice  of  Self- 
Certification  of  Exempt  Wholesale 
Generator  Status  of  Anacacho  Wind 
Farm,  LLC. 

Filed  Date:  8/22/12. 

Accession  Number:  20120822-5052. 
Comments  Due:  5  p.m.  ET  9/12/12. 
Take  notice  that  the  Commission 
received  the  following  electric  rate 
filings: 

Docket  Numbers:  ERlO-2606-001; 
ERlO-2609-001. 

App/icanfs;  Consolidated  Water 
Power  Company:  Escanaba  Paper 
Company. 

Description:  Consolidated  Water 
Power  Company,  et.  Al.  submits 
Amendment  to  its  Market  Based  Tariff 
filings. 

Filed  Date:  8/17/12. 

Accession  Number:  20120817-5103. 
Comments  Due:  5  p.m.  ET  9/7/12. 
Docket  Numbers:  ERIO— 2794-006; 
ERlO-2849-005;  ERl  1-2028-006; 

ERl  1-3642-005;  ER12-1825-003. 

Applicants:  EDF  Trading  North 
America,  LLC;  EDF  Industrial  Power 
Services  (NY),  LLC;  EDF  Industrial 
Power  Services  (IL),  LLC;  Tanner  Street 
Generation,  LLG;  EDF  Industrial  Power 
Services  (CA),  LLC. 

Description:  Notice  of  Non-Material 
Change  in  Status  of  EDF  Trading  North 
America,  LLC,  et  al. 

Filed  Date:  8/22/12. 

Accession  Number:  20120822-5057. 
Comments  Due:  5  p.m.  ET  9/12/12. 
Docket  Numbers:  ER12-2237-002. 
Applicants:  Dunkirk  Power  LLC. 
Description:  Dunkirk  Power  LLC 
submits  tariff  filing  per  35.17  (b):  Filing 
to  Continue  to  Hold  in  Abeyance  to  be 
effective  12/31/9998. 

Filed  Date:  8/22/12. 

Accession  Number:  20120822-5000. 
Comments  Due:  5  p.m.  ET  9/12/12. 
Docket  Numbers:  ER12-2261-000. 
Applicants:  Russell  City  Energy 
Company,  LLC. 
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Description:  Russell  City  Energy 
Company,  LLC  submits  Supplement  to 
its  July  18,  2012  Application  for  market- 
based  rate  authorization. 

Filed  Date:  8/17/12. 

Accession  Number:  20120817-5171. 

Comments  Due:  5  p.m.  ET  9/7/12. 

Docket  Numbers:  ERl 2-24 13-000. 

Applicants:  Energy  Alternatives 
Wholesale,  LLC. 

Description:  Amendment  to 
Application  for  Market-Based  Rate 
Authority  of  Energy  Alternatives 
Wholesale,  LLC  and  Request  for 
Shortened  Notice  Period. 

Filed  Date:  8/15/12. 

Accession  Number:  20120815-5136. 

Comments  Due:  5  p.m.  ET  9/5/12. 

Docket  Numbers:  ERl 2-2498-000. 

Applicants:  Alpaugh  50,  LLC.  - 

Description:  Amendment  to 
Applications  for  Market-Based  Rate 
Authorization  to  be  effective  8/25/2012. 

Filed  Date:  8/21/12. 

Accession  Number:  20120821-5115. 

Comments  Due:  5  p.m.  ET  9/11/12.  • 

Docket  Numbers:  ERl 2-2499-000. 

Applicants:  Alpaugh  North,  LLC. 

Description:  Amendment  to 
Applications  for  Market-Based  Rate 
Authorization  to  be  effective  8/25/2012. 

Filed  Date:  8/21/12. 

Accession  Number:  20120821-5116. 

Comments  Due:  5  p.m.  ET  9/11/12. 

Docket  Numbers:  ERl  2-2500-000. 

Applicants:  Midwest  Independent  . 
Transmission  System  Operator,  Inc. 

Description:  Midwest  Independent 
Transmission  System  Operator,  Inc. 
submits  tariff  filing  per  35.13(aK2)(iii: 
SA  2468  Sugar  Creek-Ameren  GIA  J034 
to  be  effective  8/11/2012. 

Filed  Date:  8/10/12. 

Accession  Number:  20120810-5182. 

Comments  Due:  5  p.m.  ET  8/31/12. 

Docket  Numbers:  ER12-2501-000. 

Applicants:  Southern  California 
Edison  Company. 

Description:  Southern  California 
Edison  Company  submit^  tariff  filing 
per  35.13(a)(2)(iii:  GIA  and  Distribution 
Service  Agreement  SunEdison  Utility 
Solutions,  LLC  to  be  effective  8/23/ 
2012. 

Filed  Date:  8/22/12. 

Accession  Number:  20120822-5054. 

Comments  Due:  5  p.m.  ET  9/12/12. 

Take  notice  that  the  Commission 
received  the  following  qualifying 
facility  filings: 

Docket  Numbers:  QFl 2-344-000. 

Applicants:  Mosaic  Fertilizer,  LLC. 

Description:  Form  556  of  Mosaic 
Fertilizer,  LLC. 

Filed  Date:  4/25/12. 

Accession  Number:  20120425-5087. 

Comments  Due:  5  p.m.  ET  9/3/12. 


Docket  Numbers:  QF12-380-000. 

Applicants:  Roquette  America,  Inc. 

Description:  Roquette  America’s 
application  for  Qualifying  Facility 
Status  for  Coal  Cogeneration  Facility 
located  in  Keokuk  Iowa. 

Filed  Date:  5/18/12. 

Accession  Number:  20120518-5197. 

Comments  Due:  None  Applicable. 

The  filings  are  accessible  in  the 
Commission’s  eLibrary  system  by 
clicking  on  the  links  or  querying  the 
docket  number. 

Any  person  desiring  to  intervene  or 
protest  in  any  of  the  above  proceedings 
must  file  in  accordance  with  Rules  211 
and  214  of  the  Commission’s 
Regulations  (18  CFR  385.211  and 
385.214)  on  or  before  5  p.m.  Eastern 
time  on  the  specified  comment  date. 
Protests  may  be  considered,  but 
intervention  is  necessary  to  become  a 
party  to  the  proceeding. 

eFiling  is  encouraged.  More  detailed 
information  relating  to  filing 
requirements,  interventions,  protests, 
service,  and  qualifying  facilities  filings 
can  be  found  at:  http:/ /www.ferc.gov/ 
docs-filing/efiling/filing-req.pdf.  For 
other  information,  call  (866)  208-3676 
(toll  free).  For  TTY,  call  (202)  502-8659. 

Dated;  August  22,  2012. 

Nathaniel  |.  Davis,  Sr., 

Deputy  Secretary. 

[FR  Doc.  2012-21515  Filed  8-30-12;  8:45  am] 

BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Docket  No.  ER1 2-251 1-000] 

C.P.  Crane  LLC;  Supplemental  Notice 
That  Initial  Market-Based  Rate  Filing 
Includes  Request  for  Blanket  Section 
204  Authorization 

This  is  a  supplemental  notice  in  the 
above-referenced  proceeding,  of  C.P. 
Crane  LLC’s  application  for  market- 
based  rate  authority,  with  an 
accompanying  rate  schedule,  noting  that 
such  application  includes  a  request  for 
blanket  authorization,  under  18  CFR 
part  34,  of  future  issuances  of  securities 
and  assumptions  of  liability. 

Any  person  desiring  to  intervene  or  to 
protest  should  file  with  the  Federal 
Energy  Regulatory  Commission,  888 
First  Street  NE.,  Washington,  DC  20426, 
in  accordance  with  Rules  211  and  214 
of  the  Commission’s  Rules  of  Practice 
and  Procedure  (18  CFR  385.211  and 
385.214).  Anyone  filing  a  motion  to 
intervene  or  protest  must  serve  a  cqjpy 
of  that  document  on  the  Applicant. 


Notice  is  hereby  given  that  the 
deadline  for  filing  protests  with  regard  , 
to  the  applicant’s  request  for  blanket 
authorization,  under  18  CFR  part  34,  of 
future  issuances  of  securities  and 
assumptions  of  liability  is  September 
17,2012. 

The  Commission  encourages 
electronic  submission  of  protests  and 
interventions  in  lieu  of  paper,  using  the 
FERC  Online  links  at  http:// 
wwn'.ferc.gov.  To  facilitate  electronic 
service,  persons  with  Internet  access 
who  will  eFile  a  document  and/or  he 
listed  as  a  contact  for  an  intervenor 
must  create  and  validate  an 
eRegistration  account  using  the 
eRegistration  link.  Select  the  eFiling 
link  to  log  on  and  submit  the 
intervention  or  protests. 

Persons  unable  to  file  electronically, 
should  submit  an  original  and  14  copies 
of  the  intervention  or  protest  to  the 
Federal  Energy  Regulatory  Commission, 
888  First  Street  NE.,  Washington,  DC 
20426. 

The  filings  in  the  above-referenced 
proceeding(s)  are  accessible  in  the 
Commission’s  eLibrary  system  by 
clicking  on  the  appropriate  link  in  the 
above  list.  They  are  also  available  for 
review  in  the  Commission’s  Public 
Reference  Room  in  Washington,  DC. 
There  is  an  eSuhscription  link  on  the 
web  site  that  enables  subscribers  to 
receive  email  notification  when  a 
document  is  added  to  a  subscribed 
docket(s).  For  assistance  with  any  FERC 
Online  service,  please  email 
FERCOnlineSupport@ferc.gov  or  call 
(866)  208-3676  (toll  free).  For  TTY,  call 
(202)  502-8659. 

Dated:  August  27,  2012. 

Nathaniel  J.  Davis,  Sr., 

Deputy  Secretary. 

(FR  Doc.  2012-21510  Filed  8-30-12;  8:45  am] 

BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Docket  No.  ERl  2-251 2-000] 

H.A.  Wagner  LLC;  Supplemental  Notice 
That  Initial  Market-Based  Rate  Filing 
Includes  Request  for  Blanket  Section 
204  Authorization 

This  is  a  supplemental  notice  in  the 
above-referenced  proceeding,  of  H.A. 
Wagner  LLC’s  application  for  market- 
based  jate  authority,  with  an 
accompanying  rate  schedule,  noting  that 
such  application  includes  a  request  for 
blanket  authorization,  under  18  CFR 
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part  34.  of  future  issuances  of  securities 
and  assumptions  of  liability. 

Any  person  desiring  to  intervene  or  to 
protest  should  file  with  the  Federal 
Energy  Regulatory  Commission,  888 
First  Street  NE.,  Washington,  DC  20426. 
in  accordance  with  Rules  211  and  214 
of  the  Commission’s  Rules  of  Practice 
and  Procedure  (18  CFR  385.211  and 

385.214).  Anyone  filing  a  motion  to 
intervene  or  protest  must  serv'e  a  copy 
of  that  document  on  the  Applicant. 

Notice  is  hereby  given  that  the 
deadline  for  filing  protests  with  regard 
to  the  applicant’s  request  for  blanket 
authorization,  under  18  CFR  part  34,  of 
future  issuances  of  securities  and 
assumptions  of  liability  is  September 
17,2012. 

The  Commission  encourages 
electronic  submission  of  protests  and 
inter\'entions  in  lieu  of  paper,  using  the 
FERC  Online  links  at  http:// 

fere. gov.  To  facilitate  electronic 
service,  persons  with  Internet  access 
who  will  eFile  a  document  and/or  be 
listed  as  a  contact  for  an  interv'enor 
must  create  and  validate  an 
eRegistration  account  using  the 
eRegistration  link.  Select  the  eFiling 
link  to  log  on  and  submit  the 
interv’ention  or  protests. 

Persons  unable  to  file  electronically 
should  submit  an  original  and  14  copies 
of  the  intervention  or  protest  to  the 
Federal  Energy  Regulatory  Commission, 
888  First  Street  NE.,  Washington,  DC 
20426. 

The  filings  in  the  above-referenced 
proceeding(s)  are  accessible  in  the 
Commission’s  eLibrary  system  by 
clicking  on  the  appropriate  link  in  the 
above  list.  They  are  also  available  for 
review  in  the  Commission’s  Public 
Reference  Room  in  Washington,  DC. 
There  is  an  eSubscription  link  on  the 
web  site  that  enables  subscribers  to 
receive  email  notification  when  a 
document  is  added  to  a  subscribed 
docket(s).  For  assistance  with  any  FERC 
Online  service,  please  email 
FERCOnIineSupport@ferc.gov  or  call 
(866)  208-3676  (toll  free).  For  TTY.  call 
(202) 502-8659. 

Dated:  August  27,  2012. 

Nathaniel  J.  Davis.  Sr., 

Deputy  Secretary'. 

|FR  Doc.  2012-21511  Filed  8-30-12:  8:45  am) 
BH.UNG  cone  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Docket  No.  ER1 2-2522-000] 

D  &  L  Harris  and  Associates; 
Supplemental  Notice  that  Initial 
Market-Based  Rate  Filing  Includes 
Request  for  Blanket  Section  204 
Authorization 

This  is  a  supplemental  notice  in  the 
above-referenced  proceeding,  of  D  &  L 
Harris  and  Associates’  application  for 
market-based  rate  authority,  with  an 
accompanying  rate  schedule,  noting  that 
such  application  includes  a  request  for 
blanket  authorization,  under  18  CFR 
part  34,  of  future  issuances  of  securities 
and  assumptions  of  liability. 

Any  person  desiring  to  intervene  or  to 
protest  should  file  with  the  Federal 
Energy  Regulatory  Commission,  888 
First  Street  NE.,  VVashington,  DC  20426, 
in  accordance  with  Rules  211  and  214 
of  the  Commission’s  Rules  of  Practice 
and  Procedure  (18  CFR  385.211  and 

385.214).  Anyone  filing  a  motion  to 
intervene  or  protest  must  serve  a  copy 
of  that  document  on  the  Applicant. 

Notice  is  hereby  given  tnat  the 
deadline  for  filing  protests  with  regard 
to  the  applicant’s  request  for  blanket 
authorization,  under  18  CFR  part  34,  of 
future  issuances  of  securities  and 
assumptions  of  liability  is  September 
17,2012. 

The  Commission  encourages 
electronic  submission  of  protests  and 
interventions  in  lieu  of  paper,  using  the 
FERC  Online  links  at  http:// 

WWW. fere. gov.  To  facilitate  electronic 
service,  persons  with  Internet  access 
who  will  eFile  a  document  and/or  be 
listed  as  a  contact  for  an  intervenor 
must  create  and  validate  an 
eRegistration  account  using  the 
eRegistration  link.  Select  the  eFiling 
link  to  log  on  and  submit  the 
intervention  or  protests. 

Persons  unable  to  file  electronically 
should  submit  an  original  and  14  copies 
of  the  intervention  or  protest  to  the 
Federal  Energy  Regulatory  Commission, 
888  First  Street  NE.,  Washington,  DC 
20426. 

The  filings  in  the  above-referenced 
proceeding(s)  are  accessible  in  the 
Commission’s  eLibrary  system  by 
clicking  on  the  appropriate  link  in  the 
above  list.  They  are  also  available  for 
review  in  the  Commission’s  Public 
Reference  Room  in  Washington,  DC. 
There  is  an  eSubscription  link  on  the 
web  site  that  enables  subscribers  to 
receive  email  notification  when  a 
document  is  added  to  a  subscribed 
docket(s).  For  assistance  with  any  FERC 


Online  service,  please  email 
FERCOnIineSupport@ferc.gov  or  call 
(866)  208-3676  (toll  free).  For  TTY,  call 
(202) 502-8659. 

Dated:  August  27,  201 2-. 

Nathaniel ).  Davis,  Sr., 

Deputy  Secretary'. 

[FR  Doc.  2012-21514  Filed  8-30-}2:  8:45  am) 

BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Docket  No.  ER1 2-251 4-000] 

Susterra  Energy,  LLC;  Supplemental 
Notice  That  initial  Market-Based  Rate 
Filing  Inciudes  Request  for  Blanket 
Section  204  Authorization 

This  is  a  supplemental  notice  in  the 
above-referenced  proceeding,  of 
Susterra  Energy,  LLC’s  application  for 
market-based  rate  authority,  vvith  an 
accompanying  rate  schedule,  noting  that 
such  application  includes  a  request  for 
blanket  authorization,  under  18  CFR 
part  34,  of  future  issuances  of  securities 
and  assumptions  of  liability. 

Any  person  desiring  to  intervene  or  to 
protest  should  file  with  the  Federal 
Energy  Regulatory  Commission,  888 
First  Street  NE.,  Washington,  DC  20426, 
in  accordance  with  Rules  211  and  214 
of  the  Commission’s  Rules  of  Practice 
and  Procedure  (18  CFR  385.211  and 

385.214).  Anyone  filing  a  motion  to 
intervene  or  protest  must  serve  a  copy 
of  that  document  on  the  Applicant. 

Notice  is  hereby  given  that  the 
deadline  for  filing  protests  with  regard 
to  the  applicant’s  request  for  blanket 
authorization,  under  18  CFR  part  34,  of 
future  issuances  of  securities  and 
assumptions  of  liability  is  September 
17,  2012. 

The  Commission  encourages 
electronic  submission  of  protests  and 
interventions  in  lieu  of  paper,  using  the 
FERC  Online  links  at  http:// 
www.ferc.gov.  To  facilitate  electronic 
service,  persons  with  Internet  access 
who  will  eFile  a  document  and/or  be 
listed  as  a  contact  for  an  intervenor 
must  create  and  validate  an 
eRegistration  account  using  the 
eRegistration  link.  Select  the  eFiling 
link  to  log  on  and  submit  the 
intervention  or  protests. 

Persons  unable  to  file  electronically 
should  submit  an  original  and  14  copies 
of  the  intervention  or  protest  to  the 
Federal  Energy  Regulatory  Commission, 
888  First  Street  NE.,  Washington,  DC 
20426. 

The  filings  in  the  above-referenced 
proceeding(s)  are  accessible  in  the 
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Commission’s  eLibrary  system  by 
clicking  on  the  appropriate  link  in  the 
above  list.  They  are  also  available  for 
review  in  the  Commission’s  Public 
Reference  Room  in  Washington,  DC. 
There  is  an  eSubscription  link  on  the 
Web  site  that  enables  subscribers  to 
receive  email  notification  when  a 
document  is  added  to  a  subscribed 
docket(s).  For  assistance  with  any  FERC 
Online  service,  please  email 
FERCOnlineSupport@ferc.gov  or  call 
(866)  208-36Z6  (toll  free).  For  TTY,  call 
(202)  502-8659. 

Dated:  August  27,  2012. 

Nathaniel ).  Davis,  Sr., 

Deputy  Secretary. 

IFR  Doc.  2012-21513  Filed  8-30-12;  8:45  am] 

BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Docket  No.  ER1 2-251 0-000] 

Brandon  Shores  LLC;  Supplemental 
Notice  That  Initial  Market-Based  Rate 
Filing  Includes  Request  for  Blanket 
Section  204  Authorization 

This  is  a  supplemental  notice  in  the 
above-referenced  proceeding,  of 
Brandon  Shores  LLC’s  application  for 
market-based  rate  authority,  with  an 
accompanying  rate  schedule,  noting  that 
such  application  includes  a  request  for 
blanket  authorization,  under  18  CFR 
Part  34,  of  future  issuances  of  securities 
and  assumptions  of  liability. 

Any  person  desiring  to  intervene  or  to 
protest  should  file  with  the  Federal 
Energy  Regulatory  Commission,  888 
First  Street  NE.,  Washington,  DC  20426, 
in  accordance  with  Rules  211  and  214 
of  the  Commission’s  Rules  of  Practice 
and  Procedure  (18  CFR  385.211  and 
385.214).  Anyone  filing  a  motion  to 
intervene  or  protest  must  serve  a  copy 
of  that  document  on  the  Applicant. 

Notice  is  hereby  given  that  the 
deadline  for  filing  protests  with  regard 
to  the  applicant’s  request  for  blanket 
authorization,  under  18  CFR  Part  34,  of 
future  issuances  of  securities  and 
assumptions  of  liability  is  September 
17,  2012. 

The  Commission  encourages 
electronic  submission  of  protests  and 
interventions  in  lieu  of  paper,  using  the 
FERC  Online  links  at  http:// 
www.ferc.gov.  To  facilitate  electronic 
service,  persons  with  Internet  access 
who  will  eFile  a  document  and/or  be 
listed  as  a  contact  for  an  intervenor 
must  create  and  validate  an 
eRegistration  account  using  the 


eRegistration  link.  Select  the  eFiling 
link  to  log  on  and  submit  the 
intervention  or  protests. 

Persons  unable  to  file  electronically 
should  submit  an  original  and  14  copies 
of  the  intervention  or  protest  to  the 
Federal  Energy  Regulatory  Commission, 
888  First  Street  NE.,  Washington,  DC 
20426. 

The  filings  in  the  above-referenced 
proceeding(s)  are  accessible  in  the 
Commission’s  eLibrary  system  by 
clicking  on  the  appropriate  link  in  the 
above  list.  They  are  also  available  for 
review  in  the  Commission’s  Public 
Reference  Room  in  Washington,  DC. 
There  is  an  eSubscription  link  on  the 
Web  site  that  enables  subscribers  to 
receive  email  notification  when  a 
document  is  added  to  a  subscribed 
docket(s).  For  assistance  with  any  FERC 
Online  service,  please  email 
FEECOnIineSupport@ferc.gov  or  call 
(866)  208-3676  (toll  free).  For  TTY,  call 
(202) 502-8659. 

Dated:  August  27,  2012. 

Nathaniel  J.  Davis,  Sr., 

Deputy  Secretary. 

[FR  Doc.  2012-21518  Filed  8-30-12;  8:45  am] 

BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Docket  No.  ER1 2-251 3-000] 

Raven  Power  Marketing  LLC; 
Supplemental  Notice  That  Initial 
Market-Based  Rate  Filing  Includes 
Request  for  Blanket  Section  204 
Authorization 

This  is  a  supplemental  notice  in  the 
above-referenced  proceeding,  of  Raven 
Power  Marketing  LLC’s  application  for 
market-based  rate  authority,  with  an 
accompanying  rate  schedule,  noting  that 
such  application  includes  a  request  for 
blanket  authorization,  under  18  CFR 
Part  34,  of  future  issuances  of  securities 
and  assumptions  of  liability. 

Any  person  desiring  to  intervene  or  to 
protest  should  file  with  the  Federal 
Energy  Regulatory  Commission,  888 
First  Street  NE.,  Washington,  DC  20426, 
in  accordance  with  Rules  211  and  214 
of  the  Commission’s  Rules  of  Practice 
and  Procedure  (18  CFR  385.211  and 
385.214).  Anyone  filing  a  motion  to 
intervene  or  protest  must  serve  a  copy 
of  that  document  on  the  Applicant. 

Notice  is  hereby  given  that  the 
deadline  for  filing  protests  with  regard 
to  the  applicant’s  request  for  blanket 
authorization,  under  18  CFR  part  34,  of 
future  issuances  of  securities  and 


assumptions  of  liability  is  September 
17,  2012. 

The  Commission  encourages 
electronic  submission  of  protests  and 
interventions  in  lieu  of  paper,  using  the 
FERC  Online  links  at  http:// 
www.ferc.gov.  To  facilitate  electronic 
service,  persons  with  Internet  access 
who  will  eFile  a  document  and/or  be 
listed  as  a  contact  for  an  intervenor 
must  create  and  validate  an 
eRegistration  account  using  the 
eRegistration  link.  Select  the  eFiling 
link  to  log  on  and  submit  the 
intervention  or  protests. 

Persons  unable  to  file  electronically 
should  submit  an  original  and  14  copies 
of  the  intervention  or  protest  to  the 
Federal  Energy  Regulatory  Commission, 
888  First  Street  NE.,  Washington,  DC 
20426. 

The  filings  in  the  above-referenced 
proceeding(s)  are  accessible  in  the 
Commission’s  eLibrary  system  by 
clicking  on  the  appropriate  link  in  the 
above  list.  They  are  also  available  for 
review  in  the  Commission’s  Public 
Reference  Room  in  Washington,  DC. 
There  is  an  eSubscription  link  on  the 
Web  site  that  enables  subscribers  to 
receive  email  notification  when  a 
document  is  added  to  a  subscribed 
docket(s).  For  assistance  with  any  FERC 
Online  service,  please  email 
FERCOnIineSupport@ferc.gov  or  call 
(866)  208-3676  (toll  free).  For  TTY,  call 
(202)  502-8659. 

Dated:  August  27,  2012. 

Nathaniel  J.  Davis,  Sr., 

Deputy  Secretary. 

[FR  Doc.  2012-21512  Filed  8-30-12;  8:45  am] 
BILLING  CODE  6717-01-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[EPA-HQ-OPP-2009-1017;  FRL-9357-6] 

Cancellation  Order  for  Certain 
Pesticide  Registrations:  MGK  264, 
Pyrethrins,  Pyriproxyfen,  and 
Permethrin;  Correction 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Notice;  correction. 

SUMMARY:  EPA  issued  notices  in  the 
Federal  Register  of  November  23,  2011 
and  February  15,  2012,  concerning  the 
voluntary  cancellation  of  several 
pesticide  products,  including  Amrep, 
Inc.’s  MGK-264/Pyrethrins/ 
Pyriproxyfen/Permethrin  product  EPA 
Reg.  No.  010807-00448.  This  document 
corrects  typographical  errors  in  the 
November  23,  2011  notice  and  February 
15,  2012  cancellation  order  regarding 
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the  EPA  registration  numbers  of  the 
Amrep,  Inc.,  MGK  264/Pyrethrins/ 
Pyriproxyfen/Permethrin  product 
affected  by  the  cancellation  order. 

FOR  FURTHER  INFORMATION  CONTACT: 

Katie  Weyrauch,  Pesticide  Re-evaluation 
Division,  (7508P),  Office  of  Pesticide 
Programs,  Environmental  Protection 
Agency,  1200  Pennsylvania  Ave.  NW., 
Washington,  DC  20460-0001;  telephone 
number:  (703)  308-0166;  email  address: 
weymuch.katie@epa.gov. 

SUPPLEMENTARY  INFORMATION: 

C 

I.  General  Information 

A.  Does  this  action  apply  to  me? 

The  Agency  included  in  the  notice  a 
list  of  those  who  may  be  potentially 
affected  by  this  action. 

B.  How  can  I  get  copies  of  this  document 
and  other  related  information? 

The  docket  for  this  action,  identified 
by  docket  identification  (ID)  number 
EPA-HQ-OPP-2009-1017,  is  available 
at  http://www.regulations.gov  or  at  the 
Office  of  Pesticide  Programs  Regulatory 
Public  Docket  (OPP  Docket)  in  the 
Environmental  Protection  Agency 
Docket  Center  (EPA/DC),  EPA  West 
Bldg.,  Rm.  3334, 1301  Constitution  Ave. 
NW.,  Washington,  DC  20460-0001.  The 
Public  Reading  Room  is  open  from  8:30 
a.m.  to  4:30  p.m.,  Monday  through 
Friday,  excluding  legal  holidays.  The 
telephone  number  for  the  Public 
Reading  Room  is  (202)  566-1744,  and 
the  telephone  number  for  the  OPP 
Docket  is  (703)  30^5805.  Please  review 
the  visitor  instructions  and  additional 
information  about  the  docket  available 
at  http://www.epa.gov/dockets. 

II.  What  does  this  correction  do? 

1.  FR  Doc.  2011-29990  published  in 
the  Federal  Register  of  November  23, 

2011  (76  FR  72405)  (FRL-9327-2)  is 
corrected  as  follows: 

On  page  72407,^Table  1,  under  the 
heading  Registrations  with  Pending 
Requests  for  Cancellation,  in  the  first 
column,  registration  number  “010807- 
00448”  is  corrected  to  read  “010807- 
447.”  On  page  72407,  in  Table  1,  in  the 
•second  column,  correct  product  name 
“Country  Vet  Flea  &  Tick  Fogger  with 
Growth  Inhibitor”  to  read  “Purge 
Insecticide.”  On  page  72407,  in  Table  1, 
in  the  third  column,  correct  active 
ingredients  “MGK  264  Pyrethrins 
PvTiproxyfen  Permethrin”  to  read 
“Piperonvl  butoxide  Pvrethrins.” 

2.  FR  Doc.  2012-2982  published  in 
the  Federal  Register  of  Februarv  15, 

2012  (77  FR  8863)  (FRL-9336-3)  is 
corrected  as  follows: 

On  page  8863,  Table  1,  under  the 
heading  Product  Cancellations,  in  the 


first  column,  registration  number 
“010807-00448”  is  corrected  to  read 
“010807-447.”  On  page  8863,  in  Table 
1,  in  the  second  column,  correct  product 
name  “Country  Vet  Flea  &  Tick  Fogger 
with  Growth  Inhibitor”  to  read  “Purge 
Insecticide.”  On  page  8863,  in  Table  1, 
in  the  third  column,  correct  active 
ingredients  “MGK  264  Pyrethrins 
Pyriproxyfen  Permethrin”  to  read 
“Piperonyl  butoxide  Pyrethrins.” 

List  of  Subjects 

Environmental  protection.  Pesticides 
and  pests. 

Dated:  August  21,  2012. 

Jeffrey  S.  Billingslea, 

Acting  Director,  Pesticide  Re-evaluation 
Division,  Office  of  Pesticide  Programs. 

[FR  Doc.  2012-21433  Filed  8-30-12;  8:45  am] 
BILLING  CODE  6560-SO-P 

ENVIRONMENTAL  PROTECTION 
AGENCY 

IER-FRL-9004-8] 

Environmental  Impacts  Statements; 
Notice  of  Availability 

Responsible  Agency:  Office  of  Federal 
Activities,  General  Information  (202) 
564-7146  or  http://wvMV.epa.gov/ 
compliance /nepa/. 

Weekly  receipt  of  Environmental  Impact 
Statements 

Filed  08/20/2012  Through  08/24/2012 
Pursuant  to  40  CFR  1506.9. 

Notice 

Section  309(a)  of  the  Clean  Air  Act 
requires  that  EPA  make  public  its 
comments  on  EISs  issued  by  other 
Federal  agencies.  EPA’s  comment  letters 
on  EISs  are  available  at:  http://www.epa. 
gov/compliance/nepa/eisdata.html. 
SUPPLEMENTARY  INFORMATION:  Starting 
October  1,  2012,  EPA  will  not  accept 
paper  copies  or  CDs  of  EISs  for  filing 
purposes:  all  submissions  on  or  after 
October  1,  2012  must  be  made  through 
e-NEPA.  While  this  system  eliminates 
the  need  to  submit  paper  or  CD  copies 
to  EPA  to  meet  filing  requirements, 
electronic  submission  does  not  change 
requirements  for  distribution  of  EISs  for 
public  review  and  comment.  To  begin 
using  e-NEPA,  you  must  first  register 
with  EPA’s  electronic  reporting  site — 
https://cdx.epa.gov/epa_home.asp. 

EIS  No.  20120276,  Final  EIS,  BLM,  CA, 
Bakersfield  Proposed  Resource 
Management  Plan,  Madera,  San  Luis 
Obispo,  Santa  Barbara,  Ventura, 

Kings,  Tulare,  Fresno,  and  Kern 
Counties,  CA,  Review  Period  Ends: 
10/01/2012,  Contact:  Sue  Porter  661- 
391-6067. 


EIS  No.  20120277,  Final  EIS,  NPS,  00, 
Appalachian  National  Scenic  Trail, 
Delaware  Water  Gap  National 
Recreation  Area,  Mjddle  Delaware 
National  Scenic  and  Recreational 
River,  Susquehanna  to  Roseland 
500kV  Transmission  Line  Right-of- 
Way  and  Special-Use-Permit,  NJ  and 
PA,  Review  Period  Ends:  10/01/2012, 
Contact:  Morgan  Elmer  303-969- 
2317. 

EIS  No.  20120278,  Draft  EIS,  USN,  CA, 
LEGISLATIVE— Renewal  of  the 
Chocolate  Mountain  Aerial  Gunnery 
Range  Land  Withdrawal,  Imperial  and 
Riverside  Counties,  CA,  Comment 
Period  Ends:  11/30/2012,  Contact: 
Kelly  Finn  619-532-4452. 

EIS  No.  20120279,  Draft  EIS,  VA,  CA, 

San  Francisco  Veterans  Affairs 
Medical  Center  (SFVAMC)  Long 
Range  Development  Plan, 
Implementation,  Fort  Miley,  San 
Francisco  County,  CA,  Comment 
Period  Ends:  10/16/2012,  Contact: 
Allan  Federman  415-221-4810. 

EIS  No.  20120280,  Draft  EIS,  BIA,  FL, 
Seminole  Tribe  of  Florida  Fee-to- 
Trust,  Development  of  a  Hotel/Resort 
and  Retail  Center  of  the  Site,  Coconut 
Creek,  Broward  County,  FL,  Comment 
Period  Ends:  10/15/2012,  Contact: 
Chester  McGhee  615-564-6830. 

EIS  No.  20120281,  Final  EIS,  USFWS, 
CA,  Santa  Clara  Valley  Habitat 
Conservation  Plan,  Issuance  of  an 
Incidental  Take  Permit,  Santa  Clara 
County,  CA,  Review  Period  Ends:  10/ 
01/2012  Contact:  Mike  Thomas  916- 
414-6600. 

EIS  No.  20120282,  Final  EIS,  NRC,  NM, 
Fluoride  Extraction  Process  and 
Depleted  Uranium  Deconversion 
Plant,  License  Application  to 
Construct,  Operate,  and 
Decommission  Phase  1,  Lea  County, 
NM,  Review  Period  Ends:  10/01/2012, 
Contact:  Asimios  Malliakos  301-415- 
6458. 

EIS  No.  20120283,  Final  EIS,  FRA,  VA, 
Richmond  and  the  Hampton  Roads 
Passenger  Rail  Project,  Tier  I  Proposed 
Higher  Speed  Intercity  Passenger  Rail 
Service  Improvements,  VA,  Review 
Period  Ends:  10/01/2012,  Contact; 
)ohn  Winkle  202-493-6067. 

EIS  No.  20120284,  Draft  EIS,  USES,  CO, 
White  River  National  Forest  Oil  and 
Gas  Leasing,  Eagle,  Garfield, 
Gunnison,  Mesa,  Moffat,  Pitkin,  Rio 
Blanco,  Routt,  and  Summit  Counties, 
CO,  Comment  Period  Ends;  10/30/ 
2012,  Contact:  David  Francomb  970- 
963-2266,  ext.  3136. 

EIS  No.  20120285,  Draft  Supplement, 
FHWA,  CA,  Interstate  5  North  Coast 
Corridor  Project,  Construction  of 
Improvements,  ft'om  La  Jolla  Village 
Drive  in  San  Diego  to  Harbor  Drive  in 
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Oceanside/Camp  Pendleton,  New 
Information,  San  Diego  County,  CA, 
Comment  Period  Ends;  10/15/2012, 
Contact:  Manuel  E.  Sanchez  619-699- 
7336. 

Amended  Notices 

EIS  No.  20120274,  Draft  EIS,  USES,  AZ. 
Prescott  National  Forest  Land  and 
Resource  Management  Plan,  Yavapai 
and  Coconino  Counties,  AZ, 

Comment  Period  Ends:  11/28/2012, 
Contact:  Mary  C.  Rasmussen  928- 
443-8265.  Revision  to  FR  Notice 
Published  08/24/2012;  Change 
Comment  Period  Ending  10/08/2012 
to  11/28/2012. 

EIS  No.  20120275,  Draft  EIS,  USES,  MT, 
Wild  Cramer  Forest  Health  and  Fuels 
Reduction  Project,  Swan  Lake  Ranger 
District,  Flathead  National  Forest, 
Flathead  County,  MT,  Comment 
Period  Ends:  10/09/2012,  Contact: 
Richard  Kehr  406-837-7500.  Revision 
to  FR  Notice  Published  08/24/2012; 
Change  Comment  Period  Ending  10/ 
08/2012  to  10/09/2012. 

Dated:  August  28,  2012. 

Cliff  Rader, 

Director,  NEPA  Compliance  Division,  Office 

of  Federal  Activities. 

[FR  Doc.  2012-21568  Filed  8-30-12;  8:45  am] 

BILLING  CODE  6560-5<M> 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[AMS-FRL-9724-4] 

California  State  Motor  Vehicle 
Pollution  Control  Standards;  Advanced 
Clean  Car  Program;  Request  for 
Waiver  of  Preemptiori;  Opportunity  for 
Public  Hearing  and  P'ubiic  Comment 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION;  Notice  of  Opportunity  for  Public 
Hearing  and  Comment. 

SUMMARY:  The  California  Air  Resources 
Board  (CARB)  has  notified  EPA  that  it 
has  developed  an  Advanced  Clean  Car 
program  (ACC)  which  combines  the 
control  of  smog  and  soot  causing 
pollutants  and  greenhouse  gas  (GHG) 
emissions  into  a  single  coordinated 
package  of  requirements  for  passenger 
cars,  light-duty  trucks  and  medium-duty 
passenger  vehicles  (and  limited 
requirements  related  to  heavy-duty 
vehicles).  The  ACC  program  includes 
revisions  to  California’s  Low  Emission 
Vehicle  (LEV)  program  as  well  as  its 
Zero  Emission  Vehicle  (ZEV)  program. 
By  letter  dated  June  27,  2012,  CARB 
submitted  a  request  that  EPA  grant  a 
waiver  of  preemption  under  section 


209(b)  of  the  Clean  Air  Act  (CAA),  42 
U.S.C.  7543(b)  for  the  revisions  to  the 
LEV  program.  CARB  also  seeks 
confirmation  that  the  amendments  to 
the  ZEV  program  are  within-the-scope 
of  prior  waiver  decisions  issued  by  EPA, 
or  in  the  alternative  requests  a  waiver 
for  these  revisions.  This  notice 
announces  that  EPA  has  scheduled  a 
public  hearing  concerning  California’s 
request  and  that  EPA  is  accepting 
written  comment  on  the  request. 

DATES:  EPA  has  scheduled  a  public 
hearing  concerning  CARB’s  request  on 
September  19,  2012,  beginning  at  9:00 
a.m.  Any  party  planning  to  present  oral 
testimony  should  notify  EPA  by 
September  14,  2012,  expressing  its 
interest.  EPA  will  hold  the  public 
hearing  at  EPA’s  offices  at  1310  L  Street 
NW.,  Washington,  DC  20460.  Any  party 
may  submit  written  comments  by 
October  19,  2012. 

ADDRESSES:  Submit  your  comments, 
identified  by  Docket  ID  No.  EPA-HQ- 
OAR-201 2-0562,  by  one  of  the 
following  methods: 

•  http://www.regulations.gov:  Follow 
the  on-line  instructions  for  submitting 
comments. 

•  Email:  dickinson.david@epa.gov. 

•  Fax:(202)  343-2804. 

•  Mail:  U.S.  Environmental 
Protection  Agency,  EPA  West  (Air 
Docket),  1200  Pennsylvania  Ave.,  NW., 
Room  B108,  Mail  Code  6102T, 
Washington,  DC  20460,  Attention 
Docket  ID  No.  EPA-HQ-OAR-2012- 
0562.  Please  include  a  total  of  two 
copies. 

•  Hand  Delivery:  EPA  Docket  Center, 
EPA/DC,  EPA  West,  Room  B102, 1301 
Constitution  Ave.,  NW.,  Washington, 

DC  Such  deliveries  are  only  accepted 
during  the  Docket’s  normal  hours  of 
operation,  and  special  arrangements 

.  should  be  made  for  deliveries  of  boxed 
information.  Instructions:  Direct  your 
comments  to  Docket  ID  No  EPA-HQ- 
OAR-2012-0562. 

EPA’s  policy  is  that  all  comments 
received  will  be  included  in  the  public 
docket  without  change  and  may  be 
made  available  online  at  http:// 
www.regulations.gov,  including  any 
personal  information  provided,  unless 
the  comment  includes  information 
claimed  to  be  Confidential  Business 
Information  (CBI)  or  other  information 
whose  disclosure  is  restricted  by  statute. 
Do  not  submit  information  that  you 
consider  to  be  CBI  or  otherwise 
protected  through  http:// 
www.regulations.gov  or  email. 

The  http://www.regulations.gov  Web 
site  is  an  “anonymous  access”  system, 
which  means  EPA  will  not  know  your 
identity  or  contact  information  unless 


you  provide  it  in  the  body  of  your 
comment.  If  you  send  an  email 
comment  directly  to  EPA  without  going 
through  http://www.regulations.gov 
your  email  address  will  be 
automatically  captured  and  included  as 
part  of  the  comment  that  is  placed  in  the 
public  docket  and  made  available  on  the 
internet.  If  you  submit  an  electronic 
comment,  EPA  recommends  that  you 
include  your  name  and  other  contact 
information  in  the  body  of  your 
comment  and  with  any  disk  or  CD-ROM 
you  submit.  If  EPA  cannot  read  your 
comment  due  to  technical  difficulties 
and  cannot  contact  you  for  clarification, 
EPA  may  not  be  able  to  consider  your 
comment.  Electronic  files  should  avoid 
the  use  of  special  characters,  any  form 
of  encryption,  and  be  free  of  any  defects 
or  viruses.  Docket:  All  documents  in  the 
docket  are  listed  in  the  http:// 
www.regulations.gov  index.  Although 
listed  in  the  index,  some  information  is 
not  publicly  available,  e.g.,  CBI  or  other 
information  whose  disclosure  is 
restricted  by  statute.  Certain  other 
material,  such  as  copyrighted  material, 
will  be  publicly  available  only  in  hard 
copy. 

EPA  will  make  available  for  in  person 
inspection,  at  the  Air  and  Radiation 
Docket  and  Information  Center,  written 
comments  received  from  interested 
parties,  in  addition  to  any  testimony 
given  at  the  public  hearing.  The  official 
public  docket  is  the  collection  of 
materials  that  is  available  for  public 
viewing  at  the  Air  and  Radiation  Docket 
in  the  EPA  Docket  Center,  (EPA/DC) 

EPA  West,  Room  B102, 1301 
Constitution  Ave.,  NW.,  Washington, 

DC.  The  EPA  Docket  Center  Public 
Reading  Room  is  open  from  8:30  to  4:30 
p.m.,  Monday  through  Friday,  excluding 
legal  holidays.  The  telephone  nurpber 
for  the  Public  Reading  Room  is  (202) 
566-1744,  and  the  telephone  number  for 
the  Air  and  Radiation  Docket  is  (202) 
566-1743.  The  reference  number  for  this 
docket  is  EPA-HQ-OAR-2012-0562. 

EPA  will  make  available  an  electronic 
copy  of  this  Notice  on  the  Office  of 
Transportation  and  Air  Quality’s 
(OTAQ’s)  homepage  {http://www.epa. 
gov/otaq/).  Users  can  firid  this 
document  by  accessing  the  OTAQ 
homepage  and  looking  at  the  path 
entitled  “Regulations.”  This  service  is 
ft-ee  of  charge,  except  any  cost  you 
already  incur  for  Internet  connectivity. 
Users  can  also  get  the  official  Federal 
Register  version  of  the  Notice  on  the 
day  of  publication  on  the  primary  Web 
site :  (h  ttp://www.  epa  .gov/docs/ fedrgstr/ 
EPA-AIR/). 

Please  note  that  due  to  differences 
between  the  software  used  to  develop 
the  documents  and  the  software  into 
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which  the  documents  may  be 
downloaded,  changes  in  format,  page 
length,  etc.,  may  occur. 

FOR  FURTHER  INFORMATION  CONTACT: 

David  Dickinson,  Compliance  Division 
(6405J),  U.S.  Environmental  Protection 
Agency,  1200  Pennsylvania  Ave.  NW., 
Washington,  DC  20460.  Telephone: 

(202)  343-9256,  Fax:  (202)  343-2804, 
email  address:  Dickinson. David@EPA. 
GOV. 

mailto:Dickinson.David@EPA.GOV. 

SUPPLEMENTARY  INFORMATION: 

I.  CARB’s  New  Waiver  Request  and 
Prior  Greenhouse  Gas  Emission 
Waivers 

CARB’s  June  27,  2012,  letter  to  the 
Administrator  notified  EPA  that  CARB 
had  adopted  its  ACC  regulatory  package 
in  January  2012  and  that  the  package 
contains  amendments  to  its  low 
emission  vehicle  (LEV)  program  to 
address  both  smog  forming  pollutants 
and  greenhouse  gases,  and  amendments 
to  its  zero  emission  vehicle  program 
(ZEV).^  The  amendments  to  the  LEV 
program  are  referred  to  as  LEV  III.  CARB 
requests  that  EPA  grant  a  new  waiver  for 
its  LEV  III  program.  CARB  also  seeks 
confirmation  that  amendments  to  its 
ZEV  program  are  within-the-scope  of 
previous  waivers  issued  by  EPA.  In  the 
alternative,  CARB  requests  that  EPA 
grant  a  new  waiver  for  its  ZEV  program. 

CARB’s  waiver  request  discusses  in 
detail  both  its  ZEV  program 
amendments  and  its  LEV  III 
amendments.  CARB’s  waiver  request 
includes  an  “analysis  setting  forth 
California’s  basis  for  the  waiver 
requests.  The  analysis  sets  forth  a 
summary  of  the  regulatory  actions,  a 
review  of  the  criteria  governing  EPA’s 
evaluation  of  a  California  waiver 
request,  and  the  legal  arguments  that 
support  and  compel  EPA  to  grant 
California’s  request.’’ ^  With  respect  to 
the  LEV  III  greenhouse  gas  standards, 
CARB  notes  that  it  plans  to  adopt  a  rule 
which  would  allow  manufacturers  to 
demonstrate  compliance  with 
California’s  greenhouse  gas  regulations 
for  the  2017  through  2025  model  years 
by  demonstrating  compliance  with 
EPA’s  greenhouse  gas  requirements  for 
the  2017  through  2025  model  years 
(commonly  referred  to  as  the  ‘deemed  to 
comply’  provision),  subject  to  review  of 


’  The  amendments  and  adoption  of  regulations 
can  be  found  at  title  13,  California  Code  of 
Regulations,  sections  1961.2  and  1961.3  (adoption) 
and  sections  1900. 1956.8,  1960.1,  1961,  1961.1. 
1963,  1968.2.  1968.5,  1976,  1978.  2037,  2038,  2062. 
2112.  2139,  2140.  2145.  2147.  2235,  2317,  and 
Documents  incorporated  by  reference 
(amendments). 

*  Letter  from  Mary  D.  Nichols,  CARB,  dated  June 
27,  2012  at  p.  2. 


the  contents  of  EPA’s  final  rule  for  these 
model  years.3 

CARP  plans  to  commence  its 
“deemed  to  comply’’  rulemaking  shortly 
after  EPA  finalizes  the  light-duty  vehicle 
greenhouse  gas  emission  standards  for 
model  years  2017-2025,  conditioned  on 
its  review  of  EPA’s  final  GHG  rule.  As 
discussed  below,  EPA  invites  comment 
on  all  aspects  of  CARB’s  waiver  request, 
and  specifically  invites  comment  on 
CARB’s  waiver  request  in  light  of 
CARB’s  plans  concerning  adoption  of  a 
deemed  to  comply  provision  into  its 
LEV  III  GHG  standards.  This  will  allow 
EPA  to  consider  any  deemed  to  comply 
provision  and  comments  on  it  when 
taking  action  on  CARB’s  request  for  a 
waiver. 

EPA  previously  granted  CARB  a 
waiver  of  preemption  for  its  2009  and 
subsequent  model  year  new  motor 
vehicle  greenhouse  gas  emission 
standards  on  July  8,  2009  (74  FR  32744). 
Subsequently,  CARB  adopted  a  series  of 
amendments  to  those  regulations, 
including  a  deemed  to  comply  rule 
whereby  compliance  with  EPA’s  GHG 
standards  for  model  years  2012  through 
2016  would  serve  as  compliance  with 
California’s  GHG  standards  for  those 
model  years.  On  June  14,  2011  (76  FR 
34693),  EPA  confirmed  that  these  series 
of  amendments  were  within-the-scope 
of  the  waiver  granted  on  July  8,  2009. 
EPA  has  most  recently  issued  waivers 
and  within-the-scope  decisions  for 
CARB’s  ZEV  program  in  2006  (71  FR 
78190,  December  28,  2006)  and  2011  (76 
FR  61095,  October  3,  2011).  EPA’s  most 
recent  waivers  an'd  within-the-scope 
decisions  for  CARB’s  LEV  II  program 
were  issued  in  2003  (68  FR  19811,  April 
22,  2003),  2005  (70  FR  22034,  April  28, 
2005),  and  2010  (75  FR  44948,  July  30, 
2010). 

II.  Scope  of  Preemption  and  Criteria  for 
a  Waiver  Under  the  Clean  Air  Act 

Section  209(a)  of  the  Clean  Air  Act,  as 
amended  (“Act”),  42  U.S.C.  7543(a), 
provides: 

No  State  or  any  political  subdivision 
thereof  shall  adopt  or  attempt  to  enforce  any 
standard  relating  to  the  control  of  emissions 
from  new  motor  vehicles  or  new  motor 
vehicle  engines  subject  to  this  part.  No  state 
shall  require  certification,  inspection  or  any 
other  approval  relating  to  the  control  of 
emissions  from  any  new  motor  vehicle  or 
new  motor  vehicle  engine  as  condition 
precedent  to  the  initial  retail  sale,  titling  (if 
any),  or  registration  of  such  motor  vehicle, 
motor  vehicle  engine,  or  equipment. 


3  “CLEAN  AIR  ACT  §  209(b)  WAIVER  SUPPORT 
DOCUMENT  SUBMITTED  BY  THE  CALIFORNIA 
AIR  RESOURCES  BOARD.  May  2012.”  at  p.  9 
(accompanying  June  27,  2012  letter). 


Section  209(b)  of  the  Act  requires  the 
Administrator,  after  notice  and  ■ 
opportunity  for  public  hearing,  to  waive 
application  of  the  prohibitions  of 
section  209(a)  for  any  state  that  has 
adopted  standards  (other  than  crankcase 
emission  standards)  for  the  control  of 
emissions  from  new  motor  vehicles  or 
new  motor  vehicle  engines  prior  to 
March  30, 1966,  if  the  state  determines 
that  the  state  standards  will  be,  in  the 
aggregate,  at  least  as  protective  of  public 
health  and  welfare  as  applicable  Federal 
standards.  California  is  the  only  state 
that  is  qualified  to  seek  and  receive  a 
waiver  under  section  209(b).  The 
Administrator  must  grant  a  waiver 
unless  she  finds  that  (A)  the 
determination  of  the  state  is  arbitrary 
and  capricious,  (B)  the  state  does  not 
need  the  state  standards  to  meet 
compelling  and  extraordinary 
conditions,  or  (C)  the  state  standards 
and  accompanying  enforcement 
procedures  are  not  consistent  with 
section  202(a)  of  the  Act.  Previous 
decisions  granting  waivers  of  Federal 
preemption  for  motor  vehicles  have 
stated  that  State  standards  are 
inconsistent  with  section  202(a)  if  there 
is  inadequate  lead  time  to  permit  the 
development  of  the  necessary 
technology  giving  appropriate 
consideration  to  the  cost  of  compliance 
within  that  time  period  or  if  the  Federal 
and  State  test  procedures  impose 
inconsistent  certification  procedures.'* 

III.  Request  for  Comment 

When  EPA  receives  new  waiver 
requests  from  CARB,  EPA  traditionally 
publishes  a  notice  of  opportunity  for 
public  hearing  and  comment  and  then, 
after  the  comment  period  has  closed, 
publishes  a  notice  of  its  decision  in  the 
Federal  Register.  In  contrast,  when  EPA 
receives  within-the-scope  waiver 
requests  from  CARB,  EPA  usually 
publishes  a  notice  of  its  decision  in  the 
Federal  Register  and  concurrently 
invites  public  comment  if  an  interested 
party  is  opposed  to  EPA’s  decision.  In 
this  case,  for  the  ZEV  amendments 
CARB  requests  a  within-the-scope 
determination,  or  in  the  alternative  a 
waiver. 

Since  CARB  has  submitted  a  within- 
the-scope  request  for  its  ZEV 
amendments  as  they  affect  both  the 
2012-2017  model  years  (MYs)  and  2018 
and  subsequent  MYs,  EPA  invites 


■♦To  be  consistent,  tbe  California  certification 
procedures  need  not  be  identical  to  tbe  Federal 
certification  procedures.  California  procedures 
would  be  inconsistent,  however,  if  manufacturers 
would  be  unable  to  meet  the  state  and  the  Federal 
requirements  with  the  same  test  vehicle  in  the 
course  of  the  same  test.  See,  e.g.,  43  FR  32182  (July 
25.  1978). 
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comment  on  the  following  issues.  First, 
should  California’s  ZEV  amendments,  as 
they  affect  the  2012-2017  MYs  and/or 
the  2018  and  later  MYs,  be  considered 
under  the  within-the-scope  criteria  or 
should  they  be  considered  under  the 
full  waiver  criteria?  Second,  to  the 
extent  part  or  all  of  those  ZEV 
amendments  should  be  considered  as  a 
within-the-scope  request,  do  such 
amendments  meet  the  criteria  for  EPA  to 
confirm  that  they  are  within-the-scope 
of  prior  waivers?  Please  also  provide 
comments  to  address  the  full  waiver 
analysis  (noted  below  for  the  remainder 
of  the  ACC  program),  in  the  event  that 
EPA  cannot  confirm  that  some  or  all  of 
CARB’s  ZEV  amendments  are  within- 
the-scope  of  previous  waivers. 

We  are  requesting  comment  on  all 
aspects  of  the  full  waiver  analysis  with 
regard  to  the  ACC  program  (the  LEV  III 
criteria  pollutant  and  GHG  regulations, 
and  the  ZEV  amendments  to  the  extent 
EPA  does  not  consider  them  under  the 
within-the-scope  analysis  noted  above). 
This  includes  consideration  of  the 
following  three  criteria:  whether  (a) 
California’s  determination  that  its  motor 
vehicle  emission  standards  are,  in  the 
aggregate,  at  least  as  protective  of  public 
health  and  welfare  as  applicable  Federal 
standards  is  arbitrary  and  capricious,  (b) 
California  needs  such  standards  to  meet 
compelling  and  extraordinary 
conditions,  and  (c)  California’s 
standards  and  accompanying 
,  enforcement  procedures  are  consistent 
with  section  202(a)  of  the  Clean  Air  Act. 
As  noted  above,  CARB  plans  to  propose 
a  deemed  to  comply  rule  for  its  GHG 
standards  shortly  after  EPA  finalizes  its 
light-duty  vehicle  greenhouse  gas 
emission  standards,  conditioned  on  its 
review  of  EPA’s  final  GHG  rule.  As 
such,  EPA  specifically  invites  comment 
on  GARB’S  waiver  request  in  light  of 
CARB’s  plans  concerning  adoption  of  a 
deemed  to  comply  provision  into  its 
LEV  III  GHG  standards.  This  will  allow 
EPA  to  consider  any  deemed  to  comply 
provision  and  comments  on  it  when 
taking  action  on  CARB’s  request  for  a 
waiver. 

IV.  Procedures  for  Public  Participation 

The  Agency  will  make  a  verbatim 
record  of  the  proceedings  at  the  hearing. 
Interested  parties  may  arrange  with  the 
reporter  at  the  hearing  to  obtain  a  copy 
of  the  transcript  at  their  own  expense. 
EPA  will  keep  the  record  open  until 
October  19,  2012.  Upon  expiration  of 
the  comment  period,  the  Administrator 
will  render  a  decision  on  CARB’s 
request  based  on  the  record  of  the 
public  hearing,  relevant  written 
submissions,  and  other  information  that 
she  deems  pertinent. 


Persons  with  comments  containing 
proprietary  information  must 
distinguish  such  information  firom  other 
comments  to  the  greatest  possible  extent 
and  label  it  as  “Confidential  Business 
Information”  (CBI).  If  a  person  making 
comments  wants  EPA  to  base  its 
decision  in  part  on  a  submission  labeled 
CBI,  then  a  non-confidential  version  of 
the  document  that  summarizes  the  key 
data  or  information  should  be  submitted 
for  the  public  docket.  To  ensure  that 
proprietary  information  is  not 
inadvertently  placed  in  the  docket, 
submissions  containing  such 
information  should  be  sent  directly  to 
the  contact  person  listed  above  and  not 
to  the  public  docket.  Information 
covered  by  a  claim  of  confidentiality 
will  be  disclosed  by  EPA  only  to  the 
extent  allowed  and  by  the  procedures 
set  forth  in  40  CFR  part  2.  If  no  claim 
of  confidentiality  accompanies  the 
submission  when  EPA  receives  it,  EPA 
will  make  it  available  to  the  public 
without  further  notice  to  the  person 
making  comments. 

Dated:  August  28,  2012. 

Gina  McCarthy, 

Assistant  Administrator,  Office  of  Air  and 
Radiation. 

[FR  Doc.  2012-21566  Filed  8-30-12;  8:45  am] 
BILLING  CODE  6560-50-P 


EXPORT-IMPORT  BANK 
Economic  Impact  Policy 

This  notice  is  to  inform  the  public 
that  the  Export-Import  Bank  of  the 
United  States  has  received  an 
application  for  a  $21  million  guarantee 
to  support  the  $19  million  export  of  a 
wire  rod  mill  to  the  Czech  Republic. 

The  U.S.  export  will  replace  an  existing 
facility  and  enable  the  Czech  company 
to  expand  its  production  of  wire  rod  by 
approximately  50,000  metric  tons 
annually  during  the  8.5-year  repayment 
term  of  the  obligation.  Available 
information  indicates  that  the  additional 
wire  rod  production  will  be  sold 
domestically  in  the  Czech  Republic  and 
Slovakia,  Germany,  and  Italy. 

Interested  parties  may  submit 
comments  on  this  transaction  by  email 
to  economic.impact@exim.gov  or  by 
mail  to  811  Vermont  Avenue  NW., 

Room  947,  Washington,  DC  20571, 
within  14  days  of  the  date  this  notice 
appears  in  the  Federal  Register. 

Kathryn  Hoff-Patrinos, 

Deputy  General  Counsel. 

[FR  Doc.  2012-21548  Filed  8-30-12;  8:45  am] 
BILLING  CODE  6690-01-P 


FEDERAL  RESERVE  SYSTEM 

Federal  Open  Market  Committee; 
Domestic  Policy  Directive  of  July  31- 
August  1,  2012 

In  accordance  with  Section  271.7(d) 
of  its  rules  regarding  availability  of 
information  (12  CFR  part  271),  there  is 
set  forth  below  the  domestic  policy 
directive  issued  by  the  Federal  Open 
Market  Committee  at  its  meeting  held 
on  July  31-August  1,  2012. ^ 

The  Federal  Open  Market  Committee 
seeks  monetary  and  financial  conditions 
that  will  foster  price  stability  and 
promote  sustainable  growth  in  output. 

To  further  its  long-run  objectives,  the 
Committee  seeks  conditions  in  reserve 
markets  consistent  with  federal  funds 
trading  in  a  range  from  0  to  V4  percent. 
The  Committee  directs  the  Desk  to 
continue  the  maturity  extension 
program  it  announced  in  June  to 
purchase  Treasury  securities  with 
remaining  maturities  of  6  years  to  30 
years  with  a  total  face  value  of  about 
$267  billion  by  the  end  of  December 
2012,  and  to  sell  or  redeem  Treasury 
securities  with  remaining  maturities  of 
approximately  3  years  or  less  with  a 
total  face  value  of  about  $267  billion. 

For  the  duration  of  this  program,  the 
Committee  directs  the  Desk  to  suspend 
its  current  policy  of  rolling  over 
maturing  Treasury  securities  into  new 
issues.  The  Committee  directs  the  Desk 
to  maintain  its  existing  policy  of 
reinvesting  principal  payments  on  all 
agency  debt  and  agency  mortgage- 
backed  securities  in  the  System  Open 
Market  Account  in  agency  mortgage- 
backed  securities.  These  actions  should 
maintain  the  total  face  value  of  domestic 
securities  at  approximately  $2.6  trillion. 
'The  Committee  directs  the  Desk  to 
engage  in  dollar  roll  transactions  as 
necessary  to  facilitate  settlement  of  the 
Federal  Reserve’s  agency  MBS 
transactions.  The  System  Open  Market 
Account  Manager  and  the  Secretary  will 
keep  the  Committee  informed  of 
ongoing  developments  regarding  the 
System’s  balance  sheet  that  could  affect 
the  attainment  over  time  of  the 
Committee’s  objectives  of  maximum 
employment  and  price  stability. 


*  Copies  of  the  Minutes  of  the  Federal  Open 
Market  Committee  at  its  meeting  held  on  July  31- 
August  1,  2012,  which  includes  the  domestic  policy 
directive  issued  at  the  meeting,  are  available  on  the 
Board's  Web  site,  www.federalreserve.gov.  The 
minutes  are  also  published  in  the  Federal  Reserve 
Bulletin  and  in  the  Board’s  Annual  Report. 


53202 


Federal  Register/ Vol.  i77,  Noj^  170 /Friday,  August  31,  2pi2/Notices 


By  order  of  the  Federal  Open  Market 
Committee,  August  22,  2012. 

William  B.  English. 

Secretary,  Federal  Open  Market  Committee. 
IFR  Doc.  2012-21557  Filed  8-30-12;  8:45  am] 
BHJJNG  CODE  6210-01-P 


FEDERAL  RESERVE  SYSTEM 

Formations  of,  Acquisitions  by,  and 
Mergers  of  Bank  Holding  Companies 

The  companies  listed  in  this  notice ' 
have  applied  to  the  Board  for  approval, 
pursuant  to  the  Bank  Holding  Company 
Act  of  1956  {12  U.S.C.  1841  et  seq.) 

(BHC  Act),  Regulation  Y  (12  CFR  part 
225),  and  all  other  applicable  statutes 
and  regulations  to  become  a  bank 
holding  company  and/or  to  acquire  the 
assets  or  the  ownership  of,  control  of,  or 
the  power  to  vote  shares  of  a  bank  or 
bank  holding  company  and  all  of  the 
banks  and  nonbanking  companies 
owned  by  the  bank  holding  company, 
including  the  companies  listed  below. 

The  applications  listed  below,  as  well 
as  other  related  filings  required  by  the 
Board,  are  available  for  immediate 
inspection  at  the  Federal  Reserve  Bank 
indicated.  The  applications  will  also  be 
available  for  inspection  at  the  offices  of 
the  Board  of  Governors.  Interested 
persons  may  express  their  views  in 
writing  on  the  steuidards  enumerated  in 
the  BHC  Act  (12  U.S.C.  1842(c)).  If  the 
proposal  also  involves  the  acquisition  of 
a  nonbanking  company,  the  review  also 
includes  whether  the  acquisition  of  the 
nonbanking  company  complies  with  the 
standards  in  section  4  of  the  BHC  Act 
(12  U.S.C.  1843).  Unless  otherwise 
noted,  nonbanking  activities  will  be 
conducted  throughout  the  United  States. 

Unless  otherwise  noted,  comments 
regarding  each  of  these  applications 
must  be  received  at  the  Reserve  Bank 
indicated  or  the  offices  of  the  Board  of 
Governors  not  later  than  September  26, 
2012. 

A.  Federal  Reserve  Bank  of  New  York 
(Ivan  Hurwitz,  Vice  President)  33 
Libertv  Street,  New  York,  New  York 
10045-0001: 

1.  RSB  Bancorp,  MHC  and  BSB 
Bancorp.  Inc.,  both  of  Boselle,  New 
Jersey,  to  become  bank  holding 
companies  by  acquiring  100  percent  of 
Roselle  Savings  Bank.  Roselle,  New 
Jersey. 

B.  Federal  Reserve  Bank  of 
Philadelphia  (William  Lang,  Senior  Vice 
President)  100  North  6th  Street, 
Philadelphia,  Pennsylvania  19105- 
1521: 

1 .  First  Priority  Financial  Corp, 
Malvern,  Philadelphia,  to  acquire  100 
percent  of  Affinity  Bancorp,  Inc., 


Wyomissing,  Philadelphia,  and  thereby 
indirectly  acquire  Affinity  Bank  of 
Pennsylvania,  Wyomissing, 
Philadelphia. 

Board  of  Governors  of  the  Federal  Reserve 
System.  August  28,  2012. 

Margaret  McCloskey  Shanks, 

Associate  Secretary  of  the  Board. 

[FR  Doc.  2012-21543  Filed  8-30-12:  8:45  am] 
BILLING  CODE  6210-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

[Document  Identifier  CMS-10443  and  CMS- 
10149] 

Agency  Information  Collection 
Activities:  Proposed  Collection; 
Comment  Request 

AGENCY:  Centers  for  Medicare  & 

Medicaid  Services,  HHS. 

In  compliance  with  the  requirement 
of  section  3506(c)(2)(A)  of  the 
Paperwork  Reduction  Act  of  1995,  the 
Centers  for  Medicare  &  Medicaid 
Services  (CMS)  is  publishing  the 
following  summary  of  proposed 
collections  for  public  comment. 
Interested  persons  are  invited  to  send 
comments  regarding  this  burden 
estimate  or  any  other  aspect  of  this 
collection  of  information,  including  any 
of  the  following  subjects:  (1)  The 
necessity  and  utility  of  the  proposed 
information  collection  for  the  proper 
performance  of  the  agency’s  functions; 
(2)  the  accuracy  of  the  estimated 
burden;  (3)  ways  to  enhance  the  quality, 
utility,  and  clarity  of  the  information  to 
be  collected;  and  (4)  the  use  of 
automated  collection  techniques  or 
other  forms  of  information  technology  to 
minimize  the  information  collection 
burden. 

1.  Type  of  Information  Collection 
Bequest:  New  collection.  Title  of 
Information  Collection:  Transcatheter 
Valve  Therapy  Registry  and  KCCQ-10. 
Use:  The  data  collection  is  required  by 
the  Centers  for  Medicare  and  Medicaid 
Services  (CMS)  National  Coverage 
Determination  (NCD)  entitled, 
“Transcatheter  Aortic  Valve 
Replacement  (TAVR)’’.  The  TAVR 
device  is  only  covered  when  specific 
conditions  are  met  including  that  the 
heart  team  and  hospital  are  submitting 
data  in  a  prospective,  national,  audited 
registry.  The  data  includes  patient, 
practitioner  and  facility  level  variables 
that  predict  outcomes  such  as  all  cause 
mortality  and  quality  of  life.  CMS  finds 
that  the  Society  of  Thoracic  Surgery/ 


American  College  of  Cardiology  / 1  i . 

Tranacatheter  Valve  Therapy  (STS/ ACC 
TVT)  Registry,  one  registry  overseen  by 
the  National  Cardiovascular  Data 
Registry,  meets  the  requirements 
specified  in  the  NCD  on  TAVR.  The 
TVT  Registry  will  support  a  national 
surveillance  system  to  monitor  the 
safety  and  efficacy  of  the  TAVR 
technologies  for  the  treatment  of  aortic 
stenosis. 

The  data  will  also  include  the 
variables  on  the  eight  item  Kansas  City 
Cardiomyopathy  Questionnaire  (KCCQ- 
10)  to  assess  heath  status,  functioning 
and  quality  of  life.  In  the  KCCQ,  an 
overall  summary  score  can  be  derived 
from  the  physical  function,  symptoms 
(frequency  and  severity),  social  function 
and  quality  of  life  domains.  For  each 
domain,  the  validity,  reproducibility, 
responsiveness  and  interpretability  have 
been  independently  established.  Scores 
are  transformed  to  a  range  of  0-100,  in 
which  higher  scores  reflect  better  health 
status. 

The  conduct  of  the  STS/ACC  TVT 
Registry  and  the  KCCQ-10  is  in 
accordance  with  Section  1142  of  the 
Social  Security  Act  (the  Act)  that 
describes  the  authority  of  the  Agency  for 
Healthcare  Research  and  Quality 
(AHRQ).  Under  section  1142,  research 
may  be  conducted  and  supported  on  the 
outcomes,  effectiveness,  and 
appropriateness  of  health  care  services 
and  procedures  to  identify  the  manner 
in  which  disease,  disorders,  and  other 
health  conditions  can  be  prevented, 
diagnosed,  treated,  and  managed 
clinically.  Section  1862(a)(1)(E)  of  the 
Act  allows  Medicare  to  cover  under 
coverage  with  evidence  development 
(CED)  certain  items  or  services  for 
which  the  evidence  is  not  adequate  to 
support  coverage  under  section 
1862(a)(1)(A)  and  where  additional  data 
gathered  in  the  context  of  a  clinical 
setting  would  further  clarify  the  impact 
of  these  items  and  services  on  the  health 
of  beneficiaries. 

The  data  collected  and  analyzed  in 
the  TVT  Registry  will  be  used  by  CMS 
to  determine  if  the  TAVR  is  reasonable 
and  necessary  (e.g.,  improves  health 
outcomes)  for  Medicare  beneficiaries 
under  Section  1862(a)(1)(A)  of  the  Act. 
Furthermore,  data  from  the  Registry  will 
assist  the  medical  device  industry  and 
the  Food  and  Drug  Administration 
(FDA)  in  surveillance  of  the  quality, 
safety  and  efficacy  of  new  medical 
devices  to  treat  aortic  stenosis.  For 
purposes  of  the  TAVR  NCD,  The  TVT 
Registry  has  contracted  with  the  Data 
Analytic  Centers  to  conduct  the 
analyses.  In  addition,  data  will  be  made 
available  for  research  purposes  under 
the  terms  of  a  data  use  agreement  that 
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only  provides  de-identified  datasets. 
Form  Number:  CMS-10443  (OCN:  0938- 
New):  Frequency:  Annual;  Affected 
Public:  Individuals,  Households  and 
Private  Sector;  Number  of  Respondents: 
12,000;  Total  Annual  Responses: 

24,000;  Total  Annual  Hours:  7 ,000.  (For 
policy  questions  regarding  this 
collection  contact  JoAnna  Baldwin  at 
410-786-7205.  For  all  other  issues  call 
410-786-1326.) 

2.  Type  of  Information  Collection 
Request:  Reinstatement  without  change 
of  a  previously  approved  collection; 

Title  of  Information  Collection:  Health 
Insurance  Reform:  Electronic  Security 
Standards:  Use:  This  information 
collection  corresponds  to  existing 
regulations  establishing  standards  for 
the  security  of  electronic  protected 
health  information  to  be  implemented 
by  health  plans,  health  care 
clearinghouses  and  certain  health  care 
providers,  as  required  under  title  II, 
subtitle  F,  sections  261  through  264  of 
the  Health  Insurance  Portability  and 
Accountability  Act  of  1996  (HIP  A  A), 
Public  Law  104-191.  The  use  of  the 
security  standards  improves  Federal 
health  programs,  private  health 
programs,  and  the  effectiveness  and 
efficiency  of  the  health  care  industry  in 
general  by  establishing  a  level  of 
protection  for  certain  electronic  health 
information.  This  information  collection 
request  does  not  propose  any  changes  to 
this  information  collection  related  to 
future  modifications  of  the  underlying 
HIPAA  security  standards.  Form 
Number:  CMS-10149  (OCN:  0938- 
0949);  Frequency:  Occasionally: 

Affected  Public:  Business  or  other  for- 
profit,  Not-for-profit  institutions. 

Federal  Government,  and  State,  Local  or 
Tribal  Government;  Number  of 
Respondents:  135,560;  Total  Annual 
Responses:  285,560;  Total  Annual 
Hours:  536,743.  (For  policy  questions 
regarding  this  collection  contact 
William  Parham  at  410-786—4669.  For 
all  other  issues  call  410-786-1326.) 

To  obtain  copies  of  the  supporting 
statement  and  any  related  forms  for  the 
proposed  paperwork  collections 
referenced  above,  access  CMS’  Web  site 
address  at  http://www.cms.hhs.gov/ 
PaperworkReductionActofl995,  or 
Email  your  request,  including  your 
address,  phone  number,  0MB  number, 
and  CMS  document  identifier,  to 
Paperwork@cms.hhs.gov,  or  call  the 
Reports  Clearance  Office  on  (410)  786- 
1326. 

In  commenting  on  the  proposed 
information  collections  please  reference 
the  document  identifier  or  OMB  control 
number.  To  be  assured  consideration, 
comments  and  recommendations  must 


be  submitted  in  one  of  the  following 
ways  by  October  30,  2012: 

1.  Electronically.  You  may  submit 
your  comments  electronically  to  http:// 
www.regulations.gov.  Follow  the 
instructions  for  “Comment  or 
Submission”  or  “More  Search  Options” 
to  find  the  information  collection 
document(s)  accepting  comments. 

2.  By  regular  mail.  You  may  mail 
written  comments  to  the  following 
address:  CMS,  Office  of  Strategic 
Operations  and  Regulatory  Affairs, 
Division  of  Regulations  Development, 
Attention:  CMS-R-284  (OCN  0938- 
0345),  Room  C4-26-05,  7500  Security 
Boulevard,  Baltimore,  Maryland  21244- 
1850. 

Dated:  August  28,  2012. 

Martique  Jones, 

Director,  Regulations  Development  Group, 
Division  B,  Office  of  Strategic  Operations  and 
Regulatory  Affairs. 

(FR  Doc.  2012-21594  Filed  8-30-12;  8:45  am] 

BILLING  CODE  41 20-01 -P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

[Document  Identifier  CMS-359  and  CMS- 
360] 

Agency  information  Collection 
Activities:  Submission  for  OMB 
Review;  Comment  Request 

AGENCY:  Centers  for  Medicare  & 

Medicaid  Services,  HHS. 

In  compliance  with  the  requirement 
of  section  3506(c)(2)(A)  of  the 
Paperwork  Reduction  Act  of  1995,  the 
Centers  for  Medicare  &  Medicaid 
Services  (CMS),  Department  of  Health 
and  Human  Services,  is  publishing  the 
following  summary  of  proposed 
collections  for  public  comment. 
Interested  persons  are  invited  to  send 
comments  regarding  this  burden 
estimate  or  any  other  aspect  of  this 
collection  of  information,  including  any 
of  the  following  subjects:  (1)  The 
necessity  and  utility  of  the  proposed 
information  collection  for  the  proper 
performance  of  the  Agency’s  function; 

(2)  the  accuracy  of  the  estimated 
burden;  (3)  ways  to  enhemce  the  quality, 
utility,  and  clarity  of  the  information  to 
be  collected;  and  (4)  the  use  of 
automated  collection  techniques  or 
other  forms  of  information  technology  to 
minimize  the  information  collection 
burden. 

1.  Type  of  Information  Collection 
Request:  Extension  without  change  of  a 
currently  approved  collection.  Title  of 


Information  Collection  .-  Comprehensive 
Outpatient  Rehabilitation  Facility 
(CORF)  Eligibility  and  Survey  Forms. 

Use:  CMS-359  serves  as  the  application 
for  facilities  wishing  to  participate  in 
the  Medicare/Medicaid  program  as 
CORFs.  The  form  initiates  the  process 
for  obtaining  a  decision  as  to  whether 
the  conditions  of  participation  are  met. 

It  also  promotes  data  reduction  (key 
punching)  or  introduction  to  and 
retrieval  from  the  Medicare/Medicaid 
Automated  Certification  System, 

ASPEN,  by  the  CMS  Regional  Offices. 
Should  any  question  arise  regarding  the 
structure  of  the  organization,  this 
information  is  readily  available  without 
going  through  the  process  of  completing 
the  form  again. 

CMS-360  is  used  by  the  State  survey 
agency  to  record  data  collected  to 
determine  provider  compliance  with 
individual  conditions  of  participation 
and  to  report  it  to  the  federal 
government.  CMS  has  the  responsibility 
and  authority  for  certification  decisions 
which  are  based  on  provider 
compliance  with  the  conditions  of 
participation.  The  information  needed 
to  make  these  decisions  is  available  to 
CMS  only  through  the  information 
abstracted  from  the,survey  checklists. 
The  form  is  primarily  a  worksheet 
designed  to  facilitate  key  punching  into 
ASPEN  by  the  state  agency  after  the 
survey  is  completed.  Form  Number: 
CMS-359  (CORF  Eligibility  Form)  and 
CMS-360  (CORF  Survey  Report  Form); 
(OCN  0938—0267);  Frequency: 
Occasionally.  Affected  Public:  Private 
Sector  (Business  or  other  for-profits). 
Number  of  Respondents:  295.  Total 
Annual  Responses:  42.  Total  Annual 
Hours:  137.  (For  policy  questions 
regarding  this  collection  contact  Georgia 
Johnson  at  410-786-6859.  For  all  other 
issues  call  410-786-1326.) 

To  obtain  copies  of  the  supporting 
statement  and  any  related  forms  for  the 
proposed  paperwork  collections 
referenced  above,  access  CMS  Web  site 
address  at  http://www.cms.hhs.gov/ 
PaperworkReductionActofl995,  or 
Email  your  request,  including  your 
address,  phone  number,  OMB  number, 
and  CMS  document  identifier,  to 
Paperwork@cms.hhs.gov,  or  call  the 
Reports  Clearance  Office  on  (410)  786- 
1326. 

To  be  assured  consideration, 
comments  and  recommendations  for  the 
proposed  information  collections  must 
be  received  by  the  OMB  desk  officer  at 
the  address  below,  no  later  than  5  p.m. 
on  October  1,  2012.  OMB,  Office  of 
Information  and  Regulatory  Affairs, 
Attention;  CMS  Desk  Officer,  Fax 
Number:  (202)  395-6974,  Email:  OIRA_ 
submission@omb.eop.gov. 
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Dated:  August  28,  2012. 

Martique  Jones, 

Director,  Regulations  Development  Group, 
Division  B,  Office  of  Strategic  Operations  and 
Regulatory  Affairs. 

|FR  Doc.  2012-21593  Filed  8-30-12;  8:45  am) 

BILLING  COOe  4120-01-P 

DEPARTIMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

[CMS-3274-N] 

Medicare  Program;  Meeting  of  the 
Medicare  Evidence  Development  and 
Coverage  Advisory  Committee — 
November  14, 2012 

agency:  Centers  for  Medicare  & 

Medicaid  Services  (CMS),  HHS. 

ACTION:  Notice  of  meeting. 

SUMMARY:  This  notice  announces  that  a 
public  meeting  of  the  Medicare 
Evidence  Development  &  Coverage 
Advisory  Committee  (MEDCAC) 
(“Committee”)  will  be  held  on 
Wednesday,  November  14,  2012.  The 
Committee  generally  provides  advice 
and  recommendations  concerning  the 
adequacy  of  scientific  evidence  needed 
to  determine  whether  certain  medical 
items  and  services  can  be  covered  under 
the  Medicare  statute.  This  meeting  will 
focus  on  the  use  of  ventricular  assist 
devices  (VADs),  a  clinical  strategy  for 
the  management  of  heart  failure.  This 
meeting  is  open  to  the  public  in 
accordance  with  the  Federal  Advisory 
Committee  Act  (5  U.S.C.  App.  2,  section 
10(a)). 

DATES:  Meeting  Date:  The  public 
meeting  will  be  held  on  Wednesday, 
November  14,  2012  from  7:30  a.m.  until 
4:30  p.m..  Eastern  Standard  Time  (EST). 

Deadline  for  Submission  of  Written 
Comments:  Written  comments  must  be 
received  at  the  address  specified  in  the 
ADDRESSES  section  of  this  notice  by  5 
p.m..  Eastern  Daylight  Time  (EDT), 
Monday,  October  15,  2012.  Once 
submitted,  all  comments  are  final. 

Deadlines  for  Speaker  Registration 
and  Presentation  Materials:  The 
deadline  to  register  to  be  a  speaker  and 
to  submit  PowerPoint  presentation 
materials  and  writings  that  will  be  used 
in  support  of  an  oral  presentation  is  5:00 
p.m.,  EDT  on  Monday,  October  15, 

2012.  Speakers  may  register  by  phone  or 
via  email  by  contacting  the  person  listed 
in  the  FOR  FURTHER  INFORMATION 
CONTACT  section  of  this  notice. 
Presentation  materials  must  be  received 
at  the  address  specifled  in  the 
ADDRESSES  section  of  this  notice. 


Deadline  for  All  Other  Attendees 
Registration:  Individuals  may  register 
online  at  http:/ /w'v.'w.cms.gov/apps/ 
even  ts/u  pcomingeven  ts. 
asp?strOrderBy=l&-type=3  or  by  phone 
by  contacting  the  person  listed  in  the 
FOR  FURTHER  INFORMATION  CONTACT 
section  of  this  notice  by  5  p.m.  EST, 
Wednesday,  November  7,  2012.  We  will 
be  broadcasting  the  meeting  live  via 
Webcast  at  http:/ /\vv\,'\v.cms.gov/iive/ . 

Deadline  for  Submitting  a  Request  for 
Special  Accommodations:  Persons 
attending  the  meeting  who  are  hearing 
or  visually  impaired,  or  have  a 
condition  that  requires  special 
assistance  or  accommodations,  are 
asked  to  contact  the  Executive  Secretary 
as  specified  in  the  FOR  FURTHER 
INFORMATION  CONTACT  section  of  this 
notice  no  later  than  5:00  p.m.,  EDT 
Friday,  November  2,  2012. 

ADDRESSES:  Meeting  Location:  The 
meeting  will  be  held  in  the  main 
auditorium  of  the  Centers  for  Medicare 
&  Medicaid  Services,  7500  Security 
Boulevard,  Baltimore,  MD  21244. 

Submission  of  Presentations  and 
Comments:  Presentation  materials  and 
written  comments  that  will  be  presented 
at  the  meeting  must  be  submitted  via 
email  to  MedCACpresentations@cms. 
hhs.gov  or  by  regular  mail  to  the  contact 
listed  in  the  FOR  FURTHER  INFORMATION 
CONTACT  section  of  this  notice  by  the 
date  specified  in  the  DATES  section  .of 
this  notice. 

FOR  FURTHER  INFORMATION  CONTACT: 

Maria  Ellis,  Executive  Secretary  for 
MEDCAC,  Centers  for  Medicare  & 
Medicaid  Services,  Center  for  Clinical 
Standards  and  Quality,  Coverage  and 
Analysis  Group,  S3-02-01,  7500 
Security  Boulevard,  Baltimore,  MD 
21244  or  contact  Ms.  Ellis  by  phone 
(410-786-0309)  or  via  email  at  Maria. 
EIIis@cms.hhs.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

MEDCAC,  formerly  known  as  the 
Medicare  Coverage  Advisory  Committee 
(MCAC),  provides  advice  and 
recommendations  to  CMS  regarding 
clinical  issues.  (For  more  information 
on  MCAC,  see  the  December  14, 1998 
Federal  Register  (63  FR  68780).  This 
notice  announces  the  Wednesday, 
November  14,  2012,  public  meeting  of 
the  Committee.  During  this  meeting,  the 
Committee  will  discuss  the  use  of 
VADs,  a  clinical  strategy  for  the 
management  of  heart  failure. 
Background  information  about  this 
topic,  including  panel  materials,  is 
available  at  http://www.cms.gov/ 
medicare-coverage-database/indexes/ 
medcac-meetings-index.aspx?bc= 


RAAAAAAAAAAAEr.  CMS  will  no 
longer  be  providing  paper  copies  of  the 
handouts  for  the  meeting.  Electronic 
copies  of  all  the  meeting  materials  will 
be  on  the  CMS  Web  site  no  later  than 
2  business  days  before  the  meeting.  We 
encourage  the  participation  of 
appropriate  organizations  with  expertise 
in  the  use  of  VADs. 

II.  Meeting  Format 

This  meeting  is  open  to  the  public. 

The  Committee  will  hear  oral 
presentations  from  the  public  for 
approximately  45  minutes.  Time 
allotted  for  each  presentation  may  be 
limited.  If  the  number  of  registrants 
requesting  to  speak  is  greater  than  can 
be  reasonably  accommodated  during  the 
scheduled  open  public  hearing  session, 
CMS  may  conduct  a  lottery  to  determine 
the  speakers  for  the  scheduled  open 
public  hearing  session.  The  contact 
person  will  notify  interested  persons 
regarding  their  request  to  speak  by 
October  22,  2012.  Your  comments 
should  focus  on  issues  specific  to  the 
list  of  topics  that  we  have  proposed  to 
the  Committee.  The  list  of  research 
topics  to  be  discussed  at  the  meeting 
will  be  available  on  the  following  web 
site  prior  to  the  meeting:  http://www. 
cms.gov/medicare-coverage-database/ 
indexes/medcac-meetings-index. 
aspx?bc=BAAAAAAAAAAA&‘.  We 
require  that  you  declare  at  the  meeting 
whether  you  have  any  financial 
involvement  with  manufacturers  (or 
their  competitors)  of  any  items  or 
services  being  discussed. 

The  Committee  will  deliberate  openly 
on  the  topics  under  consideration. 
Interested  persons  may  observe  the 
deliberations,  but  the  Committee  will 
not  hear  further  comments  during  this 
time  except  at  the  request  of  the 
chairperson.  The  Committee  will  also 
allow  a  15-minute  unscheduled  open 
public  session  for  any  attendee  to 
address  issues  specific  to  the  topics 
under  consideration.  At  the  conclusion 
of  the  day,  the  members  will  vote  and 
the  Committee  will  make  its 
recommendation(s)  to  CMS. 

III.  Registration  Instructions 

CMS’  Coverage  and  Analysis  Group  is 
coordinating  meeting  registration.  While 
there  is  no  registration  fee,  individuals 
must  register  to  attend.  You  may  register 
online  at  http://www'.cms.gov/apps/ 
even  ts/ u  pcomingeven  ts.asp  TstrOrderBy 
=  l&type=3  or  by  phone  by  contacting 
the  person  listed  in  the  FOR  FURTHER 
INFORMATION  CONTACT  section  of  this 
notice  by  the  deadline  listed  in  the 
DATES  section  of  this  notice.  Please 
provide  your  full  name  (as  it  appears  on 
your  state-issued  driver’s  license). 
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address,  organization,  telephone,  fax 
number(s),  and  email  address.  You  will 
receive  a  registration  confirmation  with 
instructions  for  your  arrival  at  the  CMS 
complex  or  you  will  be  notified  that  the 
seating  capacity  has  been  reached. 

IV.  Security,  Building,  and  Parking 
Guidelines 

This  meeting  will  be  held  in  a  Federal 
government  building:  therefore,  Federal 
security  measures  are  applicable.  We 
recommend  that  confirmed  registrants 
arrive  reasonably  early,  but  no  earlier 
than  45  minutes  prior  to  the  start  of  the 
meeting,  to  allow  additional  time  to 
clear  security.  Security  measures 
include  the  following: 

•  Presentation  of  government-issued 
photographic  identification  to  the 
Federal  Protective  Service  or  Guard 
Service  personnel. 

•  Inspection  of  vehicle’s  interior  and 
exterior  (this  includes  engine  and  trunk 
inspection)  at  the  entrance  to  the 
grounds.  Parking  permits  and 
instructions  will  be  issued  after  the 
vehicle  inspection. 

•  Inspection,  via  metal  detector  or 
other  applicable  means  of  all  persons 
brought  entering  the  building.  We  note 
that  all  items  brought  into  CMS, 
whether  personal  or  for  the  purpose  of 
presentation  or  to  support  a 
presentation,  are  subject  to  inspection. 
We  cannot  assume  responsibility  for 
coordinating  the  receipt,  transfer, 
transport,  storage,  set-up,  safety,  or 
timely  arrival  of  any  personal 
belongings  or  items  used  for 
presentation  or  to  support  a 
presentation. 

Note:  Individuals  who  are  not 
registered  in  advance  will  not  be 
permitted  to  enter  the  building  and  will 
be  unable  to  attend  the  meeting.  The 
public  may  not  enter  the  building  earlier 
than  45  minutes  prior  to  the  convening 
of  the  meeting.  All  visitors  must  be 
escorted  in  areas  other  than  the  lower 
and  first  floor  levels  in  the  Central 
Building. 

Authority:  5  U.S.C.  App.  2,  section  10(a). 
(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.773,  Medicare — Hospital 
Insurance:  and  Program  No.  93.774, 

Medicare — Supplementary  Medical 
Insurance  Program) 

Dated:  August  23,  2012. 

Patrick  Conway, 

CMS  Chief  Medical  Officer  and  Director, 
Center  for  Clinical  Standards  and  Quality, 
Centers  for  Medicare  S'  Medicaid  Services. 

[FR  Doc.  2012-21583  Filed  8-30-12;  8:45  am] 

BILLING  CODE  4120-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

Center  for  Scientific  Review;  Notice  of 
Closed  Meetings 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meetings. 

The  meetings  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel,  Member 
Conflict:  Eukaryotic  Parasite  Vector  Biology. 

Date:  September  20-21,  2012. 

Time:  8:00  a.m.  to  6:00  pmi. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6701 
Rockledge  Drive,  Bethesda,  MD  20892, 
(Virtual  Meeting). 

Contact  Person:  Fouad  A  El-Zaatari,  Ph.D., 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  3206, 
MSC  7808,  Bethesda,  MD  20814-9692,  (301) 
435-1149,  elzactaf@csr.nih.gov. 

Name  of  Committee:  Risk,  Prevention  and 
Health  Behavior  Integrated  Review  Group, 
Behavioral  Medicine,  Interventions  and 
Outcomes  Study  Section. 

Date:  October  4—5,  2012. 

Time:  8:00  a.m.  to  5:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  The  Westin  Riverwalk,  420  W 
Market  Street,.San  Antonio,  TX  78205. 

Contact  Person:  Lee  S  Mann,  Ph.D., 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  3186, 
MSC  7848,  Bethesda,  MD  20892,  301-435- 
0677,  mannl@csr.nih.gov. 

Name  of  Committee:  Risk,  Prevention  and 
Health  Behavior  Integrated  Review  Group, 
Social  Psychology,  Personality  and 
Interpersonal  Processes  Study  Section. 

Date:  October  4-5,  2012. 

Time:  8:00  a.m.  to  6:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

P/ace;  Washington  Marriott,  1221  22nd 
Street  NW.,  Washington,  DC  20037. 

Contact  Person:  Monica  Basco,  Ph.D., 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  3220, 
MSC  7808,  Bethesda,  MD  20892,  301-496- 
7010,  bascoma@mail.nih.gov. 


Name  of  Committee:  Vascular  and 
Hematology  Integrated  Review  Group, 

Vascular  Gell  and  Molecular  Biology  Study 
Section. 

Date:  October  4-5,  2012. 

Time:  8:00  a.m.  to  1:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Residence  Inn — Bethesda 
Downtown,  7355  Wisconsin  Ave,  Bethesda, 
MD  20814. 

Contact  Person:  Larry  Pinkus,  Ph.D., 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  4132, 
MSC  7802,  Bethesda,  MD  20892,  (301)  435- 
1214,  pinkusl@csr.nih.gov. 

Name  of  Committee:  Cell  Biology 
Integrated  Review  Group,  Cellular 
Mechanisms  in  Aging  and  Development 
Study  Section. 

Date:  October  4-5,  2012. 

Time:  8:00  a.m.  to  5:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  St.  Gregory  Hotel,  2033  M  Street 
NW.,  Washington,  DC  20036. 

Contact  Person:  John  Burch,  Ph.D., 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institute  of 
Health,  6701  Rockledge  Drive,  Room  3213, 
MSC  7808,  Bethesda,  MD  20892,  301-408- 
9519,  burchjb@csr.nih.gov. 

Name  of  Committee:  Risk,  Prevention  and 
Health  Behavior  Integrated  Review  Group, 
Psychosocial  Development,  Risk  and 
Prevention  Study  Section. 

Date:  October  4-5,  2012. 

Time:  8:00  a.m.  to  6:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

P7ace:  Washington  Marriott,  1221  22nd 
Street  NW.,  Washington,  DC  20037. 

Contact  Person:  Anna  L  Riley,  Ph.D., 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  3114, 
MSC  7759,  Bethesda,  MD  20892,  301-435- 
2889,  rileyann@csr.nih.gov. 

Name  of  Committee:  Infectious  Diseases 
and  Microbiology  Integrated  Review  Group, 
Host  Interactions  with  Bacterial  Pathogens 
Study  Section. 

Date:  October  4,  2012. 

Time:  8:00  a.m.  to  6:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Crowne  Plaza  Hotel — Silver  Spring, 
8777  Georgia  Avenue,  Silver  Spring,  MD 
20910. 

Contact  Person:  Fouad  A  El-Zaatari,  Ph.D., 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  3186, 
MSC  7808,  Bethesda,  MD  20892,  (301)  435- 
1149,  elzaataf@csr.nih.gov. 

Name  of  Committee:  Molecular,  Cellular 
and  Developmental  Neuroscience  Integrated 
Review  Group,  Biophysics  of  Neural  Systems 
Study  Section. 

Date:  October  4,  2012. 

Time:  8:00  a.m.  to  7:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Renaissance  Harborplace  Hotel,  202 
East  Pratt  Street,  Baltimore,  MD  21202. 
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Contact  Person:  Geoffrey  G  Schofield, 
Ph.D.,  Scientific  Review  Officer,  Center  for 
Scientific  Review',  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  4040-A, 
MSG  7850,  Bethesda,  MD  20892,  301-435- 
1235,  geoffreys@csr.nih.gov. 

Name  of  Committee:  Cardiovascular  and 
Respiratory  Sciences  Integrated  Review 
Group,  Cardiovascular  Differentiation  and 
Development  Study  Section. 

Date:  October  4,  2012. 

Time:  8:00  a.m.  to  6:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Renaissance  Washington  DC, 

Dupont  Circle,  1143  New  Hampshire  Avenue 
NW.,  Washington,  DC  20037. 

Contact  Person:  Yuanna  Cheng.  Ph.D.,  MD, 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  4138, 
MSC  7814,  Bethesda.  MD  20892,  (301)  435- 
1195,  Chengy5@csr.nih.gov. 

Name  of  Committee:  Brain  Disorders  and 
Clinical  Neuroscience  Integrated  Review' 
Group,  Chronic  Dysfunction  and  Integrative 
Neurodegeneration  Study  Section. 

Date:  October  4-5,  2012. 

Time:  8:00  a.m.  to  5:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Residence  Inn  Bethesda,  7335 
Wisconsin  Avenue,  Bethesda,  MD  20814. 

Contact  Person:  Kevin  Walton,  Ph.D., 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  5200, 
MSC  7846,  Bethesda,  MD  20892,  301-435- 
1 785,  kevin.walton@nih.hhs.gov. 

Name  of  Committee:  Brain  Disorders  and 
Clinical  Neuroscience  integrated  Review 
Group,  Pathophysiological  Basis  of  Mental 
Disorders  and  Addictions  Study  Section. 

Date:  October  4,  2012. 

Time:  8:30  a.m.  to  5:00  p.m. 

Agenda:  To  review'  and  evaluate  grant 
applications. 

Place:  Embassy  Suites  DC  Convention 
Center,  900  10th  Street  NW.,  Washington.  DC 
20001. 

Contact  Person:  Julius  Cinque,  MS, 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  5186, 
MSC  7846,  Bethesda,  MD  20892,  (301)  435- 
1252,  cinquei@csr.nih.gov. 

Name  of  Committee:  Infectious  Diseases 
and  Microbiology  Integrated  Review  Group, 
Pathogenic  Eukaryotes  Study  Section. 

Etote.  October  4^5,  2012.  " 

Time:  8:30  a.m.  to  5:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Hilton  Alexandria  Old  Town,  1767 
King  Street,  Alexandria,  V.\  22314. 

Contact  Person;  Tera  Bounds,  DVM,  Ph.D., 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  3198, 
MSC  7808,  Bethesda.  MD  20892,  (301)  435- 
2306,  boundst@csr.nih.gov. 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel, 
Biochemistry'  and  Biophysics  of  Membranes. 

Date:  October  4,  2012. 


Time:  10:00  a.m.  to  1:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  St.  Gregory  Hotel,  2033  M  Street 
NW.,  Washington,  DC  20036. 

Contact  Person:  John  L.  Bowers,  Ph.D., 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  4170, 
MSC  7806,  Bethesda,  MD  20892,  (301)  435- 
1725,  bowersj@csr.nih.gov. 

(Catalogue  of  Federal  Domestic  .Assistance 
Program  Nos.  93.306,  Comparative  Medicine; 
93.333,  Clinical  Research,  93.306,  93.333, 
93.337,  93.393-93.396,  93.837-93.844, 
93.846-93.878,  93.892,  93.893,  National 
Institutes  of  Health,  HHS) 

Dated:  August  27,  2012. 

Melanie  ).  Gray, 

Program  Analyst,  Office  of  Federal  Advisory 
Committee  Policy. 

IFR  Doc.  2012-21501  Filed  8-30-12;  8:45  ami 

BILLING  CODE  41 40-01 -P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  of  Allergy  and 
Infectious  Diseases;  Notice  of  Closed 
Meetings 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meetings. 

The  meetings  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Institute  of 
Allergy  and  Infectious  Diseases  Special 
Emphasis  Panel;  Partnerships  for 
Biodefense — Bacterial  Therapeutics  (1). 

Date:  September  25,  2012. 

Time:  11:00  a.m.  to  4:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6700B 
Rockledge  Drive,  Bethesda.  MD  20817, 
(Telephone  Conference  Call). 

Contact  Person:  Frank  S.  De  Silva,  Ph.D., 
Scientific  Review  Officer,  Scientific  Review 
Program,  Division  of  Extramural  Activities, 
National  Institutes  of  Health/NIAID,  6700B 
Rockledge  Drive,  MSC  7616,  Bethesda,  MD 
20892-7616,  301-594-1009, 
fdesilva@niaid.nih.gov. 

Name  of  Committee:  National  Institute  of 
Allergy  and  Infectious  Diseases  Special 


Emphasis  Panel;  PA-10-271  Investigator 
Initiated  POl. 

Date:  September  25,  2012. 

Time:  11:30  a.m.  to  3:30  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6700B 
Rockledge  Drive,  Bethesda,  MD  20817, 
(Telephone  Conference  Call). 

Contact  Person:  Maryam  Feili-Hariri, 

Ph.D.,  Scientific  Review  Officer,  Immunology 
Review  Branch,  Scientific  Review  Program, 
DHHS/NIH/NIAID,  6700B  Rockledge  Drive, 
MSC  7616,  Bethesda,  MD  20892,  301-594- 
3243,  haririmf@niaid.nih.gov. 

Name  of  Committee:  National  Institute  of 
Allergy  and  Infectious  Diseases  Special 
Emphasis  Panel;  Partnerships  for 
Biodefense — Viral  Therapeutics. 

Date:  September  27,  2012. 

Time:  11:00  a.m.  to  4:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6700B 
Rockledge  Drive,  Bethesda,  MD  20817, 
(Telephone  Conference  Call). 

Contact  Person:  Frank  S.  De  Silva,  Ph.D., 
Scientific  Review  Officer,  Scientific  Review 
Program,  Division  of  Extramural  Activities, 
National  Institutes  of  Health/NIAID,  6700B 
Rockledge  Drive,  MSC  7616,  Bethesda,  MD 
20892-7616,  301-594-1009, 
fdesilva@niaid.nih.gov. 

Name  of  Committee:  National  Institute  of 
Allergy  and  Infectious  Diseases  Special 
Emphasis  Panel;  PA-10—271  Investigator 
Initiated  POl. 

Date:  September  27,  2012. 

Time:  1:00  p.m.  to  5:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6700B 
Rockledge  Drive,  Bethesda,  MD  20817, 
(Telephone  Conference  Call). 

Contact  Person:  Maryam  Feili-Hariri, 

Ph.D.,  Scientific  Review  Officer,  Immunology 
Review  Branch,  Scientific  Review  Program, 
DHHS/NIH/NIAID,  6700B  Rockledge  Drive, 
MSC  7616,  Bethesda,  MD  20892,  301-594- 
3243,  haririmf@niaid.nih  .gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.855,  Allergy,  Immunology, 
and  Transplantation  Research;  93.856, 
Microbiology  and  Infectious  Diseases 
Research,  National  Institutes  of  Health,  HHS) 

Dated:  August  24,  2012.  , 

Melanie  J.  Gray, 

Program  Analyst,  Office  of  Federal  Advisory 
Committee  Policy. 

IFR  Doc.  2012-21502  Filed  8-30-12;  8:45  am] 

BILLING  CODE  414(M)1-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  of  Allergy  And 
Infectious  Diseases;  Notice  of  Closed 
Meeting  ^ 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 


Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Notices 


53207 


amended  (5  U.S.C.  App.),  notice  is  i 
hereby  given  of  the  following  meeting. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c){6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Institute  of 
Allergy  and  Infectious  Diseases  Special 
Emphasis  Panel;  Centers  for  AIDS  Research 
&  Developmental  Centers  for  AIDS  Research. 

Date:  September  27—28,  2012. 

Time:  8:00  a.m.  to  5:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

P/ace:  Hilton  Washington/Rockville,  1750 
Rockville  Pike,  Rockville,  MD  20852. 

Contact  Person:  Uday  K.  Shankar, 
Scientific  Review  Officer,  Scientific  Review 
Program,  DEA/NIAID/NIH/DHHS,  Room 
3246,  6700B  Rockledge  Drive,  MSC  7616, 
Bethesda,  MD  20892-7616,  301-594-3193, 
uday.sbankar@nih  .gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.855,  Allergy,  Immunology, 
and  Transplantation  Research;  93.856, 
Microbiology  and  Infectious  Diseases 
Research,  National  Institutes  of  Health,  HHS) 

Dated:  August  27,  2012. 

Melanie  J.  Gray, 

Program  Analyst.  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  2012-21503  Filed  8-30-12;  8:45  am) 

BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  on  Aging;  Notice  of 
Closed  Meetings 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meetings. 

-  The  meetings  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 


Name  of  Committee:  National  Institute  on 
Aging  Initial  Review  Group,  Behavior  and 
Social  Science  of  Aging  Review  Committee. 

Date:  October  4-5,  2012. 

Time:  4:00  p.m.  to  12:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  HyatfRegency  Bethesda,  One 
Bethesda  Metro  Center,  Bethesda,  MD  20814. 

Contact  Person:  Jeannette  L.  Johnson, 

Ph.D.,  Scientific  Review  Officer,  National 
Institutes  on  Aging,  National  Institutes  of 
Health,  7201  Wisconsin  Avenue,  Suite  2C- 
212,  Bethesda,  MD  20892,  301-402-7705, 
johnson j9@nia  .nih.gov. 

Name  of  Committee:  National  Institute  on 
Aging  Initial  Review  Group,  Neuroscience  of 
Aging  Review  Committee. 

Date:  October  4-5,  2012. 

Time:  4:00  p.m.  to  2:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Hyatt  Regency  Bethesda,  One 
Bethesda  Metro  Center,  Bethesda,  MD  20814. 

Contact  Person:  William  Ciuce,  Ph.D., 
National  Institute  on  Aging,  Scientific 
Review  Office,  Gateway  Building  2C-212, 
7201  Wisconsin  Ave.,  Bethesda,  MD  20814, 
301-402-7704,  crucew@nia.nih.gov. 

Name  of  Committee:  National  Institute  on 
Aging  Initial  Review  Group,  Biological  Aging 
Review  Committee. 

Date:  October  4-5,  2012. 

Time:  5:00  p.m.  to  1:30  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Hyatt  Regency  Bethesda,  One 
Bethesda  Metro  Center,  Bethesda,  MD  20814. 

Contact  Person:  Bita  Nakhai,  Ph.D., 
Scientific  Review  Branch,  National  Institute 
on  Aging,  Gateway  Bldg.,  2C212,  7201 
•Wisconsin  Avenue,  Bethesda,  MD  20814, 
301-402-7701,  nakhaib@nia.nih.gov. 

Name  of  Committee:  National  Institute  on 
Aging  Initial  Review  Group,  Clinical  Aging 
Review  Committee. 

Date:  October  4-5,  2012. 

Time:  5:00  p.m.  to  12:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Hyatt  Regency  Bethesda,  One 
Bethesda  Metro  Center,  Bethesda,  MD  20814. 

Contact  Person:  Alicja  L.  Markowska, 
Ph.D.,  DSC,  National  Institute  on  Aging, 
National  Institutes  of  Health,  Gateway 
Building  2C212,  7201  Wisconsin  Avenue, 
Bethesda,  MD  20892,  301-196-9666, 
markowsa@nia.nih.gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.866,  Aging  Research, 
National  Institutes  of  Health,  HHS) 

Dated:  August  27,  2012. 

Melanie  J.  Gray, 

Program  Analyst,  Office  of  Federal  Advisory 
Committee  Policy. 

IFR  Doc.  2012-21505  Filed  8-30-12;  8:45  am] 

■  BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

Nationai  Institute  on  Aging;  Notice  of 
Ciosed  Meetings 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meetings. 

The  meetings  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Institute  on 
Aging  Special  Emphasis  Panel,  Pepper 
Centers. 

Date:  September  27-28,  2012. 

Time:  4  p.m.  to  12  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Embassy  Suites,  4300  Military  Road, 
Washington,  DC  20015. 

Contact  Person:  Alicja  L.  Markowska, 
Ph.D.,  DSC,  Scientific  Review  Branch, 
National  Institute  on  Aging,  7201  Wisconsin 
Avenue,  Suite  2c212,  Bethesda,  MD  20892, 
301-496-9666,  markowsa@nia.nih.gov. 

Name  of  Committee:  National  Institute  on 
Aging  Special  Emphasis  Panel,  NIA 
Institutional  Research  Training  Grants — T32/ 
T35. 

Date:  September  28,  2012. 

Time:  8  a.m.  to  6  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  DoubleTree  Hotel  Bethesda,  8120 
Wisconsin  Avenue,  Bethesda,  MD  20814. 

Contact  Person:  Alfonso  R.  Latoni,  Ph.D., 
Deputy  Chief  and  Scientific  Review  Officer, 
Scientific  Review  Branch,  National  Institute 
on  Aging,  7201  Wisconsin  Avenue,  Suite 
2C218,  Bethesda,  MD  20892,  301-402-7702, 
Alfonso.Latoni@nih.gov. 

Name  of  Committee:  National  Institute  on 
Aging  Special  Emphasis  Panel,  Sarcopenia, 
Redox  Homeostasis  and  the  Neuromuscular 
Junction. 

Date:  October  2,  2012. 

Time:  2  p.m.  to  5:30  p.m. 

Agenda:  To  review  and  evaluate  grant 
application^ 

Place:  National  Institute  on  Aging, 
Gateway  Building,  7201  Wisconsin  Avenue, 
Suite  2C212,  Bethesda,  MD  20892. 

Contact  Person:  Elaine  Lewis,  Ph.D., 
Scientific  Review  Branch,  National  Institute 
on  Aging,  Gateway  Building,  Suite  2C212, 
MSC-9205,  7201  Wisconsin  Avenue, 
Bethesda,  MD  20892,  301-402-7707, 
elainelewis@nia.nih.gov. 
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(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.866,  Aging  Research, 
National  Institutes  of  Health,  HHS) 

Dated;  August  27,  2012. 

Melanie  J.  Gray, 

Program  Analyst,  Office  of  Federal  Advisory 
Committee  Policy. 

IFR  Doc.  2012-21506  Filed  8-30-12:  8:45  am) 
BILUNG  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases;  Notice 
of  Closed  Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  a  meeting  of  the  Board 
of  Scientific  Counselors,  NIDDK. 

The  meeting  will  be  closed  to  the 
public  as  indicated  below  in  accordance 
with  the  provisions  set  forth  in  section 
552b(c){6),  Title  5  U.S.C.,  as  amended 
for  the  review,  discussion,  and 
evaluation  of  individual  intramural 
programs  and  projects  conducted  by  the 
National  Institute  of  Diabetes  and 
Digestive  And  Kidney  Diseases, 
including  consideration  of  personnel 
qualifications  and  performance,  and  the 
competence  of  individual  investigators, 
the  disclosure  of  which  would 
constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Same  of  Committee:  Board  of  Scientific 
Counselors,  NIDDK. 

Date:  October  11-12,  2012. 

r/me;  October  11,  2012,  8:30  a.m.  to  2:40 
p.m. 

Agenda:  To  review  and  evaluate  personal 
qualifications  and  performance,  and 
competence  of  individual  investigators. 

Place:  National  Institutes  of  Health, 
Building  10, 10  Center  Drive,  Conference 
Room  2C116,  Bethesda,  MD  20892. 

Time;  October  12,  2012,  8:30  a.m.  to  3:30 
p.m. 

Agenda:  To  review  and  evaluate  personal 
qualifications  and  performance,  and 
competence  of  individual  investigators. 

Place:  National  Institutes  of  Health, 
Building  10. 10  Center  Drive,  Conference 
Room  2C116,  Bethesda,  MD  20892. 

Contact  Person:  Michael  W.  Krause,  Ph.D., 
Scientific  Director,  National  Institute  of 
Diabetes  and  Digestive  and  Kidney  Diseases, 
National  Institute  of  Health,  Building  5, 

Room  B104,  Bethesda.  MD  20892-1818,  (301) 
402-4633,  mwkrause@helix.nih.gov. 

Any  interested  person  may  file  written 
comments  with  the  committee  by  forwarding 


the  statement  to  the  Contact  Person  listed  on 
this  notice.  The  statement  should  include  the 
name,  address,  telephone  number  and  when 
applicable,  the  business  or  professional 
aMliation  of  the  interested  person. 

In  the  interest  of  security,  NIH  has 
instituted  stringent  procedures  for  entrance 
onto  the  NIH  campus.  All  visitor  vehicles, 
including  taxicabs,  hotel,  and  airport  shuttles 
will  be  inspected  before  being  allowed  on 
campus.  Visitors  will  be  asked  to  show  one 
form  of  identification  (for  example,  a 
government-issued  photo  ID,  driver’s  license, 
or  passport)  and  to  state  the  purpose  of  their 
visit. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.847,  Diabetes, 

Endocrinology  and  Metabolic  Research; 
93.848,  Digestive  Diseases  and  Nutrition 
Research;  93.849,  Kidney  Diseases,  Urology 
and  Hematology  Research,  National  Institutes 
of  Health,  HHSj 

Dated:  August  24,  2012. 

Melanie ).  Gray, 

Program  Analyst,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  2012-21504  Filed  8-30-12;  8:45  am] 

BILUNG  CODE  4140-01-P 


DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5609-N-10] 

Notice  of  Proposed  Information 
Collection  for  Public  Comment:  Survey 
of  Manufactured  (Mobile)  Home 
Placements 

AGENCY:  Office  of  the  Assistant 
Secretary  for  Policy  Development  and 
Research,  HUD. 

ACTION:  Notice. 


SUMMARY:  The  proposed  information 
collection  requirement  described  below 
will  be  submitted  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review,  as  required  by  the  Paperwork 
Reduction  Act.  The  Department  is 
soliciting  public  comments  on  the 
subject  proposal. 

DATES:  Comments  Due  Date:  October  30, 
2012. 

ADDRESSES:  Interested  persons  are 
invited  to  submit  comments  regarding 
this  proposal.  Comments  should  refer  to 
the  proposal  by  name  and/or  OMB 
Control  Number  and  should  be  sent  to: 
Reports  Liaison  Officer,  Office  of  Policy 
Development  and  Research,  Department 
of  Housing  and  Urban  Development, 

451  7th  Street  SW.,  Room  8226, 
Washington,  DC  20410. 


FOR  FURTHER  INFORMATION  CONTACT: 

Requests  for  additional  information  or 
copies  of  the  information  collection 
instrument(s)  and  instructions  should 
be  directed  to:  Shawn  Bucholtz, 
Department  of  Housing  and  Urban 
Development,  451  7th  Street  SW.,  Room 
8222,  Washington,  DC  20410;  telephone 
(202)  402-5538  (this  is  not  a  toll-free 
number),  (or  via  email  at 
shawm. j.buchoItz@hud.gov)  or  Erica 
Filipek,  U.S.  Census  Bureau, 
Manufacturing  and  Construction 
Division,  4700  Silver  Hill  Road, 
Washington,  DC  20233-6900,  at  (301) 
763-5161  (or  via  email  at 
Erica.Mary.Filipek@census.gov). 

SUPPLEMENTARY  INFORMATION:  The 

Department  will  submit  the  proposed 
information  collection  to  OMB  for 
review,  as  required  by  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C. 

Chapter  35,  as  amended). 

I.  Abstract 

The  Survey  of  Manufactured  (Mobile) 
Home  Placements  collects  data  on  the 
characteristics  of  newly  manufactured 
homes  placed  for  residential  use 
including  number,  sales  price,  location, 
and  other  selected  characteristics.  HUD 
uses  the  statistics  to  respond  to  a 
Congressional  mandate  in  the  Housing 
and  Community  Development  Act  of 
1980,  42  U.S.C.  5424  note,  which 
requires  HUD  to  collect  and  report 
manufactured  home  sales  and  price 
information  for  the  Nation,  census 
regions,  states,  and  selected 
metropolitan  areas  and  to  monitor 
whether  new  manufactured  homes  are 
being  placed  on  owned  rather  than 
rented  lots.  HUD  also  used  these  data  to 
monitor  total  housing  production  and 
its  affordability.  Furthermore,  the 
Survey  of  Manufactured  (Mobile)  Home 
Placements  serves  as  the  basis  for  HUD’s 
mandated  indexing  of  loan  limits. 
Section  2145(b)  of  the  Housing  and 
Economic  Recovery  Act  (HERA)  of  2008 
requires  HUD  to  develop  a  method  of 
indexing  to  annually  adjust  Title  I 
manufactured  home  loan  limits.  This 
index  is  based  on  manufactured  housing 
price  data  collected  by  this  survey. 
Section  2145  of  the  HERA  of  2008  also 
amends  the  maximum  loan  limits  for 
manufactured  home  loans  insured 
under  Title  I.  HUD  implemented  the 
revised  loan  limits,  as  shown  below,  for 
all  manufactured  home  loans  for  which 
applications  are  received  on  or  after 
March  3,  2009. 


Loan  type  1 

Purpose  i 

Old  loan  limit 

,  New  loan  limit 

MANUFACTURED  HOME 
IMPROVEMENT  LOAN. 

For  financing  alterations,  repairs  and  improvements  upon  j 

1  or  in  connection  with  existing  manufactured  homes.  ! 

$17,500 

$25,090 
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Loan  type 

Purpose 

Old  loan  limit 

New  loan  limit 

MANUFACTURED  HOME 
UNIT(S). 

To  purchase  or  refinance  a  Manufactured  Home  unit(s)  .... 

48,600 

69,678 

LOT  LOAN . 

To  purchase  and  develop  a  lot  on  which  to  place  a  manu¬ 
factured  home  unit. 

16,200 

23,226 

COMBINATION  LOAN  FOR 
LOT  AND  HOME. 

To  purchase  or  refinance  a  manufactured  home  and  lot  on 
which  to  place  the  home. 

64,800 

92,904 

II.  Method  of  Collection 

The  methodology  for  collecting 
information  on  new  manufactured 
homes  involves  contacting  a  monthly 
sample  of  new  manufactured  homes 
shipped  by  manufacturers.  The  units  are 
sampled  from  lists  obtained  from  the 
Institute  for  Building  Technology  and 
Safety.  Dealers  that  take  shipment  of  the 
selected  homes  are  mailed  a  survey  form 
for  recording  the  status  of  the 
manufactured  home.  Each  successive 
month,  the  dealer  is  contacted  by 
telephone  and  provides  updated  status 
information  about  the  home.  Contact 
continues  until  the  selected  home  is 
placed. 

III.  Data 

OMB  Control  Number:  2528-0029. 

Form  Number:  C-MH-9A. 

Type  of  Review:  Regular  submission. 

Affected  Public:  Business  firms  or 
other  for-profit  institutions. 

Estimated  Number  of  Respondents: 

6,000. 

Estimated'Time  per  Response:  30  min. 

Estimated  Total  Annual  Burden 
Hours:  3,000. 

Estimated  Total  Annual  Cost: 

$60,810. 

Respondent’s  Obligation:  Voluntary. 

Legal  Authority:  Title  42  U.S.C.  5424 
note.  Title  13  U.S.C.  8(b),  and  Title  12, 
U.S.C.,  1701Z-1. 

IV.  Request  for  Comments 

Comments  are  invited  on:  (a)  Whether 
the  proposed  collection  of  information 
is  necessary  for  the  proper  performance 
of  the  functions  of  the  agency,  including 
whether  the  information  shall  have 
practical  utility;  (b)  the  accuracy  of  the 
agency’s  estimate  of  the  burden 
(including  hours  and  cost)  of  the 
proposed  collection  of  information;  (c) 
ways  to  enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and  (d)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  respondents,  including  through  the 
use  of  automated  collection  techniques 
or  other  forms  of  information 
technology. 

Comments  submitted  in  response  to 
this  notice  will  be  summarized  and/or 
included  in  the  request  for  OMB 
approval  of  this  information  collection; 


they  also  will  become  a  matter  of  public 
record. 

Dated:  August  23,  2012. 

Erika  C.  Poethig, 

Acting  Assistant  Secretary  for  Policy 
Development  and  Research. 

[ra  Doc.  2012-21591  Filed  8-30-12;  8:45  am] 

BILLING  CODE  4210-87-P 


DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5607-N-28] 

Notice  of  Proposed  Information 
Collection:  Comment  Request;  Home 
Equity  Conversion  Mortgage  (HECM) 
Insurance  Application  for  the 
Origination  of  Reverse  Mortgages  and 
Related  Documents 

agency:  Office  of  the  Assistant 
Secretary  for  Housing,  HUD. 

ACTION:  Notice. 

SUMMARY:  The  proposed  information 
collection  requirement  described  below 
will  be  submitted  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review,  as  required  by  the  Paperwork 
Reduction  Act.  The  Department  is 
soliciting  public  comments  on  the 
subject  proposal. 

DATES:  Comments  Due  Date:  October  30, 

2012. 

ADDRESSES:  Interested  persons  are 
invited  to  submit  comments  regeirding 
this  proposal.  Comments  should  refer  to 
the  proposal  by  name  and/or  OMB 
Control  Number  and  should  be  sent  to: 
Reports  Liaison  Officer,  Department  of 
Housing  and  Urban  Development,  451 
7th  Street  SW.,  Washington,  DC  20410, 
Room  9120  or  the  number  for  the 
Federal  Information  Relay  Service  (1- 
800-877-8339). 

FOR  FURTHER  INFORMATION  CONTACT: 

Karin  Hill,  Director,  Office  of  Single 
Family  Program  Development, 
Department  of  Housing  and  Urban 
Development,  451  7th  Street  SW., 
Washington,  DC  20410,  telephone  (202) 
708—4308  (this  is  not  a  toll  free  number) 
for  copies  of  the  proposed  forms  and 
other  available  information. 
SUPPLEMENTARY  INFORMATION:  The 
Department  is  submitting  the  proposed 
information  collection  to  OMB  for 


review,  as  required  by  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C. 

Chapter  35,  as  amended). 

This  Notice  is  soliciting  comments 
from  members  of  the  public  and  affected 
agencies  concerning  the  proposed 
collection  of  information  to:  (1)  Evaluate 
whether  the  proposed  collection  is 
necessary  for  the  proper  performance  of 
the  functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility:  (2)  Evaluate  the 
accuracy  of  the  agency’s  estimate  of  the 
burden  of  the  proposed  collection  of 
information;  (3)  Enhance  the  quality, 
utility,  and  clarity  of  the  information  to 
be  collected:  and  (4)  Minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond;  including 
the  use  of  appropriate  automated 
collection  techniques  or  other  forms  of 
information  technology,  e.g.,  permitting 
electronic  submission  of  responses. 

This  Notice  atso  lists  the  following 
information: 

Title  of  Proposal:  Home  Equity 
Conversion  Mortgage  (HECM)  Insurance 
Application  for  the  Origination  of 
Reverse  Mortgages  (and  Related 
Documents)  and  the  Home  Equity 
Reverse  Mortgage  Information 
Technology  System  (HERMIT). 

OMB  Control  Number,  if  applicable: 
2502-0524. 

Description  of  the  need  for  the 
information  and  proposed  use:  The 
Residential  Loan  Application  for 
Reverse  Mortgages  and  related 
documents  are  used  to  determine 
borrower  eligibility,  property  analysis, 
underwriting  analysis,  and  collection  of 
mortgage  insurance  premiums  for  loans 
that  meet  statutory,  regulatory,  state  and 
FHA  requirements.  HUD’s  Home  Equity 
Reverse  Mortgage  Information 
Technology  (HERMIT)  System  is  HUD’s 
system  of  record  for  the  HECM  program 
and  it  interfaces  with  other  HUD 
systems. 

Agency  form  numbers,  if  applicable: 
HUD-92900-A,  Fannie  Mae  1009, 
HUD-92901,  HUD-1,  HUD-1 
Addendum,  HUD-92051,  HUD-92561, 
HUD  92800.5B,  Fannie  Mae  1004, 

Fannie  Mae  1004C,  Fannie  Mae  1025, 
Fannie  Mae  1073, 

Estimation  of  the  total  numbers  of 
hours  needed  to  prepare  the  information 
collection  including  number  of 
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respondents,  frequency  of  response,  and 
hours  of  response:  The  number  of 
burden  hours  is  284,728.  The  number  of 
respondents  is  6,010,  the  number  of 
responses  is  997,050,  the  frequency  of 
response  is  on  occasion,  and  the  burden 
hour  per  response  is  3.753. 

Status  of  the  proposed  information 
collection:  This  is  a  revision  of  a 
currently  approved  collection. 

Authority:  The  Paperwork  Reduction  Act 
of  1995,  44  U.S.C.,  Chapter  35,  as  amended. 

Dated:  August  27,  2012. 

Laura  M.  Marin. 

Acting  General  Deputy  Assistant  Secretary 
for  Housing-Acting  General  Deputy  Federal 
Housing  Commissioner. 

IFR  Doc.  2012-21603  Filed  8-30-12:  8:45  am] 
BILUNG  CODE  4210-67-4> 


DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5607-N-27] 

Notice  of  Proposed  Information 
Collection:  Comment  Request; 

Request  for  Approval  of  Advance  of 
Escrow  Funds 

agency:  Office  of  the  Assistant 
Secretary  for  Housing,  HUD. 

ACTION:  Notice. 

SUMMARY:  The  proposed  information 
collection  requirement  described  below 
will  be  submitted  to  the  Qffice  of 
Management  and  Budget  (OMB)  for 
review,  as  required  by  the  Paperwork 
Reduction  Act.  The  Department  is 
soliciting  public  comments  on  the 
subject  proposal. 

DATES:  Comments  Due  Date:  October  30, 
2012. 

ADDRESSES;  Interested  persons  are 
invited  to  submit  comments  regarding 
this  proposal.  Comments  should  refer  to 
the  proposal  by  name  and/or  OMB 
Control  Number  and  should  be  sent  to: 
Reports  Liaison  Officer,  Department  of 
Housing  and  Urban  Development,  451 
7th  Street  S\V.,  Washington,  DC  20410, 
Room  9120  or  the  number  for  the 
Federal  Information  Relay  Service  (1- 
800-877-8339). 

FOR  FURTHER  INFORMATION  CONTACT: 

Daniel  J.  Sullivan,  Acting  Director, 
Office  of  Multifamily  Housing 
Development,  Department  of  Housing 
and  Urban  Development,  451  7th  Street 
SW.,  Washington,  DC  20410,  telephone 
(202)  402-6130  (this  is  not  a  toll  free 
number)  for  copies  of  the  proposed 
forms  and  other  available  information. 
SUPPLEMENTARY  INFORMATION:  The 
Department  is  submitting  the  proposed 
information  collection  to  OMB  for 


review,  as  required  by  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C. 

Chapter  35,  as  amended). 

This  Notice  is  soliciting  comments 
from  members  of  the  public  and  affected 
agencies  concerning  the  proposed 
collection  of  information  to:  (1)  Evaluate 
whether  the  proposed  collection  is 
necessary  for  the  proper  performance  of 
the  functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility;  (2)  Evaluate  the  • 
accuracy  of  the  agency’s  estimate  of  the 
burden  of  the  proposed  collection  of 
information;  (3)  Enhance  the  quality, 
utility,  and  clarity  of  the  information  to 
be  collected;  and  (4)  Minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond:  including 
the  use  of  appropriate  automated 
collection  techniques  or  other  forms  of 
information  technology,  e.g.,  permitting 
electronic  submission  of  responses. 

This  Notice  also  lists  the  following 
information: 

Title  of  Proposal:  Request  for 
Approval  of  Advance  of  Escrow  Funds. 

OMB  Control  Number,  if  applicable: 
2502-0018. 

Description  of  the  need  for  the 
information  and  proposed  use:  The 
information  collected  on  the  “Request 
for  Approval  of  Advance  of  Escrow 
Funds”  form  is  to  ensure  that  escrowed 
funds  are  disposed  of  correctly  for 
completion  of  offsite  facilities, 
construction  changes,  construction  cost 
not  paid  at  final  endorsement,  non- 
critical  repairs  and  capital  needs 
assessment.  The  mortgagor  must  request 
withdrawal  of  escrowed  funds  through 
a  depository  (mortgagee).  The  HUD  staff. 
Mortgage  Credit  Examiner,  Inspector, 
and  Architect,  must  use  information 
collected  to  approve  the  withdrawal  of 
escrowed  funds  for  each  item. 

Agency  form  numbers,  if  applicable: 
HUD-92464. 

Estimation  of  the  total  numbers  of 
hours  needed  to  prepare  the  information 
collection  including  number  of 
respondents,  frequency  of  response,  and 
hours  of  response:  The  number  of 
burden  hours  is  2,448.  The  number  of 
respondents  is  2,480,  the  number  of 
responses  is  1,224,  the  frequency  of 
response  is  monthly,  and  the  burden 
hour  per  response  is  2. 

Status  of  the  proposed  information 
collection:  This  is  an  extension  of  a 
currently  approved  collection. 

Authority:  The  Paperwork  Reduction  Act 
of  1995,  44  U.S.C.,  Chapter  35,  as  amended. 


Dated:  Augu.st  27,  2012.  'Jl 

Laura  Marin,  ; 

Acting  General  Deputy  Assistant  Secretary 
for  Housing — Federal  Housing  Commissioner. 
IFR  Doc.  2012-21598  Filed  8-30-12;  8:45  am] 

BILLING  CODE  4210-67-P 

DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5603-N-58] 

Notice  of  Proposed  Information 
Collection  for  Public  Comment:  Public 
Housing  Agency  Burden  Reduction 
Survey 

AGENCY:  Office  of  the  Chief  Information 
Officer,  HUD. 

ACTION:  Notice. 

SUMMARY:  The  proposed  information 
collection  requirement  described  below 
will  be  submitted  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review,  as  required  by  the  Paperwork 
Reduction  Act.  The  Department  is 
soliciting  public  comments  on  the 
subject  proposal. 

The  Department  is  looking  at  ways  to 
reduce  Public  Housing  Agency  (PHA) 
burden  through  a  wide  range  of 
activities  from  resident  recertification 
and  PHA  unit  inspection  activities  to 
improving  access  to  HUD  systems  and 
information.  The  purpose  of  the  survey 
is  to  determine  whether  the  burden 
reduction  activities  have  been  effective. 
DATES:  Comments  Due  Date:  October  1, 
2012.  Interested  persons  are  invited  to 
submit  comments  regarding  this 
proposal.  Comments  should  refer  to  the 
proposal  by  name  and/or  OMB  approval 
Number  (2502-0416)  and  should  be  sent 
to:  HUD  Desk  Officer,  Office  of 
Management  and  Budget,  New 
Executive  Office  Building,  Washington, 
DC  20503;  fax:  202-395-5806.  Email: 
OIRA_Submission@omb.eop.gov,  fax: 
202-395-5806. 

ADDRESSES:  Interested  persons  are 
invited  to  submit  comments  regarding 
this  proposal.  Comments  should  refer  to 
the  proposal  by  name  and/or  OMB 
Control  Number  (2577-New)  and 
should  be  sent  to:  Reports  Liaison 
Officer,  Department  of  Housing  and 
Urban  Development,  451  7th  Street  SW., 
Washington,  DC  20410,  Room  9120  or 
the  number  for  the  Federal  Information 
Relay  Service  (1-800-877-8339). 

FOR  FURTHER  INFORMATION  CONTACT: 
Colette  Pollard,  Reports  Management 
Officer,  QDAM,  Department  of  Housing 
and  Urban  Development,  451  Seventh 
Street  SW.,  Washington,  DC  20410; 
email  Colette  Pollard  at  Colette. 
Pollard@hud.gov.  or  telephone  (202) 
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402-3400.  This  is  not  a  toll-free  number. 
Copies  of  available  documents 
submitted  to  OMB  may  be  obtained 
from  Ms.  Pollard.  Copies  of  the 
proposed  forms  and  other  available 
information  may  be  obtained  from  Ms. 
Pollard. 

SUPPLEMENTARY  INFORMATION:  The 

Department  is  submitting  the  proposed 
information  collection  to  OMB  for 
review,  as  required  by  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C. 
Chapter  35,  as  amended). 

This  Notice  is  soliciting  comments 
from  members  of  the  public  and  affected 
agencies  concerning  the  proposed 
collection  of  information  to;  (1)  Evaluate 


whether  the  proposed  collection  is 
necessary  for  the.  proper  performance  of 
the  functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility;  (2)  Evaluate  the 
accuracy  of  the  agency’s  estimate  of  the 
burden  of  the  proposed  collection  of 
information;  (3)  Enhance  the  quality, 
utility,  and  clarity  of  the  information  to 
be  collected;  and  (4)  Minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond;  including 
the  use  of  appropriate  automated 
collection  techniques  or  other  forms  of 
information  technology,  e.g.,  permitting 
electronic  submission  of  responses. 


This  Notice  also  lists  the  following 
information: 

Title  of  Proposal:  Public  Housing 
Agency  Burden  Reduction  Survey. 

OMB  Control  Number:  2577-New. 

Form  Numbers:  None. 

Description  of  the  Need  for  the 
Information  and  its  Propose:  The 
Department  is  looking  at  ways  to  reduce 
Public  Housing  Agency  (PHA)  burden 
through  a  wide  range  of  activities  from 
resident  recertification  and  PHA  unit 
inspection  activities  to  improving  access 
to  HUD  systems  and  information.  The 
purpose  of  the  survey  is  to  determine 
whether  the  burden  reduction  activities 
have  been  effective. 


Reporting  burden 

Number  of 
respondents 

Annual 

responses 

X 

Hours  per 
response 

Burden  hours 

4,074 

1 

0.699 

2,851 

Total  Estimated  Burden  Hours:  2,851. 
Status:  New  collection. 

Authority:  The  Paperwork  Reduction  Act 
of  1995,  44  U.S.C.,  Chapter  35,  as  amended. 

Dated:  August  23,  2012. 

Colette  Pollard, 

Departmental  Reports  Management  Officer, 
Office  of  the  Chief  Information  Officer. 

(FR  Doc.  2012-21462  Filed  a-30-12:  8:45  am] 

BILLING  CODE  4210-67-P 


DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5603-N-60] 

Notice  of  Proposed  Information 
Collection  for  Public  Comment: 
Accountability  in  the  Provision  of  HUD 
Assistance  “Applicant/Recipient 
Disclosure/Update  Report — HUD  2880” 

AGENCY:  Office  of  the  Chief  Information 
Officer,  HUD. 
action:  Notice. 

SUMMARY:  The  proposed  information 
collection  requirement  described  below 
will  be  submitted  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review,  as  required  by  the  Paperwork 
Reduction  Act.  The  Department  is 
soliciting  public  comments  on  the 
subject  proposal. 

Section  102  of  the  Department  of 
Housing  and  Urban  Development 
Reform  Act  of  1989  (HUD  Reform  Act) 
requires  the  Department  to  ensure 
greater  accountability  and  integrity  in 
the  provision  of  assistance  administered 
by  the  Department.  One  feature  of  the 
statute  requires  certain  disclosures  by 
applicants  seeking  assistance  from  HUD, 
assistance  from  states  and  units  of  local 


government,  and  other  assistance  to  be 
used  with  respect  to  the  activities  to  be 
carried  out  with  the  assistance.  The 
disclosure  includes  the  financial 
interests  of  persons  in  the  activities,  and 
the  sources  of  funds  to  be  made 
available  for  the  activities,  and  the 
proposed  uses  of  the  funds.  Each 
applicant  that  submits  an  application 
for  assistance,  within  the  jurisdiction  of 
HUD,  to  a  state  or  to  a  unit  of  general 
local  government  for  a  specific  project 
or  activity  must  disclose  this 
information  whenever  the  dollar 
threshold  is  met.  This  information  must 
be  kept  updated  during  the  application 
review  process  and  while  the  assistemce 
is  being  provided. 

DATES:  Comments  Due  Date:  October  1, 
2012.  -  • 

ADBRESSES:  Interested  persons  are 
invited  to  submit  comments  regarding 
this  proposal.  Comments  should  refer  to 
the  proposal  by  name  and/or  OMB 
Control  Number  (2510-0011)  and 
should  be  sent  to:  Reports  Liaison 
Officer,  Department  of  Housing  and 
Urban  Development,  451  7th  Street  SW., 
Washington,  DC  20410,  Room  9120  or 
the  number  for  the  Federal  Information 
Relay  Service  (1-800-877-8339). 

FOR  FURTHER  INFORMATION  CONTACT: 

Colette  Pollard,  Reports  Management 
Officer,  QDAM,  Department  of  Housing 
and  Urban  Development,  451  Seventh 
Street  SW.,  Washington,  DC  20410; 
email  Colette  Pollard  at  Colette. 
Pollard@hud.gov.  or  telephone  (202) 
402-3400.  This  is  not  a  toll-free  number. 
Copies  of  available  documents 
submitted  to  OMB  may  be  obtained 
from  Ms.  Pollard.  Copies  of  the 
proposed  forms  and  other  available 


information  may  be  obtained  from  Ms. 
Pollard. 

SUPPLEMENTARY  INFORMATION:  The 

Department  is  submitting  the  proposed 
information  collection  to  OMB  for 
review,  as  required  by  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C. 
Chapter  35,  as  amended). 

This  Notice  is  soliciting  comments 
from  members  of  the  public  and  affected 
agencies  concerning  the  proposed 
collection  of  information  to:  (1)  Evaluate 
whether  the  proposed  collection  is 
necessary  for  the  proper  performance  of 
the  functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility;  (2)  Evaluate  the 
accuracy  of  the  agency’s  estimate  of  the 
burden  of  the  proposed  collection  of 
information;  (3)  Enhance  the  quality, 
utility,  and  clarity  of  the  information  to 
be  collected;  and  (4)  Minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond;  including 
the  use  of  appropriate  automated 
collection  techniques  or  other  forms  of 
information  technology,  e.g.,  permitting 
electronic  submission  of  responses. 

This  Notice  also  lists  the  following 
information: 

Title  of  Proposal:  Accountability  in 
the  Provision  of  HUD  Assistance 
“Applicant/Recipient  Disclosure/ 
Update  Report — HUD  2880.” 

OMB  Control  Number,  if  applicable: 
2510-0011. 

Description  of  the  need  for  the 
information  and  proposed  use:  Section 
102  of  the  Depeirtment  of  Housing  and 
Urban  Development  Reform  Act  of  1989 
(HUD  Reform  Act)  requires  the 
Department  to  ensure  greater 
accountability  and  integrity  in  the 
provision  of  assistance  administered  by 
the  Department.  One  feature  of  the 
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statute  requires  certain  disclosures  by 
applicants  seeking  assistance  from  HUD, 
assistance  from  states  and  units  of  local 
government,  and  other  assistance  to  be 
used  with  respect  to  the  activities  to  be 
carried  out  with  the  assistance.  The 
disclosure  includes  the  financial 
interests  of  persons  in  the  activities,  and 
the  sources  of  funds  to  be  made 
available  for  the  activities,  and  the 
proposed  uses  of  the  funds.  Each 


applicant  that  submits  an  application 
for  assistance,  within  the  jurisdiction  of 
HUD,  to  a  state  or  to  a  unit  of  general 
local  government  for  a  specific  project 
or  activity  must  disclose  this 
information  whenever  the  dollar 
threshold  is  met.  This  information  must 
be  kept  updated  during  the  application 
review  process  and  while  the  assistance 
is  being  provided. 


Agency  form  numbers,  if  applicable: 
HUD-2880. 

Estimation  of  the  total  numbers  of 
hours  needed  to  prepare  the  information 
collection  including  number  of 
respondents,  frequency  of  response,  and 
hours  of  response:  The  form,  HUD  2880, 
must  be  submitted  as  part  of  an 
applicant’s  application  for 
competitively  funded  assistance. 


16,900 


Number  of  respondents 


Burden  hours 


Frequency  of  |  Total  burden 
response  j  hours 

- ^ - 

1.2  1  40,560 


Status  of  the  proposed  information 
collection:  This  is  an  extension  of  a 
previously  approved  information 
collection. 

Authority:  The  Paperwork  Reduction  Act 
of  1995,  44  U.S.C.,  Chapter  35.  as  amended. 

Dated;  August  24,  2012. 

Colette  Pollard, 

Departmental  Reports  Management  Officer, 
Office  of  the  Chief  Information  Officer. 

IFll  Doc.  2012-21463  Filed  8-30-12;  8:45  am] 
BtLUNG  CODE  4210-67-P 

DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5603-N-59] 

Notice  of  Proposed  Information 
Collection:  Comment  Request  Strong 
Cities  Strong  Communities  National 
Resource  Network 

agency:  Office  of  the  Assistant 
Secretary  for  Policy  Development  and 
Research,  HUD. 

ACTION:  Notice. 

SUMMARY:  The  proposed  information 
collection  requirement  described  below 
will  be  submitted  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review,  as  required  by  the  Paperwork 
Reduction  Act.  The  Department  is 
soliciting  public  comments  on  the 
subject  proposal. 

DATES:  Comments  Due  Date:  October  1, 
2012. 

ADDRESSES:  Interested  persons  are 
invited  to  submit  comments  regarding 
this  proposal.  Comments  should  refer  to 
the  proposal  by  name  and/or  OMB 
Control  Number  and  should  be  sent  to: 
Reports  Liaison  Officer,  Department  of 
Housing  and  Urban  Development,  451 
7th  Street  SW.,  Washington,  DC  20410, 
Room  9120  or  the  number  for  the 
Federal  Information  Relay  Service  (1- 
800-877-8339). 


FOR  FURTHER  INFORMATION  CONTACT: 

Colette  Pollard,  Reports  Management 
Officer,  QDAM,  Department  of  Housing 
and  Urban  Development,  451  Seventh 
Street  SW.,  Washington,  DC  20410; 
email  Colette  Pollard  at 
Colette.Pollard@hud.gov  or  telephone 
(202)  402-3400.  This  is  not  a  toll-free 
number.  Copies  of  available  documents 
submitted  to  OMB  may  be  obtained 
from  Ms.  Pollard.  Copies  of  the 
proposed  forms  and  other  available 
information  may  be  obtained  from  Ms. 
Pollen’d. 

SUPPLEMENTARY  INFORMATION:  The 

Department  is  submitting  the  proposed 
information  collection  to  OMB  for 
review,  as  required  by  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C. 
Chapter  35,  as  amended). 

This  Notice  is  soliciting  comments 
from  members  of  the  public  and  affected 
agencies  concerning  the  proposed 
collection  of  information  to:  (1)  Evaluate 
whether  the  proposed  collection  is 
necessary  for  the  proper  performance  of 
the  functions  of  the  agency,  including 
whether  the  information  will  have  • 
practical  utility;  (2)  Evaluate  the 
accuracy  of  the  agency’s  estimate  of  the 
burden  of  the  proposed  collection  of 
information;  (3)  Enhance  the  quality, 
utility,  and  clarity  of  the  information  to 
be  collected;  and  (4)  Minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond;  including 
the  use  of  appropriate  automated 
collection  techniques  or  other  forms  of 
information  technology,  e.g.,  permitting 
electronic  submission  of  responses. 

This  Notice  also  lists  the  following 
information; 

Title  of  Proposal:  Strong  Cities  Strong 
Communities  National  Resource 
Network. 

OMB  Control  Number,  if  applicable: 
2528 — Pending. 

Description  of  the  need  for  the 
information  and  proposed  use:  This  is  a 
new  data  collection  for  application  and 
reporting  information  related  to  the 


proposed  Strong  Cities  Strong 
Communities  National  Resource 
Network.  The  U.S.  Department  of 
Housing  and  Urban  Development 
Appropriations  Act,  2012  (Pub.  L.  112- 
55,  approved  Nov.  18,  2011)  funds 
technical  assistance  for  HUD  programs 
under  the  Transformation  Initiative  (TI) 
account.  Through  the  Strong  Cities 
Strong  Communities  National  Resource 
Network,  HUD  and  its  partners  will 
offer  a  central  portal  to  connect 
America’s  most  economically  distressed 
local  communities  to  national  and  local 
experts  with  wide-ranging  experience 
and  skills. 

Agency  form  numbers,  if  applicable: 
SF-424,  SF-424  supp,  SF-LLL,  and  SF 
425. 

Estimation  of  the  total  numbers  of 
hours  needed  to  prepare  the  information 
collection  including  number  of 
respondents,  frequency  of  response,  and 
hours  of  response:  The  number  of 
burden  hours  is  617.  The  number  of 
respondents  is  25,  the  frequency  of 
response  is  1,  and  the  burden  hour  per 
response  is  23.4. 

Status  of  the  proposed  information 
collection:  This  is  a  new  collection. 

Authority:  The  Paperwork  Reduction  Act 
of  1995,  44  U.S.C.,  Chapter  35,  as  amended. 

Dated:  August  24,  2012. 

Colette  Pollard, 

Departmental  Reports  Management  Officer, 
Office  of  the  Chief  Information  Officer. 

[FR  Doc.  2012-21464  Filed  8-30-12;  8:45  am) 

BILLING  CODE  4210-67-P 

DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5601-N-34] 

Federal  Property  Suitable  as  Facilities 
To  Assist  the  Homeless 

agency:  Office  of  the  Assistant 
Secretary  for  Community  Planning  and 
Development,  HUD. 
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ACTION:  Notice. 

SUMMARY:  This  Notice  identifies 
unutilized,  underutilized,  excess,  and 
surplus  Federal  property  reviewed  by 
HUD  for  suitability  for  use  to  assist  the 
homeless. 

FOR  FURTHER  INFORMATION  CONTACT: 

Juanita  Perry,  Department  of  Housing 
and  Urban  Development,  451  Seventh 
Street  SW.,  Room  7266,  Washington,  DC 
20410;  telephone  (202)  402-3970;  TTY 
number  for  the  hearing-  and  speech- 
impaired  (202)  708-2565  (these 
telephone  numbers  are  not  toll-free),  or 
call  the  toll-free  Title  V  information  line 
at  800-927-7588. 

SUPPLEMENTARY  INFORMATION:  In 
accordance  with  24  CFR  part  581  and 
section  501  of  the  Stewart  B.  McKinney 
Homeless  Assistance  Act  (42  U.S.C. 
11411),  as  amended,  HUD  is  publishing 
this  Notice  to  identify  Federal  buildings 
and  other  real  property  that  HUD  has 
reviewed  for  suitability  for  use  to  assist 
the  homeless.  The  properties  were 
reviewed  using  information  provided  to 
HUD  by  Federal  landholding  agencies 
regarding  unutilized  and  underutilized 
buildings  and  real  property  controlled 
by  such  agencies  or  by  GSA  regarding 
its  inventory  of  excess  or  surplus 
Federal  property.  This  Notice  is  also 
published  in  order  to  comply  with  the 
December  12,  1988  Court  Order  in 
National  Coalition  for  the  Homeless  v. 
Veterans  Administration,  No.  88-2503- 
OG  (D.D.C.). 

Properties  reviewed  are  listed  in  this 
Notice  according  to  the  following 
categories:  Suitable/available,  suitable/ 
unavailable,  suitable/to  be  excess,  and 
unsuitable.  The  properties  listed  in  the 
three  suitable  categories  have  been 
reviewed  by  the  landholding  agencies, 
and  each  agency  has  transmitted  to 
HUD:  (1)  Its  intention  to  make  the 
property  available  for  use  to  assist  the 
homeless,  (2)  its  intention  to  declare  the 
property  excess  to  the  agency’s  needs,  or 
(3)  a  statement  of  the  reasons  that  the 
property  cannot  be  declared  excess  or 
made  available  for  use  as  facilities  to 
assist  the  homeless. 

Properties  listed  as  suitable/available 
will  be  available  exclusively  for 
homeless  use  for  a  period  of  60  days 
from  the  date  of  this  Notice.  Where 
property  is  described  as  for  “off-site  use 
only”  recipients  of  the  property  will  be 
required  to  relocate  the  building  to  their 
own  site  at  their  own  expense. 

Homeless  assistance  providers 
interested  in  any  such  property  should 
send  a  written  expression  of  interest  to 
HHS,  addressed  to  Theresa  Ritta, 
Division  of  Property  Management, 
Program  Support  Genter,  HHS,  room 
5B-17,  5600  Fishers  Lane,  Rockville, 


MD  20857;  (301)  443-2265.  (This  is  not 
a  toll-free  number.)  HHS  will  mail  to  the 
interested  provider  an  application 
packet,  which  will  include  instructions 
for  completing  the  application.  In  order 
to  maximize  the  opportunity  to  utilize  a 
suitable  property,  providers  should 
submit  their  written  expressions  of 
interest  as  soon  as  possible.  For 
complete  details  concerning  the 
processing  of  applications,  the  reader  is 
encouraged  to  refer  to  the  interim  rule 
governing  this  program,  24  CFR  part 
581. 

For  properties  listed  as  suitable/to  be 
excess,  that  property  may,  if 
subsequently  accepted  as  excess  by 
GSA.  be  made  available  for  use  by  the 
homeless  in  accordance  with  applicable 
law,  subject  to  screening  for  other 
Federal  use.  At  th& appropriate  time, 
HUD  will  publish  the  property  in  a 
Notice  showing  it  as  either  suitable/ 
available  or  suitable/unavailable. 

For  properties  listed  as  suitable/ 
unavailable,  the  landholding  agency  has 
decided  that  the  property  cannot  be 
declared  excess  or  made  available  for 
use  to  assist  the  homeless,  and  the 
property  will  not  be  available. 

Properties  listed  as  unsuitable  will 
not  be  made  available  for  any  other 
purpose  for  20  days  from  the  date  of  this 
Notice.  Homeless  assistance  providers 
interested  in  a  review  by  HUD  of  the 
determination  of  unsuitability  should 
call  the  toll  free  information  line  at  1- 
800-927-7588  for  detailed  instructions 
or  write  a  letter  to  Ann  Marie  Oliva  at 
the  address  listed  at  the  beginning  of 
this  Notice.  Included  in  the  request  for 
review  should  be  the  property  address 
(including  zip  code),  the  date  of 
publication  in  the  Federal  Register,  the 
landholding  agency,  and  the  property 
number. 

For  more  information  regarding 
particular  properties  identified  in  this 
Notice  (i.e.,  acreage,  floor  plan,  existing 
sanitary  facilities,  exact  street  address), 
providers  should  contact  the 
appropriate  landholding  agencies  at  the 
following  addresses — Air  Force:  Mr. 
Robert  Moore,  Air  Force  Real  Property 
Agency,  143  Billy  Mitchell  Blvd.,  San 
Antonio,  TX  78226,  (210)  925-3047; 
Energy:  Mr.  Mark  Price,  Department  of 
Energy,  Office  of  Engineering  & 
Construction  Management,  MA-50, 
1000  Independence  Ave,  SW., 
Washington,  DC  20585:  (202)  586-5422; 
GSA:  Mr.  Flavio  Peres,  General  Services 
Administration,  Office  of  Real  Property 
Utilization  and  Disposal,  1800  F  Street 
NW.,  Room  7040  Washington,  DC 
20405,  (202)  501-0084;  Interior:  Mr. 
Michael  Wright,  Acquisition  &  Property 
Management,  Department  of  the 
Interior,  1801  Pennsvlvania  Ave,  NW., 


4th  Floor,  Washington,  DC  20006:  202- 
254-5522;  (These  are  not  toll-free 
numbers). 

Dated;  August  16,  2012. 

Ann  Marie  Oliva, 

Deputy  Assistant  Secretary  for  Special  Needs 
(Acting). 

TITLE  V,  FEDERAL  SURPLUS 
PROPERTY  PROGRAM,  FEDERAL 
REGISTER  REPORT  FOR  08/31/2012 

Suitable/Available  Properties 

Building 

California 

Terrace  Kitchen/Clubhouse 
Yosemite  Nat’l  Park-Curry  Village 
Yosemite  CA  95389 
Landholding  Agency;  Interior 
Property  Number;  61201230003 
Status;  Unutilized 

Comments;  Off-site  removal  only;  removal 
may  be  improbable  due  to  location/ 
condition  of  property;  extensive 
deterioration:  need  repairs;  1,067  sf.;  built 
into  surrounding  rocks;  rock-fall  zone; 
threat  to  personal  safety;  alternative 
method  for  transferee  to  access/remove;  " 
contact  Interior  for  more  details 
Terrace  Restroom 
Yosemite  Nat’l  Park-Curry  Village 
Yosemite  CA  95389 
Landholding  Agency;  Interior 
Property  Number;  61201230004 
Status;  Unutilized 

Commeats;  Off-site  removal  only;  removal 
may  be  improbable  due  to  location/ 
condition  of  property:  extensive 
deterioration;  need  repairs;  514  sf.;  rock- 
fall  zone;  threat  to  personal  safety; 
alternative  method  for  transferee  to  access/ 
remove;  contact  Interior  for  more  details 
Tressider  House  ' 

Yosemite  Nat’l  Park-Curry  Village 
Yosemite  CA  95389 
Landholding  Agency;  Interior 
Property  Number;  61201230005 
Status;  Unutilized 

Comments;  Off-site  removal  only;  removal 
may  be  improbable  due  to  location/ 
condition  of  property;  extensive 
deterioration;  need  repairs;  1,018  sf.;  rock- 
fall  zone;  threat  to  personal  safety; 
alternative  method  for  transferee  to  access/ 
remove:  contact  Interior  for  more  details 
Rock  Restroom 

Yosemite  Nat’l  Park-Curry  Village 
Yosemite  CA  95389 
Landholding  Agency;  Interior 
Property  Number;  61201230006 
Status;  Unutilized 

Comments;  Off-site  removal  only;  removal 
may  be  improbable  due  to  location/ 
condition  of  property:  extensive 
deterioration;  need  repairs:  558  sf.;  rock- 
fall  zone:  threat  to  personal  safety: 
alternative  method  for  transferee  to  access/ 
remove;  contact  Interior  for  more  details 
Nob  Hill  Shower  House 
Yosemite  Nat’l  Paric 
Yosemite  CA  95389 
Landholding  Agency:  Interior 
Property  Number:  61201230007 
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Status;  Unutilized 

Comments:  Off-site  removal  only;  removal 
may  be  improbable  due  to  location/ 
condition  of  property;  moderate 
conditions;  need  repairs;  2,673  sf.;  rock-fall 
zone;  threat  to  personal  safety;  alternative 
method  for  transferee  to  access/remove; 
contact  Interior  for  more  details 
4  Buildings 
Cabins  w/Bath 
Yosemite  CA  95389 
Landholding  Agency;  Interior 
Property  Number:  61201230008 
Status;  Unutilized 

Directions:  CVE  CabinlOl  A,  CVL478, 
CVL479.  CVL484 

Comments;  Off-site  removal  only;  removal 
may  be  improbable  due  to  location/ 
condition  of  property;  moderate 
conditions;  need  repairs:  various  sf.;  rock- 
fall  zone;  threat  to  personal  safety; 
alternative  method  for  transferee  to  access/ 
remove;  contact  Interior  for  more  details 
19  Buildings 
Duplex  Cabins 
Yosemite  CA  95389 
Landholding  Agency:  Interior 
Property  Number:  61201230009 
Status;  Unutilized 

Directions:  30A/B.  31A/B.  50A/B,  51A/B, 
52A/B,  53A/B,  54A/B.  60A/B,  62A/B.  63A/ 
B.  65A/B,  70A/B.  71A/B,  72A/B,  73A/B. 
74A/B,  75A/B.  76A/B.  80A/B 
Comments;  Off-site  removal  only;  removal 
may  be  improbable  due  to  location/ 
condition  of  property;  moderate 
conditions;  need  repairs;  513  sf.;  rock-fall 
zone;  threat  to  personsd  safety;  alternative 
method  for  transferee  to  access/remove; 
contact  Interior  for  more  details 
33  Buildings 
Duplex  Cabins 
Yosemite  CA  95389 
Landholding  Agency:  Interior 
Property  Number:  61201230010 
Status:  Unutilized 

Directions:  214-218,  223-229,  236-247,  250- 
251,  254,  257-270,  273,  275-282,  286-299 
Comments;  Off-site  rfemoval  only;  removal 
may  be  improbable  due  to  location/ 
condition  of  property;  moderate 
conditions;  need  repairs;  342  sf.;  rock-fall 
zone;  threat  to  p)ersonal  safety;  alternative 
method  for  transferee  to  access/remove: 
contact  Interior  for  more  details 
11  Buildings 

Yosemite  Nat’l  Park-Curry  Village 
Yosemite  CA  95389 
Landholding  Agency:  Interior 
Property  Number:  61201230011 
Status:  Unutilized 

Directions:  220,  233,  235,  252,  253,  255,  256, 
271, 272,  274,  230 

Comments:  Off-site  removal  only;  removal 
may  be  improbable  due  to  location/ 
condition  of  property;  moderate 
conditions;  need  repairs;  172  sf.;  rock-fall 
zone;  threat  to  personal  safety;  alternative 
method  for  transferee  to  access/remove; 
contact  Interior  for  more  details 

Land 

Michigan 

FAA  Outer  Marker 
Ash  Rd.  East  of  Clark  Rd. 


New  Boston  MI  48164 
Landholding  Agency:  GSA 
Property  Number;  54201230009 
Status:  Excess 

GSA  Number:  l-U-MI-0840 
Comments:  .24  acres;  located  in  a  rural  area; 

neighboring  farm  fields 
FAA  Outer  Marker 

N.  Side  of  Avondale  St.,  W.  of  Tobin  Dr. 
Inkster  MI  48141 
Landholding  Agency:  GSA 
Property  Number;  54201230010 
Status:  Excess 

GSA  Number:  1-U— MI-9841 
Comments:  .55  acres:  located  in  a  residential 
area;  flat  &  glassy;  public  park  located 
north  of  property 

Unsuitable  Properties 
Building 
Alabama 
2  Buildings 
Maxwell-Gunter  AFB 
Maxwell  AFB  AL  36112 
Landholding  Agency:  Air  Force 
Property  Number;  18201230004 
Status;  Underutilized 
Directions;  853,926 

Comments:  Located  on  military  installation; 
authorized  military  personnel  only;  public 
access  denied  &  no  alternative  method  to 
gain  access  w/out  comprising  nat’l  security 
Reasons:  Secured  Area 
Tennessee 
7  Buildings 

Y-12  Nat’l  Security  Complex 
Oak  Ridge  TN  37831 
Landholding  Agency:  Energy 
Property  Number:  41201230003 
Status:  Excess 

Directions:  9107,  9124,  9723-35,  9720-37, 
9949-36,  9983-88,  9983-GX 
Comments:  Public  access  denied  &  no 
alternative  method  to  gain  access  w/out 
comprising  nat’l  security 
Reasons:  Secured  Area 
(FR  Doc.  2012-21228  Filed  8-30-12;  8:45  am] 
BILUNG  CODE  4210-«7-4> 

DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5415-FA-29] 

Announcement  of  Funding  Awards; 
Service  Coordinators  in  Multifamily 
Housing  Program,  Fiscal  Year  (FY) 
2010 

agency:  Office  of  the  Assistant 
Secretary  for  Housing — Federal  Housing 
Commissioner,  HUD. 

ACTION:  Announcement  of  funding 
awards. 

SUMMARY:  In  accordance  with  section 
102(a)(4)(C)  of  the  Depcirtment  of 
Housing  and  Urban  Development 
Reform  Act  of  1989,  this  announcement 
notifies  the  public  of  funding  decisions 
made  by  the  Department  in  a 
competition  for  funding  under  the  FY 


2010  Notice  of  Funding  Availability 
(NOFA)  for  the  Service  Coordinators  in 
Multifamily  Housing  program.  This 
announcement  contains  the  names  of 
the  awardees  and  the  amounts  of  the 
awards  made  available  by  HUD. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Catherine  M.  Brennan,  Director,  Office 
of  Housing  Assistance  and  Grant 
Administration,  Office  of  Housing,  451 
Seventh  Street  SW.,  Room  6138, 
Washington,  DC  20410;  telephone 
number  202-708-3000.  (This  is  not  a 
toll-free  number).  Hearing-  and  speech- 
impaired  persons  may  access  this 
number  via  TTY  by  calling  the  Federal 
Relay  Service  toll-fi:ee  at  1-800-877- 
8339.  For  general  information  on  this 
and  other  HUD  programs,  visit  the  HUD 
Web  site  at  http://wwM'.hud.gov. 
SUPPLEMENTARY  INFORMATION:  The 
Service  Coordinators  in  Multifamily 
Housing  program  is  authorized  by 
Section  808  of  the  Cranston-Gonzalez 
National  Affordable  Housing  Act  (Pub. 

L.  101-625,  approved  November  28, 
1990),  as  amended  by  sections  671,  674, 
676,  and  677  of  the  Housing  and 
Community  Development  Act  of  1992 
(Pub.  L.  102-550,  approved  October  28, 
1992),  and  section  851  of  the  American 
Homeownership  and  Economic 
Opportunity  Act  of  2000  (Pub.  L.  106- 
569,  approved  December  27,  2000).  The 
Service  Coordinators  in  Multifamily 
Housing  program  allows  multifamily 
housing  owners  to  assist  elderly 
individuals  and  nonelderly  people  with 
disabilities  living  in  HUD-assisted 
housing  and  in  the  surrounding  area  to 
obtain  needed  supportive  services  from 
the  community,  to  enable  them  to 
continue  living  as  independently  as 
possible  in  their  homes. 

The  FY  2010  awards  announced  in 
this  notice  identify  applicants  that  were 
selected  for  funding  based  on  a 
competition  announced  by  a  NOFA 
published  on  www.Grants.gov  on 
January  25,  2011.  Applications  vyere 
reviewed  and  selected  for  funding  on 
the  basis  of  selection  criteria  contained 
in  that  NOFA.  The  funding  awarded  to 
the  recipients  under  this  NOFA, 
however,  was  appropriated  by  the  Full- 
Year  Continuing  Appropriations  Act, 
2011  (Pub.  L.  112-10,  approved  April 
15,  2011),  and  not  the  Department  of 
Housing  and  Urban  Development 
Appropriations  Act,  2010  (Pub.  L.  lll- 
117,  approved  December  16,  2009)  (FY 
2010  Act)  as  stated  in  the  NOFA.  The 
funding  appropriated  under  the  FY  2010 
Act  was  used  by  HUD  to  provide  one- 
year  renewal  funding  to  previously 
funded  Service  Coordinator  in 
Multifamily  Housing  and  Congregate 
Housing  Services  Program  grantees 
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whose  grants  would  have  expired  in  FY 
2010  and  2011.  » 

The  Catalog  of  Federal  Domestic 
Assistance  number  for  this  program  is 
14.191. 

A  total  of  $32,733,268  was  awarded  to 
162  owners,  serving  173  projects  with 


19,195  units  nationwide.  In  accordance 
with  section  102(a)(4)(C)  of  the 
Department  of  Housing  and  Urban 
Development  Reform  Act  of  1989  (103 
Stat.  1987.  42  U.S.C.  3545),  the 
Department  is  publishing  the  grantees 


and  amounts  of  the  awards  in  Appendix 
A  of  this  document. 

Dated:  August  22,  2012. 

Carol  A.  Galante, 

Acting  Assistant  Secretary  for  Housing — 
Federal  Housing  Commissioner. 


State 

Recipient  name 

Project  name 

Address 

r 

City  i 

Number  of 
units 

Grant 

amount 

AR  . 

Jonesboro  Ecumenical 
Center,  Inc. 

Jonesboro  Ecumenical 
Center. 

2510  Ecumenical  Dr  ... 

Jonesboro  . 

70 

$147,104 

AZ  . 

Casa  Sierra  Vista,  Inc. 

Casa  Sierra  Vista . 

600-A  E  25th  St  . 

Yuma . 

30 

190,867 

CA  . 

St.  John  Village,  LP  .... 

St.  John  Manor  . 

900  E  4thSt  . 

Bakersfield  . 

79 

159,814 

CA  . 

St.  John’s  Manor,  LP  .. 

St.  John’s  Manor . 

2031  Orange  Ave . 

Costa  Mesa . 

36 

101,001 

CA  . 

Our  Lady  of  Guadalupe 

Guadalupe  Manor  . 

17103  Magnolia  St . 

Fountain  Valley  . 

71 

132,533 

CA  . 

Gardena  Non-Profit 
Senior  Housing. 

Gardena  Sr  Hsg  . 

17150  S  Park  Ln  . 

Gardena  . 

74 

183,439 

CA  . 

Access  In/ine,  Inc . 

Access  Irvine,  Inc . 

3773  University  Dr  . 

Irvine  . 

40 

130,752 

CA  . 

Lawndale  Senior  Hous¬ 
ing,  Inc. 

Lawndale  Senior  Hous¬ 
ing. 

4702  W’l  53rd  PI  . 

Lawndale  . 

56 

130,417 

CA  . 

Long  Beach  Brethren 
Manor,  Inc. 

Long  Beach  Brethren 
Manor. 

3333  Pacific  PI  . 

Long  Beach  . 

296 

70,493 

CA  . 

CLDH  Affordable  L.P  .. 

Casa  De  Las 

Hermanitas. 

2801  E  2nd  St . 

Los  Angeles  . 

88 

279,605 

CA  . 

Van  Nuys  Preserva¬ 
tion,  L.P.  j 

Van  Nuys  Apts  . 

210  W  7th  St  . 

Los  Angeles  . 

299 

537,463 

CA  . 

Golden  Age  Garden 
Housing  Partners,  ! 
LP 

Golden  Age  Gardens 
Apts. 

740  S  36th  St  . 

San  Diego  . 

76 

263,846 

CA  . 

Jones  Senior  Homes 

Inc. 

Fletcher  Garden,  LLLP 

Jones  Senior  Homes  .. 

1727  Fillmore  St . 

San  Francisco  . 

51 

280,635 

CO . 

Fletcher  Gardens  . 

1401  Emporia  St  . 

Aurora  . 

94 

104,890 

CO . 

Steele  Denver  Gardens 
LLC. 

Denver  Gardens  Apts 

6801  E  Mississippi  St  .. 

Denver  . 

100 

196,745 

CO . 

Denver  Metro  Village, 
Inc. 

Francis  Heights,  Inc.  ... 

Denver  Metro  Village  .. 

1 523  Quitman  St . 

Denver  . 

192 

183,145 

CO . 

Francis  Heights  . 

2626  Osceola . 

Denver  . 

382 

226,852 

CO . 

Oakbrook  1  Manor 
Housing  Partners, 
LLLP. 

Oakbrook  Manor  1  . 

3200  Stanford  Rd . 

Fort  Collins  . 

107 

301 ,222 

CO . 

Housing  Authority  of 
the  City  of  Grand 
Junction. 

Walnut  Park  Apts  . 

1 

2236  N  17th  St . 

Grand  Junction . 

78 

149.989 

CO . 

Birchwood  EHP,  LP  ...■. 

Birchwood  Manor  . 

2830  27th  St  Ln  . 

Greeley . 

162 

338,645 

CT  . 

Robbin  Nicoletti  . 

Woodview  Apartments 

1270  N  High  St  . 

East  Haven  . 

120 

178,245 

CT  . 

Church  Housing  for 
Fairfield,  Inc. 

Parish  Court  . 

1 75  Wardeter  . 

Fairfield  . 

100 

222,696 

CT  . 

Naubuc  Green  Inc . 

Naubuc  Green . 

193  Welles  St . ’.... 

Glastonbury . 

111 

230,155 

CT  . 

Sigourney  Square  As¬ 
sociates,  LP. 

Sigourney  Square  . 

280-6  Sigourney  St  .... 

Hartford  . 

42 

140,813 

CT  . 

New  Haven  Associates 
Limited  Partnership. 

Berger  Apartments . 

135  Derby  Ave  . 

New  Haven  . 

144 

277,750 

CT  . 

Hamilton  Park  Associa¬ 
tions. 

Hamilton  Park  . 

281  Hamilton  Ave  . 

Nonwich  . 

120 

107,878 

CT  . 

Florence  Mill  Associ¬ 
ates. 

Florence  Mill  Apart¬ 
ments. 

121  West  Main  Street 

Rockville . 

113 

230,155 

CT  . 

Josephine  Towers  Lim¬ 
ited  Partnership. 

Josephine  Towers  . 

24  Union  St  . 

Waterbury . 

125 

182,669 

CT  . 

BC  Countryside  1  LLC 

Countryside  Apts/Lake¬ 
side. 

12  Wolf  Hill  Rd  . 

Wolcott  . 

55 

234,702 

FL  . 

Suncoast  Christian 
Housing,  Inc. 

Burlington  Tower . 

1000  Burlington  Ave  N 

Saint  Petersburg  . 

116 

198,970 

FL . 

J.H.  Floyd  Sunshine 
Village,  Inc. 

J.  H.  Floyd  Sunshine 
Village. 

1777  18th  ST  . 

Sarasota . 

59 

113,638 

FL  . 

JCT  II  LLC . 

Jewish  Center  Towers 

3001  W  De  Leon  St  .... 

Tampa  . 

199 

144,295 

GA  . 

Wheat  Street  Chari¬ 
table  Foundation,  Inc. 

Wheat  Street  Towers  .. 

375  Auburn  Ave  . 

Atlanta  . 

210 

274,893 

GA . 

Vineville  Towers  Asso¬ 
ciates  Limited  Part¬ 
nership. 

Clisby  Towers . 

2087  Vineville  Ave  . 

Macon  . 

52 

80,687 

GA  . 

Dempsey  Apartments  .. 

Dempsey  Apartments  .. 

523  Cherry  St . 

Macon  . 

194 

170,326 

GA  . 

St.T'aul  Village,  Inc . 

Saint  Paul  Village . 

1 355-A  Forsyth  St  . 

Macon  . 

48 

101,016 

GA  . 

Ashton  Savannah  LP  .. 

Savannah  Summit . 

1 35  Hampstead  Ave¬ 
nue. 

Savannah  . 

138 

186,225 
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GA . i 

Oglethorpe  Square 

The  Woods  of  Savan- 

7364-C  Hodgson  Me- 

Savannah  . 

i 

Apartments,  a  limited 
partnership. 

nah. 

morial  Dr. 

GU . 1 

Guam  Housing  and 
Urban  Renewal  Au¬ 
thority. 

Guam  Elderly  Hsg . 

146  Pale  San  Vitores 

Rd. 

Turnon  . 

lA .  i 

Spruce  Hills  Village, 

LLC. 

Spruce  Hills  . 

2380  Tech  Dr  . 

Bettendorf . 

lA . 

St  Mary’s  Apartments 
'Of  Dubuque,  LLC.  | 

St.  Mary’s  . 

2955  Kaufmann  Ave  ... 

Dubuque  . 

lA . 

Meadows  ^artments 
of  Nevada,  LLC. 

The  Meadows  . 

402  5th  St  . 

Nevada  . 

lA .  1 

I 

1 

1 

Liberty  Manor  Apart¬ 
ments  of  Waterloo, 
LLC. 

Liberty  Manor  . 

1119  Kent  Cir . 

Waterloo . 

IL  . i 

Assisi  Homes  Constitu-  ! 
tion  House,  Inc. 

Constitution  House . 

401  N  Constitution  Dr 

Aurora  . 

IL  . 

Carbondale  II  LP . 1 

Carbondale  Towers . 

800-820  W  Mill  St . 

Carbondale . 

IL  . 

Assisi  Homes  Colony 

Colony  Park  Apart- 

550  E  Thornhill  Dr . 

Carol  Stream  . 

Park.  Inc. 

ments. 

. 

IL  . 

Round  Bam  Manor 
Preservation.  L.P. 

Round  Bam  Manor . 

2000  W  John  St  . 

Champaign  . 

IL  . 

Englewood  Eden 

Green  Ltd. 

Antioch  Haven  Homes 

420  W  63rd  St . 

Chicago  . 

IL  . 

Paul  G.  Stewart  Apart¬ 
ments  Associates 
Phase  IV. 

Paul  G.  Stewart  Apts 
(Phase  IV). 

400  East  41st  Street  ... 

Chicago  . 

IL  . 

Kenwin  Venture  LLLP 

Pines  of  Edgewater . 

5439  N  Kenmore . 

Chicago  . 

IL  . 

West  Point  Plaza  Ven¬ 
ture  LLLP. 

West  Point  Plaza  . 

300  S.  Damen  . 

Chicago  . 

IL  . 

Riverwoods  Preserva¬ 
tion,  L.P. 

River  Woods . 

300  E  River  St  . 

Kankakee  . 

IL  . 

Southern  Illinois  VOA 
Elderly  Housing.  Inc. 

Cedars  of  Lebanon  . 

600  S  Horner  St . 

Lebanon  . 

. 

Langman  Apartments 
Associates. 

Langman  Apts . 

2301  E  1st  St  . 

Milan . 

IL  . 

TM  Wallick  Residential 
Properties  1  Limited 
Partnership. 

T  M  Wallick  Residence 

2401  North  Gail  Ave¬ 
nue. 

Peoria . 

IL  . 

Watch  Hill  Tower  Asso¬ 
ciates. 

Watch  Hill  Tower . 

3705  9th  St  . 

Rock  Island  . 

IL  . 

Skyrise  LLC . 

Skyrise  Apts  . 

837  N  Main  St  . 

Rockford . 

IL  . 

mini  Tower  Associates 

mini  Towers  . 

940  Crosstown  Ave . 

Silvis  . -. . 

IL  . 

Council  for  Jewish  El¬ 
derly. 

Village  Center  . 

5140  Galtiz  St . 

Skokie  . 

IL  . 

University  Park  Apart¬ 
ments,  L.P. 

Thomwood  House . 

1  Thomwood  Mall  . 

University  Park . 

IN  . 

Apartment  Living,  Inc. 

Apartment  Living  . 

308  W  19th  St . 

Anderson  . 

IN  . 

Cambridge  Square  of 
Anderson,  a  limited 
partnership. 

Cambridge  Square  An¬ 
derson. 

1430  E  60th  St . 

Anderson . 

IN  . 

1  Glick  Wesley  Park 

1  Housing,  LLC. 

Wesley  Park  Apart¬ 
ments. 

1304  Wesley  Rd  . 

Auburn . 

IN  . 

I  Cambridge  Square  of 

1  Bedford,  a  limited 

I  partnership. 

1  Cambridge  Square 
j  Bedford. 

1941  Plaza  Dr . 

Bedford . 

IN  . 

1  Cambridge  Square  of 
i  Beech  Grove,  a  lim¬ 
ited  partnership. 

j  Cambridge  Square  - 
I  Beech  Grove. 

335  Churchman  Place 

Beech  Grove  . 

IN  . 

I  Cambridge  Square  of 

1  Bloomington,  a  lim- 
1  ited  partnership. 

1  Cambridge  Square 
Bloomington. 

307  N  Pete  Ellis  Dr  . 

Bloomington  . 

IN  . 

1  Carnage  House  of 
'  Evansville,  a  limited 
j  partnership. 

Carriage  House  Evans¬ 
ville  1. 

5300  Carriage  Dr  . 

Evansville  . 

IN  . 

I  Fairington  Apartments 
i  of  Fort  Wayne,  a  lim- 
1  ited  partnership. 

Fairington  Apartments 
Fort  Wayne. 

4931  Fairington  Dr  . 

Fort  Wayne  . 

IN  . 

1  Skybird  Manor  LP  . 

Skybird  Manor . 

302  E  10th  St . 

Greensburg  . 

IN  . 

j  Cambridge  Square 

1  North  Associates  II, 
a  limited  partnership. 

;  Cambridge  Square 

1  North  II. 

1 

1 

7110  Township  Line 
Road. 

Indianapolis  . 

192,157 

197,700 

79,532 

92,250 

67,026 

69,826 

233.174 

232,915 

234.174 

368,300 

263,033 

443,977 

302,835 

580,690 

248,523 

219,230 

229,887 

469,291 

232,807 

375,056 
231 ,209 
214,566 

460,561 

103,810 

236,961 

234,278 

224,520 

240,140 

224,571 

230,957 

234,636 

110,310 

241,849 
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Project  name 

Address 

Grant 

amount 

Jamestown  Square 

North,  a  limited  part¬ 
nership. 

Carriage  House  Glen¬ 
dale. 

2516  Tacoma  Circle  .... 

Indianapolis  . 

204 

241,358 

Behavior  Corp  Prop¬ 
erties,  LLC. 

Group  Homes . .» . 

6855  Township  Line 

Rd. 

Indianapolis  . 

44 

108,310 

Fairington  Apartments 
of  Lafayette,  a  lim¬ 
ited  partnership. 

Fairington  Apartments 
Lafayette. 

225  Fairington  Ct  . 

Lafayette  . 

150 

225,968 

Cambridge  Square  of 
Laporte,  a  limited 
partnership. 

Cambridge  Square 
Laporte. 

1111  Longwood  Dr  . 

Laporte  . 

134 

235,830 

Cambridge  Square  of 
Marion,  a  limited 
partnership. 

Cambridge  Square 
Marion. 

1525  W  Timberview  Dr 

Marion  . 

124 

231,720 

Housing  Authority  of 
the  City  of  Marion, 

IN. 

Cambridge  Square  of 
Muncie,  a  limited 
partnership. 

Hilltop  Towers  . 

520  W  Nelson  St . 

Marion  . 

98 

182,777 

Cambridge  Square 
Muncie. 

1601  E  Mcgalliard  Rd 

Muncie . 

124 

238,888 

Cambridge  Square  of 
Richmond,  a  limited 
partnership. 

Cambridge  Square 
Richmond. 

3800  South  A  Street  ... 

Richmond  . 

150 

229,815 

Rushville  Commons  LP 

Rushville  Commons  .... 

215  Aspen  Dr . 

Rushville . 

48 

110,670 

223,781 

Jamestown  Apartments 
of  Seymour,  a  limited 
partnership. 

Jamestown  Apartments 
Seymour. 

745  Miller  Ln  . 

Seymour . 

150 

Fairington  Apartments 
of  South  Bend,  a  lim¬ 
ited  partnership. 

Fairington  Apartments 
South  Bend. 

1220  Fairington  Circle 

South  Bend  . 

201 

240,240 

Jamestown  Square  of 

1  Vincennes,  a  limited 
partnership. 

Jamestown  Square 
Vincennes. 

360  Felt  King  Rd  . 

Vincennes  . 

120 

224,547 

Brookridge  EOF  Hous¬ 
ing  Investors,  LP. 

Brookridge  Plaza . 

1 259  N  Buckner  St  . 

Derby . 

46 

53,178 

COF  Training  Services, 
Inc.,  Ottawa  Project. 

COF  Training  Services, 
Inc. 

726  W  13th  St . 

Ottawa . 

12 

149,964 

B.  C.  Apartment  Asso¬ 
ciates,  Limited. 

Brooksville  Court . 

213  Elizabeth  St . 

Brooksville . 

48 

103,928 

CHS,  Ltd  . 

St.  Aloysius  . 

410  W  8th  St  . 

Covington  . 

48 

106,268 

CAC,  Ltd  (Stern  Hendy 
Properties  Inc.). 

The  Colony . 

3800  Locke  St . 

Covington  . 

137 

189,432 

Blairwood  Apartments 
of  Louisville,  a  lim¬ 
ited  partnership. 

Blainwood  Apts  . 

9202  Linn  Station  Rd  .. 

Louisville  . 

150 

238,412 

Fairington  Apartments 
of  Louisville,  a  lim¬ 
ited  partnership. 

Fairington  of  Louisville 

5900  Fairington  Dr  . 

Louisville  ..; . .*. . 

150 

238,413 

Jefferson  County  VOA 
Living  Center,  Inc. 

Woodgreen  Apts  . 

3751  Woodgreen  Court 

Louisville  . 

21 

124,842 

High  Point,  Ltd  . 

High  Point  . 

1 1 0  Hay  Street . 

Ludlow . 

44 

106,264 

Brown  Street  Associ¬ 
ates  1  and  11. 

GARDNER  TERRACE 

46  Pine  St  . 

Attleboro . 

144 

212,003 

City  Square  Elderly 
Housing,  Inc. 

City  Square  Elderly 

Hsg. 

42  Park  St  . 

Charlestown  . 

120 

219,094 

Collins  Non-Profit 
Apartments,  Inc. 

Collins  Non  Profit  . 

150  Captains  Row  . 

Chelsea  . 

100 

219,074 

Mental  Health  Pro¬ 
grams,  Inc. — IV. 

MHPI  IV . 

3  Boylston  PI  . . 

Jamaica  Plain . 

32 

259,51 1 

Olympia  Square  Asso¬ 
ciates. 

Olympia  Square  . 

429  Washington  St  . 

.Lynn  . 

44 

213,586 

Community  Alternative 
Residential  Environ¬ 
ments,  Inc. 

Walnut  Street  Center  .. 

27  Bonair  St  . 

Somerville  . 

30 

162,220 

Southampton  Housing 
for  the  Elderly,  Inc. 

Southampton  . 

128  College  Hwy . 

Southampton  . 

40 

235,609 

Taunton  II  Associates 

Mill  Pond  Apts . 

30  Washington  St  . 

Taunton  . 

49 

124,214 

Bon  Secours  Housing, 
Inc. 

Bon  Secours  Hollins 
Terrace. 

1800  Hollins  Street . 

Baltimore  . 

84 

228,116 

Greater  New  Hope 
Baptist  Church  Tow¬ 
ers,  Inc. 

Greater  New  Hope 
Towers. 

2725  Walbrook  Ave  .... 

Baltimore  . 

1 

80 

160,590 

1 
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n  City  -• 

Number  of 
units 

MD  . 

N.M.  Carroll  Manor,  Inc 

N.  M.  Carroll  Manor  .... 

701  N  Arlington  Ave  .... 

Baltimore  . 

100 

MD  . 

Hopkins  Village  Preser- 

Hopkins  Village  . 

3  Brett  Ct . 

Essex  . 

165 

vation  LP. 

MD  . 

Mrs.  Philippines  Home 

Mrs.  Philippines  Home 

6482  Bock  Rd  . t . 

Oxon  Hill  . 

74 

for  Senior  Citizens. 

for  Senior  Citizens. 

Ml  . 

Centerline  Park  Tow- 

Centerline  Park  Towers 

8033  E  Ten  Mile  Rd  .... 

Center  Line  . 

300 

ers/MHT  Limited  Div¬ 
idend  Housing  Asso¬ 
ciation. 

Ml  .  ! 

Deart>om  Heights  CSI 

Dearborn  Heights  Co- 

16600  W  Outer  Dr . 

Dearborn  Heights . 

201 

i 

Nonprofit  Housing 
Corporation. 

operative  Apts. 

Ml  . 

GDC-^S  Limited  Divi- 

Devon  Square  . 

1225  Orchard  . 

Ferndale  . 

60 

dend  Housing  Asso¬ 
ciation,  LLC. 

Ml  . 

Flat  Rock  Non-Profit 

Flat  Rock  Non-Profit 

28744  Telegraph  Rd  ... 

Flat  Rock . 

96 

Housing  Corp. 

Housing. 

Ml  .  ! 

Kearsley  Manor  Apart- 

Kearsley  Manor . 

814  E  Kearsley  Manor 

Flint  . 

110 

ments,  dba  Flint  Re¬ 
tirement  Homes. 

Ml  . 

Capitol  Grange  Senior 

Grange  Acres  1 . 

6101  Marsh  Rd  . 

Haslett  . 

81 

' 

Citizen  Housing  Cor¬ 
poration. 

Ml  . 

Hazel  Park  Non-Profit 

Hazel  Park  Non  Profit 

701  E  Woodward  Hgts 

Hazel  Park  . 

71 

Housing  Corporation. 

Blvd. 

Ml  . 

LaBelle  Towers  . 

LaBelle  Towers  . 

33  Labelle  . 

Highland  Park  . 

214 

Ml  . 

Kalamazoo  Non  Profit 

Washington  Square . 

710  Collins  St . 

Kalamazoo  . 

238 

Apartments  Inc. 

Ml  . 

Madison  Heights  Non- 

Madison  Heights  Coop- 

500  E  Irving . 

Madison  Heights  . 

151 

Profit  Housing  Corp. 

erative  Apartments. 

Ml  . 

Marquette  Snowtjerry 

Snowberry  Heights  ...... 

222  S  Fifth  St  . 

Marquette  . 

191 

Limited  Dividend 
Housing  Association 
Lim. 

Ml  . 

Michigan  Non  Profit 

Walled  Lake  Villas  . 

1035  Walled  Lake  Villa 

Walled  Lake  . 

260 

Housing  Corporation. 

Dr.. 

Ml  . 

Eldetly  Housing  Cor- 

Thomas  F.  Taylor  Tow- 

36600  Marquette  St  .... 

Westland  . 

266 

poration  of  Westland. 

ers. 

Ml  . 

Wyandotte  (CSI)  Non- 

Wyandotte  Cooperative 

2455  Biddle  Ave . 

Wyandotte  . 

132 

Profit  Corporation. 

Apartments. 

MN  . 

Ebenezer  Towers . 

Ebenezer  Towers  . 

2523  Portland  Ave  S  ... 

Minneapolis  . 

192 

MN  . 

St.  Paul’s  Home,  Inc  ... 

St.  Paul’s  Home  . 

2735  15th  Ave  S  . 

Minneapolis  . 

53 

MN  . 

Montevideo  Methodist 

Brookside  Manor/Mon- 

804  Benson  Rd  . 

Montevideo . 

59 

Home,  Inc. 

tevideo  Meth  Home. 

MO  . 

National  Church  Resi- 

Friendship  Manor  . 

917  NW  Summit  Dr . 

Blue  Springs  .  .. 

60 

dences  of  Friendship 
Manor,  MO. 

MO  . 

Willow  Creek  Senior, 

Willow  Creek  1  and  II  ... 

Route  1  . 

Eldon  . 

64" 

LP. 

MO  . 

Village  East  Towers 
Limited  Partnership. 

Village  East  Towers  .... 

1218  Village  Dr  . 

108 

MO  . 

Park  Place  Preserve- 

Park  Place . 

4399-Forest  Park  Blvd 

242 

tion,  LP. 

MO  . 

Olsen  West  Senior,  LP 

Olsen  West  Apart¬ 
ments. 

883  Olsen  Road  . 

Sedalia  . 

52 

MS . 

NHP  Housing  Associ¬ 
ates,  LLC. 

North  Hills  Place  Apart¬ 
ments. 

200  Cahal  St  #400  . 

80 

MS . 

United  Church  Resi- 

Austin  Run  . 

7100  Mallard  Creek  Dr 

40 

dences  of  Horn 

Lake,  Mississippi,  Inc. 

MS . 

United  Church  Resi- 

Canterbury  Crest . 

1531  Tyler  Cv  . 

Oxford  ... 

24 

dences  of  Oxford 
Mississippi,  Inc. 

MS . 

United  Church  Resi- 

Indian  Run . 

2010  Small  Dr  . 

Pearl  . 

40 

- 

dences  of  Jackson, 
Mississippi,  Inc. 

NC  . 

Glover  Plaza,  Inc . 

Glover  Plaza  . 

1402  Little  John  Cir  .. 

75 

100 

NC  . 

Winston  Summit  Apart¬ 
ments. 

Winston  Summit . 

137  Columbine  Dr . 

ND . 

Columbia  Square  East 
GP. 

Columbia  Square  East 

2505  13th  Ave  S 

50 

Grant 

amount 

235,478 

328,052 

77,388 

428,524 

460,389 

173,204 

232,045 

207,351 

383,797 

232,020 

502,418 

455,811 

355,098 

400,199 

110,430 

428,092 

361 ,886 

124,990 

82,177 

26,406 

107,129 

165,794 

208,818 

415,745 

144,263 

140,359 

106,514 

63,726 

95,389 

236,832 

207,947 


t 


I 

! 

i 

i 


176,094 
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State 

Recipient  name 

Project  name 

Address 

City  1 

1 

Number  of 
units 

NH  . 

Tamworth  Senior 

Remick  Acres . 

145  Tamworth  Rd  . 

Tamworth  .  . 

24 

Housing  Associates 

LP. 

1 

NJ . 

A.C.T.  Affordable 

Atlantic  City  Town- 

1330  Mediterranean 

Atlantic  City  . 

174 

Housing,  Inc. 

houses. 

Ave. 

NJ . 

Community  Haven 

COMMUNITY  HAVEN 

35  So.  Virginia  Avenue 

Atlantic  City  . 

246 

Senior  Citizens 
Housing,  LTD. 

NM  . 

New  Mexico-American 

La  Resolana  Apart- 

1 025  Chelwood  Park 

Albuquerque . 

167 

Housing  Foundation, 
Inc. 

ments. 

Blvd  NE. 

NM  . 

Apple  Ridge  Apart- 

Apple  Ridge  Apart- 

1600  Cliffside  Dr  . 

Farmington  . 

80 

ments  LP. 

ments. 

NM  . 

Montana  Meadows 

Montana  Meadows 

201  Montana  Ave . 

Las  Cruces . 

80 

Apartments  LP.  1 

Apartments. 

NM  . 

Socorro  Village  LLC  .... 

Socorro  Village  Apart- 

444  Eaton  Ave  . 

Socorro . 

40 

ments. 

NM  . 

Casa  del  Rio  LLC . 

Casa  Del  Rio  Apart- 

165  N  Silver  St . 

T ruth  or  Consequence 

36 

ments. 

NY  . 

Stryker  Housing  Devel- 

Stryker  Homes  Apart- 

2  Loop  Rd  . 

Auburn . 

103 

opment  Fund  Com¬ 
pany,  Inc. 

ments. 

NY  . 

SEBCO  HDFC  Inc . 

SEBCO  Houses  for  the 

980  Aldus  St  . 

Bronx  . 

92 

Elderly. 

NY  . 

Friendset  Housing 

Friendset  Apartments  .. 

291 1  W  36th  St  . 

Brooklyn  . 

259 

Company  Limited 
Partnership. 

NY  . 

Shore  Hill  Housing  As- 

Shore  Hill  Apartments 

9000  Shore  Rd . 

Brooklyn  . 

559 

sociates,  LP. 

NY  . 

Covenant  Manor  Hous- 

Covenant  Manor . 

23  W  Third  St . 

Jamestown  . 

88 

ing  Development 

Fund  Co.,  Inc. 

NY  . 

Pitcher  Hill  Housing 

Pitcher  Hill  Apartments 

114  ELBOW  Rd  . 

North  Syracuse  . 

101 

Development  Fund 
Company,  Inc. 

NY  . 

Grace  View  Manor 

Grace  View  Manor  . 

80  Calvary  Dr . 

Norwich  . 

40 

Housing  Develop¬ 
ment  Fund  Corpora¬ 
tion. 

I 

NY  . 

St.  Peter’s  Italian 

Villa  Scalabrini  Apts  .... 

825  E  Willow  St . 

Syracuse  . 

121 

Church  Housing  De¬ 
velopment  Fund  Co. 
Inc. 

NY  . 

SNI  Development 
Company  Limited 

O’Neil  Apartments . 

2121  6th  Ave . 

Troy  . .'. . 

115 

Partnership. 

NY  . 

Hollows  Associates  LP 

The  Hollows  . 

1  Kubasek  T rinty 

Yonkers  . 

130 

Manor  Dr. 

OH  . 

Callis  Tower,  LLC . 

Callis  Tower  . 

730  Callis  Drive . 

Akron  . 

277 

OH  . 

E.T.L.  Housing  Cor- 

ETL  Tower  . 

1500  Marion  Avenue  ... 

Akron  . 

101 

poration. 

OH  . 

CRS,  Ltd  (Stern  Heridy 
Properties  Inc.). 

Clifton  Place  . 

900  Rue  De  La  Paix  ... 

Cincinnati  . 

183 

OH . 

Haddon  Hall,  Ltd  (AJK 

Haddon  Hall  . 

3418  Reading  Road  .... 

Cincinnati  . 

114 

Managment  Inc.). 

OH . 

Fenway  Manor  Limited 

Fenway  Manor  . 

1986  Stokes  Blvd . 

Cleveland  . 

143 

OH . 

Eastland  Manor,  Inc.  ... 

Eastland  Manor . 

4225  Macsway  Ave . 

Columbus  . 

201 

OH  . 

Dayton  Associates  II, 

Almond  Village  Apart- 

4701  Casaba  Court . 

Dayton . 

60 

Limited  Partnership. 

ments. 

OH  . 

First  202  Housing 

C.J.  McLin  Sr.,  Apts.  ... 

1316  McArthur  Ave  . 

Dayton . 

46 

Corp.  No.  2. 

OH  . 

Covenant  Manor,  Inc  ... 

Covenant  Manor  . 

4951  Covenant  House 
Dr. 

69  Rock  Creek  Dr  . 

Dayton . 

50 

OH  . 

Sunnyview  Square,  Ltd 

Sunnyview  Square  . 

Delaware  . 

30 

OH  . 

New  Seton  Square 
Dover  II  LP. 

Seton  Square  Dover  1 
&  II. 

501  S.  James  St.  and 

Dover . 

90 

1 39  Filmore  St. 

OH . 

Sturbridge  Green  Ltd  .. 

Sturbridge  Green  . 

3750  Sturbridge  Ct . 

Hilliard  . 

50 

OH  . 

Village  Park  l,td . 

Village  Park . 

6747  Brandt  Pike  . 

Huber  Heights  . 

41 

OH . 

L.M.  Associates,  Ltd  .... 

Sherman-Thompson 

Towers. 

275  N  Third  St  . 

1  ronton  . 

150 

i 

OH . 

National  Church  Resi- 

Chimes  Terrace,  NCR 

1  65  S  Williams  St . 

Johnstown  . 

60 

dences  of  Johhs- 
town,  Ohio. 

of  Johnstown,  OH. 

1 

i 

Grant 

amount 

51,018 

209,281 

176,271 

192,078 

223,227 

223,227 

167,875 

178,305 

198,539 

150,064 

246,896 

390,000 

106,583 

187.770 
109,521 

190,007 

240,225 

236,161 

268,051 

160,587 

375,387 

189.771 

309,389 

35,319 

109,094 

109,305 

109,319 

68,749 

192,703 

113,500 

33,915 

302,253 

105,616 


State  1 

Recipient  name 

Project  name 

Address 

r 

City  1 

Number  of 
units 

OH . 

New  Seton  Kenton  LP 

Seton  Kenton  . 

699  Momingside  Dr . 

Kenton  . 

50 

OH . 

New  Seton  Lancaster 

LP. 

Collins  Road  Prop- 

Seton  Lancaster,  Inc  ... 

232  Gay  St . 

Lancaster  . 

33 

OH . 

Windsor  Place . 

141  Graceland  Dr  . 

Lancaster  . 

82 

I 

erties.  Ltd.  i 

OH .  ! 

New  Seton  Square 

Seton  Square  Marion, 

255  Richland  Rd  . 

Marion  . 

102 

j 

Marion  LP.  i 

Inc. 

OH . 

Ohio  Conference  of  j 

Helen  Evans  Apart- 

821  Milcrest  Dr . 

Marysville  . 

45 

1 

AME  Housing,  Inc.  j 

ments. 

OH . 

Alpha-Massillon  Hous-  | 

Alpha  Massillon  . 

400  23rd  St  NE  . 

Massillon  . 

50 

i 

ing  Corporation.  1 

! 

OH . 

Mechanicsburg  Village, 

Mechanicsburg  Village 

41  Walnut  St . 

Mechanicsburg  . 

50 

Ltd. 

OH . 

Miamisburg  Manor,  Ltd 

Miamisburg  Manor  . 

1 5  W  Ferry  St . 

Miamisburg . 

50 

OH . 

Westhaven,  Inc  . 

Westhaven  . 

220  Sprigg  St  . 

North  Baltimore  . 

45 

OH . 

Owensville  Commons, 

Owensville  Commons 

263  West  Main  Street 

Owensville . 

84 

Ltd. 

OH . 1 

Piqua  Manor,  Ltd  . 

Roosevelt  Manor . 

500  S.  Roosevelt  Ave 

Piqua  . 

30 

OH . 1 

Plain  City  Senior  Cen- 

Pleasant  Valley  Colony 

390  Allgyer  Dr  . 

Plain  City. . 

40 

1 

ter,  Inc.  j 

OH .  1 

Windham  Housing  Cor- 

Rushin  Meadows  . 

778  Northgate  Dr  . 

Ravenna  . 

50 

poration. 

OH . 

New  Alpha  Housing 

Alpha  Massillon  . 

525  E  Woodruff . 

Toledo  . 

165 

Limited  Partnership. 

OH . 

Staunton  Commons  II, 

Staunton  Commons  II 

500  Staunton  Com- 

Troy  . 

29 

Ltd. 

mons  Dr. 

OH . 

Terrace  Ridge  . 

Terrace  Ridge  . 

1312  McKaig  Ave . 

Troy  . 

167 

OH . 

Rotary  Manor,  Inc  . 

Rotary  Manor  . 

125  E.  Ward  St  . 

Urbana  . . . 

40 

OH . 

Vandalia  Associates, 

Vandalia  Village  Apart- 

860  N.  Dixie  Dr  . 

Vandalia  . 

76 

LLC. 

ments. 

OH  . 

New  Seton  Square 

Seton  Square 

570  W  First  St  . 

Wellston  . 

48 

Wellston  Limited 
Partnership. 

Wellston,  Inc. 

OH . 

Moraine  Village  Ltd 

Princeton  Village  . 

68  Bevonne  Dr . 

West  Milton  . 

40 

(Wallick  Properties 
Midwest  LLC). 

OH . 

First  202  Housing  Cor- 

Walter  G.  Sellers  Sen- 

270  Mt.  Vernon  Dr  . 

Xenia  . 

66 

poration-Xenia  Site. 

ior  Apts. 

OH . 

International  Towers 

International  Towers  ... 

25  Market  St . 

Youngstown  . 

173 

Apartments,  Ltd. 

OK  . 

FHM  Associates,  Inc  ... 

Fair  Haven  Manor  Apts 

500  Dayton  Street . 

Muskogee  . 

191 

OK  . 

Shadybrook  Tulsa 
Holdings,  LLC. 

Shadybrook  Senior 

Apts. 

4203  S  109th  East  Av- 

Tulsa  . 

120 

enue. 

SD  . 

Steele  Towers  Apart- 

Steele  Tower  Apts  . 

17  First  St  SW  . 

Watertown  . 

50 

ments  LLC. 

TN  . 

National  Church  Resi- 

Pecan  Grove  . 

520  Pecan  Dr . 

Bolivar  . . 

40 

derKes  of  Bolivar, 
i  TN. 

TN  . 

United  Church  Resi- 

Fox  Hollow  Community 

100  Fox  Hollow  Cir  . 

Covington  . 

40 

i  dences  of  Covington, 

1  TN  Inc. 

1 

TN  . 

j  Canaan  Baptist  Hous- 
1  ing  Corporation. 

1  Golden  Age  Retirement 
Village. 

1109  Beaman  Lake  Rd 

Knoxville . 

101 

TN  . 

1  Summit  II,  LP  . 

Summit  Towers  . 

201  Locust  St . 

Knoxville  . 

277 

TN  . 

j  Beersheba  II,  LP  . 

Beersheba  Heights 
Tower. 

420  E  Main  St  . 

Mcminnville . 

100 

TN  . 

j  Madison,  John  Exum 

1  John  Madison  Exum 

3155  Sharpe  Ave  . 

Memphis . 

150 

Tower. 

Towers  1. 

TN  . 

United  Housing  Part- 

LaurelWood  Apart- 

513  S  Hill  St . 

Morristown . 

65 

ners  Morristown  LP. 

ments. 

TN  . 

Wedgewood  Apart¬ 
ments  LP. 

Wedgewood  Towers 
Apts. 

1195  Wedgewood  Ave 

Nashville . 

121 

TN  . 

Norris  Garden  Apart- 

Norris  Gardens . 

1 1  Chestnut  Dr . 

Norris  . 

51 

rr^ents,  LTD. 

TN  . 

National  Church  Resi- 

Chateau  Maurice . 

1101  Volunteer  Dr . 

Paris  . 

40 

derv:es  of  Paris,  TN. 

TN  . 

Holston  Homes  for  El- 

Greenbriar  Village  . 

234  Petersburg  Rd . 

Rogersville  . 

41 

derly. 

TX  . 

Independence  Hall  Mu- 

Indepertdence  Hall  . 

6  Burress  St  . 

Houston . 

292 

tual  Housing  Asso- 
ciatkxi. 

TX  . 

Houston  Housing  Au- 

Telephone  Road  . 

6000  Telephone  Rd  .... 

Houston  . 

200 

thority. 

Grant 

amount 

109,452 

106,489 

184,944 

197,953 

1 1 1 ,294 

173,780 

109,545 

109,320 

131,191 

82,851 

66,566 

113,549 

209,884 

209,804 

50,872 

'197,841 

109,545 

151,600 

132,421 

109,320 

108,105 

400,469 

248,223 

52,814 

95,034 

23,186 

110,685 

187,718 

206,630 

183,732 

170,593 

59,667 

■  293,944 

103,151 

29,342 

114,265 

269,182 

210,839 
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State  i 

1 

Recipient  name 

Project  name 

1 

Address  ] 

1 

City  1 

Number  of  { 
units 

VA  . 

Piedmont  Housing  Alii- 

Scottsville  School 

1215  East  Market  St. 

Charlottesville . 

ance. 

Apartments. 

Ste.  B. 

VA  . 

Cambridge  Square  of 

Cambridge  Square 

704  Gainsborough  Ct  .. 

Chesapeake  . 

150 

Chesapeake,  a  Urn- 

Apartments. 

ited  Partnership. 

VA  . 

Phoenix  Village  Associ- 

Phoenix  Village  . 

1  Great  Oak  Circle  . 

Newport  News . 

17 

ates. 

Va . 

Gosnold  Apartments, 

Gosnold  Apartments  ... 

2425  Gosnold  Avenue 

Norfolk  . 

LLC. 

VA  . 

Fairington  Apartments 

Fairington  of  Roanoke 

4922  Grandin  Rd  SW  .. 

Roanoke  . 

100 

of  Roanoke,  a  limited 

partnership. 

VT  . 

Mountaha,  LLC  . 

Heritage  Lane  . 

80  S  Main  St  . 

Saint  Albans  . 

28 

WA  . 

Housing  Authority,  City 

Golden  Pines  . 

2901  NE  10TH  . 

Renton . 

53 

of  Renton. 

WA  . 

Meridian  Avenue  North 

Meridian  Manor  . 

10345  Meridian  Ave  N 

Seattle  . 

109 

LLC. 

WA  . 

Fourth  and  Bell,  LLC  ... 

Security  House . 

2225  4th  Ave . 

Seattle  . 

107 

WA  . 

Retail  Clerks  Local 

Sunset  House  Apts  . 

2519  1st  Ave  . 

Seattle  . 

82 

1001  Housing  Devel- 

opment  Association. 

WA  . 

King  County  Housing 

Westminster  Manor . 

14701  Dayton  Ave  N  .. 

Shoreline  . 

60 

Authority. 

WA  . 

Spokane  Housing  Au- 

Hifumi  En  Apts  . 

926  E  8th  Ave  . 

Spokane  . 

41 

thority. 

Wl  . 

Outagamie  County 

Randal  Court . 

218  E.  Randall  St . 

Appleton  . ;.... 

118 

Housing  Authority. 

W1  . 

WHPC-Beaver  Dam 

Campbell  Court  Apt . 

148  Judson  St . 

Beaver  dam  . 

57 

LLC. 

Wl  . 

WHPC-Edgewater  LLC 

The  Edgewater . 

310  Mound  St  . 

Berlin  . 

42 

Wl  . 

WHPC-Hampton  Re- 

Hampton  Regency  . 

1 2999  W  Hampton  Ave 

Butler . 

120 

gency,  LLC. 

Wl . 

Future  Wisconsin 

Romeis  Millstream  II  ... 

509  High  Street . 

Chippewa  Falls  . 

61 

Romeis  LLC. 

Wl  . 

WHPC-DWR  LLC  . 

Lakeland  Apartments  .. 

1090  Birchwood  St . 

Delavan  . 

82 

Wl  . 

Riverview  Apartments, 

Riverview  Apts  . 

101  Western  Ave  . 

Fond  Du  Lac  . 

101 

LLC. 

Wl  . 

WHPC-Rockwell  Court 

Rockwell  Court . 

52  Spry  St  . 

Fort  Atkinson  . 

64 

LLC. 

Wl  . 

Assisi  Homes-Saxony, 

Saxony  Manor  . 

1852  22nd  Ave . 

Kenosha  . 

226 

Wl  . 

WHPC-MMM.  LLC . 

Segoe  Terrace  . 

602  Sawyer  Terrace  .... 

Madison . 

151 

Wl  . 

Wisconsin  Housing 

Fairview/Sparta  Arms  .. 

106  N  L  ST  . 

Sparta . 

58 

Preservation  Corp. 

Wl  . 

WHPC-Waushara  Vil- 

Waushara  . 

245  E  Mount  Morris 

Wautoma . . . 

34 

lages,  LLC. 

Village  . 

Ave. 

Wl  . 

Crawford  County  Hous- 

Winneshiek/Hillview . 

W  170  Hwy  N  . 

Wauzeka  . 

22 

ing  Authority. 

Wl . 

Westby  Housing  Asso- 

Westby  Housing  . 

21 1  Milwaukee  St  . 

Westby  . 

170 

ciates,  Inc. 

j _ 

Grant 

amount 

72,449 

231,875 

226,245 

212,004 

229,159 

37,009 

85,682 

222,040 

206,437 

205,777 

234,859 

159,342 

270,992 

118,360 

150,922 

164,941 

209,070 

169,274 

227,962 

106,230 

245,732 

350,312 

146,510 

152,909 

114,906 

281,227 


[FR  Doc.  2012-21599  Filed  8-30-12;  8:45  am] 

BILLING  CODE  4210-67-P 


DEPARTMENT  OF  THE  INTERIOR 

Fish  and  Wildlife  Service 

[FWS-R8-ES-2012-N163  FF08E00000- 
FXES1 1 1 20800000F2-1 1 2] 

Santa  Clara  Valley  Habitat 
Conservation  Plan/Naturat  Community 
Conservation  Plan,  Environmental 
Impact  Statement,  and  Implementing 
Agreement;  California 

AGENCY:  Fish  and  Wildlife  Service, 
Interior. 


ACTION:  Notice  of  availability. 


SUMMARY:  The  Fish  and  Wildlife  Service 
(Service)  announces  the  availability  of 
the  Final  Environmental  Impact 
Statement  (EIS)  on  the  Santa  Clara 
Valley  Habitat  Conservation  Plan  and 
Natural  Community  Conservation  Plan 
(Plan),  along  with  the  Implementing 
Agreement  (lA),  for  review.  The  EIS  was 
updated  to  address  the  comments 
received  on  the  2010  Draft  EIS.  We  are 
considering  issuing  an  incidental  take 
permit  for  18  species  in  response  to 
applications  from  the  County  of  Santa 
Clara;  Cities  of  San  Jose,  Gilroy,  and 
Morgan  Hill;  Santa  Clara  Valley 
Transportation  Authority,  and  Santa 


Clara  Valley  Water  District  (applicants). 
The  applicants  are  currently  in  the 
process  of  creating  a  Joint  Powers 
Authority  (JPA)  to  implement  the  Plan. 
Following  its  formation,  the  Service 
anticipates  that  the  applicants  will 
submit  an  application  to  the  Service  to 
amend  the  section  10(a)(1)(B)  incidental 
take  permit  to  add  the  JPA. 

DATES:  Written  comments  must  be 
received  by  5  p.m.  Pacific  Time,  October 
1,  2012. 

ADDRESSES:  Obtaining  Documents:  You 
may  download  copies  of  the  Final  EIS, 
Plan,  and  lA  on  the  Internet  at  http:// 
WWW. fws.gov/ Sacramento.  Alternatively, 
you  may  use  one  of  the  methods  below 
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to  request  hard  copies  or  a  CD-ROM  of 
the  documents. 

Submitting  Comments:  You  may 
submit  comments  or  requests  for  copies 
or  more  information  by  one  of  the 
following  methods. 

•  U.S.  Mail:  Cori  Mustin,  Senior  Fish 
and  Wildlife  Biologist,  Sacramento  Fish 
and  Wildlife  Office,  2800  Cottage  Way, 
W-2605,  Sacramento,  CA  95825. 

•  In-Person  Drop-off,  Viewing,  or 
Pickup:  Call  916-414-6600  to  make  an 
appointment  during  regular  business 
hours  at  the  above  address. 

•  Fax:  Cori  Mustin,  Senior  Fish  and 
Wildlife  Biologist,  916-^14-6713,  Attn.: 
Santa  Clara  Valley  Plan/EIS  Comments. 

Hard  bound  copies  of  the  Final  EIS, 
Plan,  and  lA  are  available  for  viewing  at 
the  following  locations: 

1.  Almaden  Branch  Library,  6445 
Camden  Avenue,  San  Jose,  CA  95120. 

2.  Dr.  Martin  Luther  King,  Jr.  Library, 
150  E  San  Fernando  Street,  San  Jose,  CA 
95112. 

3.  Gilroy  Library,  7387  Rosanna 
Street,  Gilroy,  CA  95020. 

4.  Morgan  Hill  Library,  660  West 
Main  Avenue,  Morgan  Hill,  CA  95037. 

5.  Central  Park  Library,  2635 
Homestead  Road,  Santa  Clara,  CA 
95051. 

6.  City  of  Palo  Alto  Main  Library, 

1233  Newell  Road.  Palo  Alto,  CA  94303. 

7.  Fremont  Main  Library,  2400 
Stevenson  Boulevard,  Fremont,  CA 
94538. 

FOR  FURTHER  INFORMATION  CONTACT: 

Mike  Thomas,  Division  Chief, 
Conservation  Planning;  or  Eric 
Tattersall,  Deputy  Assistant  Field 
Supervisor,  Conser\'ation  Planning  and 
Recovery;  at  916—414-6600. 
SUPPLEMENTARY  INFORMATION: 

Background 

Section  9  of  the  Endangered  Species 
Act  (Act;  16  U.S.C.  1531  et  seq.)  and 
Federal  regulations  prohibit  the  “take” 
of  fish  and  wildlife  species  listed  as 
endangered  or  threatened  (16  U.S.C. 
1538(a)(1)(B)).  The  term  “take”  means  to 
harass,  harm,  pursue,  hunt,  shoot, 
wound,  kill,  trap,  capture,  or  collect,  or 
to  attempt  to  engage  in  any  such 
conduct  (16  U.S.C.  1532  (19)).  We  have 
further  defined  “harm”  to  mean 
significant  habitat  modihcation  or 
degradation  ^at  actually  kills  or  injures 
listed  wildlife  by  significantly  impairing 
essential  behavioral  patterns,  including 
breeding,  feeding,  and  sheltering  (50 
CFR  17.3(c)).  Under  limited 
circumstances,  we  may  issue  permits  to 
authorize  incidental  taike  of  listed  fish  or 
wildlife  (i.e.,  “take”  that  is  incidental  to, 
and  not  the  purpose  of,  otherwise  lawful 
activities).  Regulations  governing 


incidental  take  permits  for  threatened 
and  endangered  species  are  found  in  50 
CFR  17.32  and  17.22,  respectively.  If  we 
issue  a  permit,  the  applicants  would 
receive  assurances  for  all  species 
covered  by  the  permit  in  accordance 
with  our  “No  Surprises”  regulations  at 
50  CFR  17.22(b)(5)  and  17.32(b)(5)  for 
all  species  covered  by  the  permit. 

T^e  of  listed  plant  species  is  not 
prohibited  under  the  Act  and  cannot  be 
authorized  under  a  section  10  permit. 
However,  the  applicants  propose  to 
include  9  plant  species  in  the  Plan  to 
extend  the  Plan’s  conservation  benefits 
to  these  species.  The  applicants  would 
receive  assurances  under  the  “No 
Surprises”  regulations  found  in  50  CFR 
17.22(b)(5),  17.32(b)(5),  and  222.307(g) 
for  all  proposed  covered  species  in  the 
Plan. 

The  EIS  analyzes  the  impacts  of  the 
proposed  implementation  of  the  Plan  by 
the  applicants.  The  applicants  are 
seeking  a  permit  for  the  incidental  take 
of  18  covered  species,  including  9 
animal  species  (2  federally  endangered, 
3  federally  threatened,  and  4  unlisted) 
and  9  plant  species  (4  federally 
endangered  and  5  unlisted).  The  permit 
would  provide  take  authorization  for  all 
animal  species  and  assurances  for  all 
plant  species  identified  by  the  Plan  as 
covered  species.  Take  authorized  for 
listed  covered  animal  species  would  be 
effective  upon  permit  issuance  and 
adoption  of  all  applicable  local 
ordinances.  Take  authorization  for 
currently  unlisted  covered  animal 
species  would  become  effective 
concurrent  with  listing,  should  the 
species  be  listed  under  the  Act  during 
the  permit  term  as  long  as  the  Plan  is 
being  properly  implemented. 

The  proposed  permit  would  include 
the  following  five  federally  listed 
animal  species:  The  threatened  Bay 
checkerspot  butterfly  [Euphydryas 
editha  bayensis),  threatened  California 
tiger  salamander  (Central  California 
Distinct  Population  Segment) 
[Ambystoma  calif omiense),  threatened 
California  red-legged  frog  (Rana 
draytonii),  endangered  least  Bell’s  vireo 
[Vireo  bellii  pusillus),  and  endangered 
San  Joaquin  kit  fox  [Vulpes  macrotis 
mutica).  The  proposed  permit  would 
include  assurances  for  the  following 
four  federally  listed  plant  species:  The 
endangered  Tiburon  Indian  paintbrush 
[Castilleja  affinis  ssp.  neglecta), 
endangered  coyote  ceanothus 
[Ceanothus  ferrisae),  endangered  Santa 
Clara  Valley  dudleya  [Dudleya 
setchellii],  and  endangered  Metcalf 
Canyon  jewelflower  [Streptanthus 
albidus  ssp.  albidus). 

The  unlisted  species  proposed  for 
coverage  under  the  Plan  are  the  foothill 


yellow-legged  frog  [Rana  boylii), 
western  pond  turtle  [Clemmys 
marmorata),  western  burrowing  owl 
[Athene  cunicularia  hypugaea), 
tricolored  blackbird  [Agelaius  tricolor). 
Mount  Hamilton  thistle  [Cirsium 
fontinale  var.  campylon],  fragrant 
fritillary  [Fritillaria  liliacea),  Loma ' 

Prieta  hoita  [Hoita  strobilina),  smooth 
lessingia  [Lessingia  micradenia  var. 
glabrata),  and  most  beautiful 
jewelflower  [Streptanthus  albidus  ssp. 
peramoenus). 

Proposed  covered  activities  include 
the  following  seven  categories  of 
covered  activities:  urban  development, 
instream  capital  projects,  instream 
operation  and  maintenance  activities, 
rural  capital  projects,  rural  operation 
and  maintenance  activities,  rural 
development,  and  conservation  strategy 
implementation.  The  proposed  term  of 
the  permit  is  50  years. 

The  proposed  508,669-acre  permit 
area  is  the  area  where  incidental  take  of 
covered  species  resulting  from  covered 
activities  could  occur  and  includes  the 
Pajaro  River  and  all  or  a  portion  of  the 
Llagas,  Uvas,  Pescadero,  and  Pacheco 
subwatersheds  and  the  Coyote  Creek 
watershed  within  Santa  Clara  County.  A 
large  portion  of  the  Guadalupe 
watershed  is  also  contained  within  the 
permit  area,  as  well  as  small  areas 
outside  of  each  of  these  watersheds. 

Contained  within  the  508,669-acre 
permit  area  is  the  48,464-acre  expanded 
study  area  and  permit  area  for 
■  burrowing  owl  conservation,  which 
includes  the  northern  portion  of  Santa 
Clara  County  and  a  small  portion  each 
of  both  San  Mateo  and  Alameda 
Counties  (see  Figure  1-2  of  the  Plan). 
Incidental  take  in  the  expanded  study 
area  and  permit  area  for  burrowing  owl 
conservation  will  be  limited  to  the 
implementation  of  the  Plan’s  western 
burrowing  owl  conservation  strategy. 
Incidental  take  of  the  western  burrowing 
owl  in  this  portion  of  the  permit  area 
would  only  be  provided  to  the 
applicants  and  those  under  their 
jurisdiction  and  only  be  provided  for 
the  western  burrowing  owl  (not  the 
remaining  17  species  covered  under  the 
Plan). 

Covered  activities  would  result  in  the 
permanent  loss  of  up  to  17,975  acres  in 
the  permit  area.  Habitat  models  were 
developed  for  most  covered  species  and 
used  in  the  impacts  analysis.  Land  cover 
surrogates  were  used  to  identify 
maximum  allowable  impacts  to  species 
for  which  habitat  models  could  not  be 
developed.  The  Plan  also  describes 
conditions  on  covered  activities  to  avoid 
or  minimize  take  of  covered  species. 

The  proposed  conservation  strategy 
includes  establishing  a  reserve  system 
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that  would  be  composed  of  an  estimated 
46,496  to  46,920  acres  that  would  be 
permanently  preserved,  monitored,  and  • 
managed.. 

National  Environmental  Policy  Act 
Compliance 

Our  proposal  to  issue  an  incidental 
take  permit  is  a  Federal  action  that 
triggers  the  need  for  compliance  with 
the  National  Environmental  Policy  Act 
(NEPA;  42  U.S.C.  4321  et  seq.).  The 
Service  prepared  the  EIS,  which  is  the 
Federal  portion  of  the  Environmental 
Impact  Report/Environmental  Impact 
Statement  (EIR/EIS),  to  analyze  the 
impacts  of  issuing  an  incidental  take 
permit  based  on  the  Plan.  Santa  Clara 
County  facilitated  the  preparation  of  the 
EIR  portion  of  the  Final  EIR/EIS,  in 
compliance  with  the  California 
Environmental  Quality  Act  (CEQA),  but 
all  applicants  share  the  CEQA  Lead 
Agency  role.  The  California  Department 
of  Fish  and  Game  is  a  CEQA  Trustee 
and  Responsible  Agency.  The  Final  EIR/ 
EIS  was  developed  to  inform  the  public 
of  the  proposed  action,  alternatives,  and 
associated  impacts;  address  public 
comments  received  during  the  public 
comment  period  for  the  Draft  EIR/EIS; 
and  disclose  irreversible  commitments 
of  resources. 

The  Final  EIR/EIS  evaluates  the 
impacts  of  the  proposed  action 
described  above  (i.e.,  issuance  of  the 
permit  and  im^ementation  of  the  Final 
Plan),  as  well  as  the  No  Action 
Alternative  and  Alternative  A,  which 
are  described  below. 

No  Action  Alternative 

Under  the  No  Action  Alternative,  the 
Service  would  not  issue  an  incidental 
take  permit  to  the  applicants,  and  the 
Plan  would  not  be  implemented.  Under 
this  alternative,  projects  that  may 
adversely  affect  federally  listed  species 
would  require  project-level  consultation 
with  the  Service  pursuant  to  section  7 
or  section  10  of  the  Act.  This  project- 
level  approach  would  preclude 
landscape-level  conservation  planning 
and  would  not  streamline  the  current 
permitting  process. 

Alternative  A  (Reduced  Permit  Term) 

Under  Alternative  A,  the  Service 
would  issue  an  incidental  take  permit, 
and  the  applicants  would  implement  a 
habitat  conservation  plan  and  natural 
community  conservation  plan  that  is 
similar  to  the  Plan  described  in  the 
proposed  action;  however,  the  proposed 
permit  term  would  be  reduced  to  30 
years.  The  extent  of  covered  activities 
and  the  conservation  strategy  would  be 
subsequently  reduced  relative  to  the 
proposed  action. 


The  Final  EIR/EIS  includes  all 
comments  received  on  the  Draft  EIR/EIS 
and  our  responses  to  those  comments. 
Following  a  30-day  review  period,  we 
will  complete  a  Record  of  Decision  that 
announces  our  decision  on  the  action 
that  will  be  implemented  and  discusses 
all  factors  leading  to  the  decision. 

Public  Involvement 


implementing  regulations  for  NEPA  (40 
CFR  1506.6). 

Dated;  August  21,  2012. 

Margaret  Kolar, 

Acting  Deputy  Regional  Director,  Pacific 
Southwest  Region,  Sacramento,  California. 
[FR  Doc.  2012-21299  Filed  8-30-12;  8:45  am] 

BILLING  CODE  4310-55-P 


We  published  a  notice  of  intent  (NOI) 
to  prepare  an  EIS  for  this  project  in  the 
Federal  Register  on  September  6,  2007 
(72  FR  51247).  The  NOI  announced  a 
public  scoping  period  during  which 
time  the  public  was  invited  to  provide 
written  comments  and  attend  a  public 
scoping  meeting  held  on  September  26, 
2007,  in  Morgan  Hill,  California.  On 
December  17,  2010,  we  published  a 
notice  of  availability  of  the  Draft  Plan, 
EIS,  and  lA  in  the  Federal  Register  (75 
FR  79013).  Two  public  meetings  were 
held,  the  first  on  February  9,  2011,  in 
Morgan  Hill,  California,  and  the  second 
on  February  15,  2011,  in  Palo  Alto, 
California.  The  Draft  documents  were 
available  for  a  120-day  public  comment 
period,  which  concluded  on  April  1-8, 
2011. 

Public  Review 

Copies  of  the  Final  EIR/EIS,  Plan,  and 
lA  are  available  for  review  (see 
ADDRESSES).  Any  comments  we  receive 
will  become  part  of  the  administrative 
record  and  may  be  available  to  the 
public.  If  you  wish  to  comment  on  the 
Final  EIS,  Plan,  or  lA,  you  may  submit 
your  comments  to  the  address  listed  in 
ADDRESSES.  Before  including  your 
address,  phone  number,  email  address, 
or  other  personal  identifying 
information  in  your  comment,  you 
should  be  aware  that  your  entire 
comment — including  your  personal 
identifying  information — may  be  made 
publicly  available  at  any  time.  While 
you  may  ask  us  in  your  comment  to 
withhold  your  personal  identifying 
information  from  public  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  so. 

We  will  evaluate  the  applications, 
associated  documents,  and  comments 
submitted  to  determine  whether  the 
applications  meet  the  requirements  of 
section  10(a)  of  the  Act.  A  permit 
decision  will  be  made  no  sooner  than  30 
days  after  the  publication  of  the 
Environmental  Protection  Agency’s 
Final  EIS  notice  in  the  Federal  Register 
and  completion  of  the  Record  of 
Decision. 

Authority 

This  notice  is  provided  pursuant  to 
section  10(a)  of  the  Act  and  pursuant  to 


DEPARTMENT  OF  THE  INTERIOR 

Fish  and  Wildlife  Service 

[FWS-R3-ES-201 2-N21 3; 

FXES1 1 1 30300000F3-1 23-FF03E00000] 

Endangered  and  Threatened  Wildlife 
and  Plants;  Permit  Applications 

agency:  Fish  and  Wildlife  Service, 
Interior. 

ACTION:  Notice  of  availability  of  permit 
applications;  request  for  comments. 

summary:  We,  the  U.S.  Fish  and 
Wildlife  Service  (USFWS),  invite  the 
public  to  comment  on  the  following 
applications  to  conduct  certain 
activities  with  endangered  species.  With 
some  exceptions,  the  Endangered 
Species  Act  (Act)  prohibits  activities 
with  endangered  and  threatened  species' 
unless  a  Federal  permit  allows  such 
activity.  The  Act  requires  that  we  invite 
public  comment  before  issuing  these 
permits. 

DATES:  We  must  receive  any  written 
comments  on  or  before  October  1,  2012. 
ADDRESSES:  Send  written  comments  by 
U.S.  mail  to  the  Regional  Director,  Attn: 
Lisa  Mandell,  U.S.  Fish  and  Wildlife 
Service,  Ecological  Services,  5600 
American  Blvd.  West,  Suite  990, 
Bloomington,  MN  55437-1458;  or  by 
electronic  mail  to  permitsR3ES@fws.gov. 
FOR  FURTHER  INFORMATION  CONTACT:  Lisa 
Mandell,  (612)  713-5343. 
SUPPLEMENTARY  INFORMATION: 

Background 

We  invite  public  comment  on  the 
following  permit  applications  for  certain 
activities  with  endangered  species 
authorized  by  section  10(a)(1)(A)  of  the 
Act  (16  U.S.C.  1531  et  seg.)  and  our 
regulations  governing  the  taking  of 
endangered  species  in  the  Code  of 
Federal  Regulations  (CFR)  at  50  CFR  17. 
Submit  your  written  data,  comments,  or 
request  for  a  copy  of  the  complete 
application  to  the  address  shown  in 
ADDRESSES. 

Permit  Applications 

Permit  Application  Number:  TE82665A 

Applicant:  Melody  Myers-Kinzie, 
Commonwealth  Biomonitoring, 
Brownsburg,  IN. 
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The  applicant  requests  a  permit  to 
take  (capture  and  release)  the  fanshell 
mussel  [Cyprogenia  stegaria),  clubshell 
(Pleurobema  clava),  northern  riffleshell 
[Epioblasma  torulosa),  pink  mucket 
pearlymussel  [Lampsilis  abrupta), 
snuffbox  [Epioblasma  triquetra),  and 
white  catspaw  [Epioblasma  obliquata 
perobliquata)  within  the  States  of 
Indiana  and  Ohio.  Proposed  activities 
are  to  survey  and  monitor  populations 
for  the  recovery'  and  enhancement  of 
survival  of  the  species  in  the  wild. 

Permit  Application  Number:  TEl  13009 
Applicant:  Steve  A.  Ahlstedt,  Norris, 

TN. 

The  applicant  requests  a  permit 
renewal  to  take  (capture  and  release)  the 
white  catspaw  within  the  States  of 
Indiana  and  Ohio.  Proposed  activities 
are  to  survey  and  monitor  populations 
for  the  recovery  and  enhancement  of 
survival  of  the  species  in  the  wild. 

Permit  Application  Number.  TE023666 

Applicant:  Eric  R.  Britzke,  U.S.  Army 

Corps  of  Engineers — ERDC,  Clinton, 
MS. 

The  applicant  requests  a  permit 
renewal,  with  amendment,  to  take 
(capture  and  release;  conduct  non-lethal 
sampling)  Indiana  bats  [Myotis  sodalis), 
gray  bats  [Myotis  grisescens),  Virginia 
big-eared  bats  [Corynorhinus  towmsendii 
virginianus),  Ozark  big-eared  bat  (C.  t. 
ingens],  and  Northern  flying  squirrel 
[Glaucomys  sabrinus)  throughout  the 
range  of  the  species  in  Alabama, 
Arkansas,  Georgia,  Illinois,  Indiana, 
Iowa,  Kansas,  Kentucky,  Maryland, 
Massachusetts,  Michigan,  Mississippi, 
Missouri,  New  Hampshire,  New  Jersey, 
New'  York,  North  Carolina,  Ohio, 
Oklahoma,  Pennsylvania,  Rhode  Island, 
South  Carolina,  Tennessee,  Vermont, 
Virginia,  West  Virginia,  and  Wisconsin. 
Proposed  activities  are  for  the  recovery 
of  the  species  through  research  and 
population  monitoring. 

Permit  Application  Number:  TE82666A 

Applicant:  Justin  G.  Boyles,  Southern 

Illinois  University,  Carbondale,  IL. 

The  applicant  requests  a  permit 
renewal,  with  amendments,  to  take 
(capture  and  release;  conduct  non-lethal 
sampling)  Indiana  bats  and  gray  bats 
throughout  the  range  of  the  species  in 
Alabama,  Arkansas,  Connecticut, 
Delaware,  Georgia,  Illinois,  Indiana, 
Iowa,  Kansas,  Kentucky,  Maryland, 
Massachusetts,  Michigan,  Mississippi, 
Missouri,  New  Hampshire,  New  Jersey, 
New  York,  North  Carolina,  Ohio, 
Oklahoma,  Pennsylvania,  Rhode  Island, 
South  Carolina,  Tennessee,  Vermont, 
Virginia,  West  Virginia,  and  Wisconsin. 


Proposed  activities  are  for  the  recovery 
of  the  species  and  enhancement  of 
survival  of  the  species  in  the  wild. 

Public  Comments 

We  seek  public  review  and  comments 
on  these  permit  applications.  Please 
refer  to  the  permit  number  when  you 
submit  comments.  Comments  and 
materials  we  receive  are  available  for 
public  inspection,  by  appointment, 
during  normal  business  hours  at  the 
address  shown  in  the  ADDRESSES 
section.  Before  including  your  address, 
phone  number,  email  address,  or  other 
personal  identifying  information  in  your 
comment,  you  should  be  aware  that 
your  entire  comment — including  your 
personal  identifying  information — may 
'  be  made  publicly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 
to  withhold  your  personal  identifying 
information  from  public  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  so. 

Dated;  August  22,  2012. 

Lynn  Lewis, 

Assistant  Regional  Director,  Ecological 
Services,  Midwest  Region. 

IFR  Doc.  2012-21500  Filed  0-30-12;  8:45  am] 
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DEPARTMENT  OF  THE  INTERIOR 

Geological  Survey 

[USG&-GX1 2EE0001 01 000] 

Coastal  and  Marine  Ecological 
Classification  Standard 

agency:  Department  of  the  Interior,  U.S. 
Geological  Survey, 

ACTION:  Notice  of  endorsement  of  coastal 
and  marine  ecological  classification 
standard. 

SUMMARY:  The  Federal  Geographic  Data 
Committee  (FGDC)  has  endorsed  the 
Coastal  and  Marine  Ecological 
Classification  Standard  (CMECS)  as  the 
first-ever  comprehensive  federal  data 
standard  for  classifying  and  describing 
coastal  and  marine  ecosystems. 

CMECS  provides  a  means  of 
classifying  ecological  and  habitat  units 
using  a  common  terminology.  It 
provides  a  uniform  protocol  for 
identifying,  characterizing  and  naming 
ecological  units  in  support  of 
monitoring,  protection,  and  restoration 
of  unique  biotic  assemblages,  protected 
species,  critical  habitat,  and  important 
ecosystem  components. 

FOR  FURTHER  INFORMATION  CONTACT: 
Documentation  for  the  standard  is 
available  for  download  at 
www.csc.noaa.gov/cmecs.  A  searchable 


online  catalog  of  CMECS  units  and  their 
descriptions  is  available  at 
wH'w.cmecscatalog.org. 

FOR  FURTHER  INFORMATION  CONTACT:  Dr. 
Rebecca  Allee,  NOAA  Coastal  Services 
Center — Gulf  Coast  Region,  Building 
1100,  Suite  232,  Stennis  Space  Center, 
MS  39529,  Email: 
nos.csc.cmecs_ig@noaa.gov. 
SUPPLEMENTARY  INFORMATION:  CMECS 
offers  a  simple  standard  framework  and 
common  terminology  for  describing 
natural  and  human  influenced 
ecosystems,  from  the  upper  tidal 
reaches  of  estuaries  to  the  deepest 
portions  of  the  ocean.  The  framework  is 
organized  into  two  settings, 
biogeographic  and  aquatic,  and  four 
components,  water  column,  geoform, 
substrate,  and  biotic.  Each  describes  a 
separate  aspect  of  the  environment  and 
biota.  Settings  and  components  can  be 
used  in  combination  or  independently 
to  describe  ecosystem  features.  The 
hierarchical  arrangement  of  units  in  the 
settings  and  components  allows  users  to 
apply  CMECS  to  the  scale  and 
specificity  that  best  suits  their  needs. 
Modifiers  allow  users  to  customize  the 
classification  to  meet  specific  needs. 

CMECS  is  designed  to  meet  the  needs 
of  many  users,  including  coastal 
resource  managers  and  planners, 
development  interests,  engineers, 
mappers,  and  researchers  from 
government,  industry,  anfl  academia. 
The  system  was  also  developed  to 
address  applications  on  scales  ranging 
from,  local  and  regional  to  national  and 
beyond. 

FGDC  member  agencies  the  National 
Oceanic  and  Atmospheric 
Administration,  the  U.S.  Environmental 
Protection  Agency,  and  the  U.S. 
Geological  Survey,  along  with 
NatureServe,  worked  with  over  one 
hundred  scientists  and  coastal  managers 
to  develop  and  test  the  standard. 

CMECS  has  been  applied  in  projects  in 
a  vEiriety  of  geographies.  A  rigorous  four 
month  public  and  peer  review  process 
led  to  consideration  of  and  response  to 
more  than  800  individual  comments 
from  31  individuals  and  organizations. 

The  use  and  application  of  CMECS 
will  improve  our  knowledge  of  marine 
ecosystems  and  may  bring  to  light  other 
necessary  additions  and  adjustments  to 
the  standard.  Users  are  encouraged  to 
provide  suggestions  about  possible 
changes  to  CMECS,  which  will  follow  a 
regular  peer  review  and  revision  cycle. 
Protocols  and  tools  for  this  process  are 
currently  in  development. 

Practical  applications  for  CMECS 
include: 

•  Ecosystem  inventory  and  mapping 

•  Coastal  and  marine  spatial  planning’ 
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•  Marine  Protected  Area  selection, 

evaluation,  and  assessment 

•  Resource  management  and  monitoring 

•  Conservation  status  assessment 

•  Habitat  modeling 

The  FGDC  coordinates  the 
development  of  the  National  Spatial 
Data  Infrastructure  (NSDI),  which 
encompasses  the  policies,  standards, 
and  procedures  for  organizations  to 
cooperatively  produce  and  share 
geospatial  data.  Federal  agencies  that 
make  up  the  FGDC  develop  the  NSDI  in 
cooperation  with  organizations  from 
State,  local  and  tribal  governments,  the 
academic  community,  and  the  private 
sector.  The  authority  for  the  FGDC  is 
OMB  Circular  No.  A-16,  “Revised  on 
Coordination  of  Geographic  Information 
and  Related  Spatial  Data  Activities 
(Revised  August  19,  2002).”  Additional 
information  on  the  FGDC  and  the  NSDI 
is  available  at  www.fgdc.gov. 

Dated:  August  23,  2012. 

Ivan  DeLoatch, 

Executive  Director.  Federal  Geographic  Data 
Committee. 

[FR  Doc.  2012-21552  Filed  8-30-12;  8:45  am] 

BILLING  CODE  4311-AM-P 

DEPARTMENT  OF  THE  INTERIOR 

Geological  Survey 

[USGS-GX12GG00995NP00] 

National  Earthquake  Prediction 
Evaluation  Council  (NEPEC) 

AGENCY:  Department  of  the  Interior,  U.S. 
Geological  Survey. 

ACTION:  Notice  of  meeting. 

SUMMARY:  Pursuant  to  Public  Law  96- 
472,  the  National  Earthquake  Prediction 
Evaluation  Council  (NEPEC)  will  hold  a 
1  Vz  day  meeting  on  September  1 7  and 
18,  2012,  at  the  U.S.  Geological  Survey 
National  Earthquake  Information  Center 
(NEIC),  1711  Illinois  Avenue,  Golden, 
Colorado  80401.  The  Council  is 
comprised  of  members  from  academia 
and  the  Federal  Government.  The 
Council  shall  advise  the  Director  of  the 
U.S.  Geological  Survey  on  earthquake 
predictions,  on  the  completeness  and 
scientific  validity  of  the  available  data 
related  to  earthquake  predictions,  and 
on  related  matters  as  assigned  by  the 
Director.  Additional  information  about 
the  Council  may  be  found  at  http:// 
eartbquake.usgs.gov/aboutus/nepec/. 

At  tne  meeting,  the  Council  will 
receive  briefings  on:  ongoing  and 
planned  work  with  social  and 
behavioral  scientists  on  improving 
hazard  and  risk  messages;  development 
of  a  strategic  plan  for  operational 
earthquake  forecasting  including 


calculation  of  short-term  aftershock 
probabilities;  discussions  with 
emergency  managers  and  other 
decision-makers  about  their  needs  for 
earthquake  information,  scientific 
evaluations,  and  hazard  and  risk 
forecasts;  status  of  the  project  intended 
to  deliver  an  updated  Uniform 
California  Earthquake  Rupture  Forecast 
(UCERF3);  and  on  the  delivery  of  near- 
real-time  earthquake  information  by  the 
NEIC. 

A  draft  meeting  agenda  is  available 
from  the  Executive  Secretary  on  request 
(contact  information  below),  and  will  be 
posted  to  the  web  site  (above)  when 
finalized.  In  order  to  ensure  sufficient 
seating  and  hand-outs,  it  is  requested 
that  visitors  pre-register  by  September 
13,  2012.  Members  of  the  public 
wishing  to  make  a  statement  to  the 
Council  should  provide  notice  of  that 
intention  by  September  13  so  that  time 
may  be  allotted  in  the  agenda. 

DATES:  The  meeting  will  be  held  at  the 
uses  National  Earthquake  Information 
Center  on  the  campus  of  the  Colorado 
School  of  Mines,  1711  Illinois  Avenue, 
in  Golden,  Colorado  80401.  The  meeting 
will  commence  in  the  early  afternoon  of 
Monday,  September  17,  2012,  and 
continue  the  following  day,  beginning  at 
9  a.m.  and  adjourning  at  4  p.m.  Times 
are  approximate.  Guests  are  encouraged 
to  contact  tbe  Executive  Secretary  for  a 
copy  of  the  agenda  and  instructions  for 
parking  and  locating  the  meeting  room. 

Contact:  Dr.  Michael  Blanpied, 
Executive  Secretary,  National 
Earthquake  Prediction  Evaluation 
Council,  U.S.  Geological  Survey,  MS 
905,  12201  Sunrise  Valley  Drive, 

Reston,  Virginia  20192,  (703)  648-6696, 
Email:  mblanpied@usgs.gov. 

Dated;  August  28,  2012. 

David ).  Newman, 

uses  Federal  Register  Liaison. 

(FR  Doc.  2012-21602  Filed  8-30-12:  8:45  am] 
BILLING  CODE  4311-AM-P 

DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Indian  Affairs 

Draft  Environmental  Impact  Statement 
for  the  Proposed  Seminole  Tribe  of 
Florida  Fee-to-Trust,  City  of  Coconut 
Creek,  Broward  County,  FL 

agency:  Bureau  of  Indian  Affairs, 
Interior. 

ACTION:  Notice  of  availability. 

SUMMARY:  This  notice  advises  the  public 
that  the  Bureau  of  Indian  Affairs  (BIA) 
as  lead  agency,  with  the  Seminole  Tribe 
of  Florida  (Tribe),  City  of  Coconut  Creek 
(City),  and  Broward  County  serving  as 


cooperating  agencies,  intends  to  file  a 
Draft  Environmental  Impact  Statement 
(DEIS)  with  the  U.S.  Environmental 
Protection  Agency  (EPA)  for  the 
Seminole  Tribe  of  Florida  Fee-to-Trust 
Proje’et,  City  of  Coconut  Creek,  Florida, 
Broward  County,  Florida.  This  notice 
announces  that  the  DEIS  is  now 
available  for  public  review  and  tbe  date, 
time,  and  location  of  a  public  hearing  to 
receive  comments  on  the  DEIS. 

DATES:  The  DEIS  will  be  available  for 
public  comment  beginning  August  31, 
2012.  Written  comments  on  the  DEIS 
must  arrive  by  October  15,  2012.  The 
public  hearing  will  be  held  on  Tuesday, 
October  9,  2012,  starting  at  6  p.m.  and 
will  run  until  the  last  public  comment 
is  received. 

ADDRESSES:  You  may  mail  or  hand- 
deliver  written  comments  to  Mr. 

Franklin  Keel,  Eastern  Regional 
Director,  Bureau  of  Indian  Affairs,  545 
Marriott  Drive,  Suite  700,  Nashville,  TN 
37214.  The  public  hearing  will  be  held 
at  the  City  of  Coconut  Creek 
Commission  Chamber,  4800  West 
Copans  Road,  Coconut  Creek,  Florida, 
33063. 

FOR  FURTHER  INFORMATION  CONTACT: 

Chester  McGhee,  Environmental 
Protection  Specialist,  Bureau  of  Indian 
Affairs,  Eastern  Region,  545  Marriott 
Drive,  Suite  700,  Nashville,  TN  37214; 
fax  (615)  564-6701;  phone  (615)  564- 
6832. 

SUPPLEMENTARY  INFORMATION:  Public 
review  of  the  DEIS  is  part  of  the 
administrative  process  for  the 
evaluation  of  tribal  application  to  the 
BIA  for  the  Federal  trust  acquisition  of 
approximately  45  acres  in  Coconut 
Creek,  Broward  County,  Florida.  The 
Tribe  proposes  to  construct  a  hotel/ 
resort  on  the  trust  property  subsequent 
to  the  trust  acquisition.  A  Notice  of 
Intent  (NOI)  was  published  in  the'  Sun- 
Sentinel  on  August  5,  6,  and  7,  2010  and 
in  the  Federal  Register  on  August  6, 
2010  (75  FR  47616).  The  BIA  held  a 
public  scoping  meeting  for  the  project 
on  September  15,  2010,  at  the  Coral 
Springs  High  School  Auditorium,  in 
Coral  Springs,  Florida.  Pursuant  to 
Council  on  Environmental  Quality 
(CEQ)  National  Environmental  Policy 
Act  (NEPA)  regulations  (40  CFR 
1506.10),  the  publication  of  this  Notice 
of  Availability  in  the  Federal  Register 
initiates  a  45-day  public  comment 
period. 

Background 

The  Tribe  has  requested  that  the 
Secretary  of  the  Interior  acquire 
approximately  45  acres  of  Tribal-owned 
land  in  Federal  trust  for  the  Tribe  in  the 
City  of  Coconut  Creek,  Florida.  The 
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project  site  is  located  northeast  of  the 
intersection  of  U.S.  Highway  7/US-441 
and  Sample  Road.  The  property 
surrounds  on  three  sides  the  existing 
Seminole  Coconut  Creek  Trust  Property, 
currently  housing  the  Coconut  Creek 
Casino.  The  Proposed  Action  consists  of 
transferring  the  45±  acres  of  property 
and  the  subsequent  development  of  a 
hotel/resort  and  other  ancillary  uses 
(Proposed  Project).  At  full  build-out,  the 
proposed  hotel/resort  facility  would 
total  approximately  47,000  square-feet 
(sf)  of  retail  space,  54,000  sf  of  dining, 
a  2,500  seat  showroom,  and  a  1,000- 
room  hotel.  The  hotel  tower  would  not 
exceed  275  feet  above  ground  level. 
Access  to  the  project  site  would  be 
provided  via  one  driveway  along 
Sample  Road,  one  driveway  along  SR- 
7/US— 441,  and  one  driveway  along  NW 
54th  Avenue.  The  following  alternatives 
are  considered  in  the  DEIS: 

•  Alternative  A — Proposed  Project; 

o  Sub-Alternative  A-1 — No  Coconut 

Creek  Approvals  or  Agreements; 

•  Alternative  B — Reduced  Intensity 
Alternative; 

•  Alternative  C — No  Action  by 
Federal  Government; 

o  Sub-Alternative  C-1 — No  Coconut 
Creek  Approvals  or  Agreements. 

Environmental  issues  addressed  in 
the  DEIS  include  geology  and  soils, 
water  resources,  air  quality,  biological 
resources,  cultural  and  paleontological 
resources,  socioeconomic  conditions 
(including  environmental  justice), 
transportation  and  circulation,  land  use, 
public  services,  noise,  hazardous 
materials,  aesthetics,  cumulative  effects, 
and  indirect  and  growth  inducing 
effects. 

Directions  for  Submitting  Comments: 
Please  include  your  neune,  return 
address,  and  the  caption:  “DEIS 
Comments,  Seminole  Tribe  of  Florida 
Fee-to-Trust  Project,”  on  the  first  page 
of  your  written  comments. 

Locations  where  the  DEIS  is  Available 
for  Review:  The  DEIS  is  available  for 
review  at  the  Broward  County 
Northwest  Regional  Library  located  at 
3151  University  Drive,  Coral  Springs, 
Florida,  33065  and  the  City  of  Coconut 
Creek  City  Hall  located  at  4800  West 
Copans  Road,  Coconut  Creek,  Florida, 
33063.  The  DEIS  is  also  available  online 
at:  http://www.seminoIeeis.com. 

To  obtain  a  compact  disk  copy  of  the 
DEIS,  please  provide  your  name  and 
address  in  writing  or  by  voicemail  to 
Chester  McGhee,  Environmental 
Protection  Specialist,  Bureau  of  Indian 
Affairs,  Eastern  Regional  Office.  Contact 
information  is  listed  below  in  the  FOR 
FURTHER  INFORMA-nON  CONTACT  section  of 
this  notice.  Individual  paper  copies  of 
the  DEIS  will  be  provided  upon 


payment  of  applicable  printing  expenses 
by  the  requestor  for  the  number  of 
copies  requested. 

Public  Comment  Availability: 
Comments,  including  names  and 
addresses  of  respondents,  will  be 
available  for  public  review  at  the  BIA 
mailing  address  shown  in  the 
ADDRESSES  section  of  this  notice,  during 
regular  business  hours,  8  a.m.  to  4:30 
p.m.,  Monday  through  Friday,  except 
holidays.  Before  including  your  address, 
telephone  number,  email  address,  or 
other  personal  identifying  information 
in  your  comment,  you  should  be  aware 
that  your  entire  comment — including 
your  personal  identifying  information — 
may  be  made  publicly  available  at  any 
time.  While  you  can  ask  us  in  your 
comment  to  withhold  your  personal 
identifying  information  from  public 
review,  we  cannot  guarantee  that  we 
will  be  able  to  do  so. 

Authority:  This  notice  is  published 
pursuant  to  Sec.  1503.1  of  the  Council  of 
Environmental  Quality  Regulations  (40  CFR 
parts  1500  through  1508)  and  Sec.  46.305  of 
the  Department  of  Interior  Regulations  (43 
CFR  part  46),  implementing  the  procedural 
requirements  of  the  NEPA  of  1969,  as 
amended  (42  U.S.C.  4371,  et  seq.),  and  is  in 
the  exercise  of  authority  delegated  to  the 
Assistant  Secretary — Indian  Affairs  by  209 
DM  8. 

Dated:  August  9,  2012. 

Donald  E.  Laverdure, 

Acting  Assistant  Secretary — Indian  Affairs. 
IFR  Doc.  2012-21507  Filed  0-30-12:  8:45  am] 

BILLING  CODE  4310-W7-P 


DEPARTMENT  OF  THE  INTERIOR 
Bureau  of  Land  Management 

[MT-LLBO5OOO-LL143OO0OO-FQ0OO0;  MTM 
40412] 

Public  Land  Order  No.  7792;  Partial 
Revocation,  Power  Site  Reserve  No. 
109;  Montana 

Correction 

In  notice  document  2012-18888 
appearing  on  pages  46111—46112  of  the 
issue  of  Thursday,  August  2,  2012  make 
the  following  correction: 

On  page  46112,  in  the  first  column,  in 
the  8th  line  from  the  top  of  the  page, 
“Sec.  5,  NEV4;  SWV4.”  should  read 
“Sec.  5,  NEV4SWV4.”. 

(FR  Doc.  Cl-2012-18888  Filed  8-30-12;  8:45  ami 

BILLING  CODE  1SOS-01-0 


DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Land  Management 
[SDM  013790] 

Public  Land  Order  No.  7793;  Partial 
Revocation  of  Public  Land  Order  No. 
1535;  South  Dakota 

Correction 

In  notice  document  2012-18885 
appearing  on  page  46112  of  the  issue  of 
Thursday,  August  2,  2012  make  the 
following  correction: 

On  page  46112,  in  the  second  column, 
in  the  22nd  line  from  the  bottom  of  the 
page,  “NWV4;SEV4;.”  should  read 
“NWV4SEV4.”. 

(FR  Doc.  Cl-2012-18885  Filed  8-30-12;  8:45  am] 
BILLING  CODE  1 505-01 -D 


DEPARTMENT  OF  THE  INTERIOR 

National  Park  Service 
[NPS-NER-HPPC-10888;  4320-pplb-318] 

Final  Environmental  Impact  Statement 
for  the  Susquehanna  to  Roseland  500- 
kilovolt  Transmission  Line, 
Appalachian  National  Scenic  Trail; 
Delaware  Water  Gap  National 
Recreation  Area  and  Middle  Delaware 
National  Scenic  and  Recreational  River 

AGENCY:  National  Park  Service,  Interior. 
ACTION:  Notice  of  Availability. 

SUMMARY:  Pursuant  to  Section  102(2)(C) 
of  the  National  Environmental  Policy 
Act  of  1969  and  the  Council  on 
Environmental  Quality  regulations,  the 
National  Park  Service  (NPS)  has 
prepared  a  Final  Environmental  Impact 
Statement  (Final  EIS)  for  the  permit  for 
the  Susquehanna  to  Roseland  500- 
kilovolt  (kV)  transmission  line  to  pass 
through  three  units  of  the  National  Park 
System:  The  Appalachian  National 
Scenic  Trail,  Delaware  Water  Gap 
National  Recreation  Area,  and  Middle 
Delaware  National  Scenic  and 
Recreational  River.  This  Final  EIS 
describes  and  analyzes  six  alternatives 
for  the  transmission  line  that  will  guide 
the  decision  to  grant  or  deny  the 
construction  and  Right-of-Way  (ROW) 
permits  requested  by  the  applicants. 
SUPPLEMENTARY  INFORMATION:  The 
Appalachian  National  Scenic  Trail, 
Delaware  Water  Gap  National 
Recreation  Area,  and  the  Middle 
Delaware  National  Scenic  and 
Recreational  River  are  famed  for  the 
recreational,  scenic,  natural,  and  ^ 
cultural  resources  they  contain.  Each 
year,  Delaware  Water  Gap  National 
Recreation  Area  receives  5.2  million 
recreational  visitors,  and  the  Delaware 
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River  is  one  of  the  primary  recreational 
attractions  in  the  park.  Approximately. 

27  miles  of  the  Appalachian  National 
Scenic  Trail  occur  within  the 
boundaries  of  Delaware  Water  Gap 
National  Recreation  Area;  the 
Appalachian  National  Scenic  Trail 
attracts  4  million  visitors  each  year. 

The  existing  transmission  line  ROW 
predates  the  establishment  of  the 
Appalachian  National  Scenic  Trail  in 
1937,  Delaware  Water  Gap  National 
Recreation  Area  in  1965,  and  the  Middle 
Delaware  National  Scenic  and 
Recreational  River  in  1978.  The 
applicants,  PPL  Electric  Utilities 
Corporation  and  the  Public  Service 
Electric  and  Gas  Company,  request  NPS 
permission  to  expand  the  size  of  the 
current  ROW,  access  the  ROW  through 
existing  natural  and  cultural  areas, 
construct  new  and  taller  power  line 
towers,  and  remove  and  replace  the 
existing  230-kV  Bushkill-to-Kittatinny 
(B-K)  Line  with  a  new  double-circuit 
500-kV  transmission  line  (the  S-R  line). 
The  purpose  of  the  Final  EIS  is  to 
respond  to  the  applicants’  need  in  light 
of  the  purposes  and  resources  of  the 
affected  units 'of  the  National  Park 
System,  as  expressed  in  statutes, 
regulations,  and  policies. 

The  NPS  has  developed  the  Final  EIS 
under  section  102(2)(C)  of  the  National 
Environmental  Policy  Act  of  1969  (as 
amended),  and  consistent  with  NPS 
laws,  regulations,  and  policies,  and  the 
purposes  of  these  three  parks.  The  Final 
EIS  describes  and  analyzes  six 
alternatives  (1,  2,  2b,  3,  4,  and  5).  The 
applicants  have  proposed  construction 
of  a  500-kV  transmission  line  from  the 
Susquehanna  Substation  (Berwick, 
Pennsylvania)  to  the  Roseland 
Substation  (Roseland,  New  Jersey).  The 
construction  and  ROW  permits  would 
allow  the  construction  through 
Delaware  Water  Gap  National 
Recreation  Area,  Middle  Delaware 
National  Scenic  and  Recreational  River, 
and  Appalachian  National  Scenic  Trail 
in  Pennsylvania  and  New  Jersey.  The 
alternatives  follow  existing  ROWs  to 
reduce  the  impacts  from  construction 
and  operation  of  the  transmission  line. 

Under  Alternative  1  (no  action),  the 
permit  to  allow  construction  of  the 
applicant’s  proposal  would  be  denied 
and  current  conditions  would  be 
presumed  to  continue.  Alternative  2 
(applicant’s  proposed  route)  would 
cross  approximately  4.3  miles  of  NPS 
lands  along  the  existing  B-K  Line 
corridor  and  require  the  cleared  ROW  to 
be  expanded  to  350  feet  wide. 
Alternative  2b  (applicant’s  alternate 
route)  would  follow  the  same  route  as 
Alternative  2,  but  would  be  constructed 
within  the  applicant’s  existing  deeded 


ROW  without  expansion.  Alternative  3 
would  cross  approximately  5.4  miles  of 
NPS  lands  along  a  different  existing 
transmission  line  corridor  and  would 
require  a  ROW  350  feet  in  width. 
Alternative  4  would  cross 
approximately  1.5  miles  of  NPS  lands 
along  another  existing  transmission  line 
corridor  and  would  require  a  ROW  350 
feet  in  width.  This  alternative  would  not 
cross  the  Middle  Delaware  National 
Scenic  and  Recreational  River. 
Alternative  5  would  follow  the  same 
route  as  Alternative  4,  but  would  not 
include  a  0.6-mile  stretch  of  NPS  land 
west  of  the  Bushkill  substation. 
Alternative  2  is  the  NPS  preferred 
alternative  and  Alternative  1  is  the 
environmentally  preferable  alternative. 

The  Final  EIS  analyzes  the  impacts  of 
the  alternatives  in  detail  for  geologic 
resources  (including  topography  and 
paleontology),  flood  plains,  wetlands, 
vegetation,  landscape  connectivity, 
wildlife  habitat  and  wildlife,  special- 
status  species,  rare  and  unique 
communities,  archeological  resources, 
historic  structures,  cultural  landscapes, 
socioeconomics,  infrastructure,  access 
and  circulation,  visitor  use  and 
experience,  visual  resources, 
soundscapes,  wild  and  scenic  rivers, 
park  operations,  and  health  and  safety. 

The  Draft  EIS  was  released  in 
November  2011  and  was  available  for 
public  and  agency  review  and  comment 
beginning  with  publication  of  the  Notice 
of  Availability  in  the  Federal  Register. 
Comments  were  accepted  during  the  60- 
day  public  comment  period.  After  this 
public  review,  NPS  identified  the 
preferred  alternative  and  revised  this 
document  in  response  to  public 
comments. 

The  Final  EIS  is  now  available. 
Interested  persons  and  organizations 
may  obtain  the  Final  EIS  online  at 
http .7/ parkplanning. n ps.gov/dewa .  A 
30-day  no-action  period  will  follow  this 
Notice  of  Availability  in  the  Federal 
Register.  After  this  period,  the 
alternative  or  actions  constituting  the 
approved  plan  will  be  documented  in  a 
Record  of  Decision  that  will  be  signed 
by  the  Regional  Director  of  the 
Northeast  Region  of  the  NPS.  Notice  of 
approval  of  the  EIS  would  be  published 
similarly. 

Dated:  August  15,  2012. 

Dennis  R.  Reidenbach, 

Regional  Director,  Northeast  Region,  National 
Park  Service. 

[FR  Doc.  2012-20697  Filed  8-30-12;  8:45  am) 

BILLING  CODE  4312-^lG-P 


DEPARTMENT  OF  THE  INTERIOR 

National  Park  Service 

[NPS-NERO-CEBE-11101;  424Q-SZM] 

Notice  of  Public  Meetings  for  Cedar 
Creek  and  Belle  Grove  National 
Historical  Park  Advisory  Commission 

agency:  National  Park  Service,  Interior. 
ACTION:  Notice  of  Meetings. 

SUMMARY:  Notice  is  hereby  given  in 
accordance  with  the  Federal  Advisory 
Committee  Act  that  meetings  of  the 
Cedar  Creek  and  Belle  Grove  National 
Historical  Park  Advisory  Commission 
will  be  held  to  discuss  the 
implementation  of  the  Park’s  general 
management  plan. 

Date:  September  20,  2012. 

Location:  Warren  County  Government 
Center,  220  North  Commerce  Avenue, 
Front  Royal,  VA  22360. 

Date:  December  20,  2012. 

Location:  Strasburg  Town  Hall 
Council  Chambers,  174  East  King  Street, 
Strasburg,  VA  22657. 

Date:  March  21,  2013. 

Location:  Middletown  Town  Council 
Chambers,  7875  Church  Street, 
Middletown,  VA  22645. 

Date;  June  20,  2013. 

Location:  Warren  County  Government 
Center,  220  North  Commerce  Avenue, 
Front  Royal,  VA  22630. 

Agenda 

The  Commission  meetings  will 
consist  of  the  following: 

1.  General  Introductions 

2.  Review  and  approval  of  Commission 

Meeting  Notes 

3.  Reports  and  Discussions 

4.  Old  Business 

5.  New  Business 

6.  Closing  Remarks 

All  meetings  are  open  to  the  public 
and  begin  at  8:30  a.m. 

FOR  FURTHER  INFORMATION  CONTACT: 
Diann  Jacox,  Superintendent,  Cedar 
Creek  and  Belle  Grove  National 
Historical  Park,  P.O.  Box  700, 
Middletown,  Virginia  22645,  telephone 
(540)  868-9176. 

SUPPLEMENTARY  INFORMATION:  All 

meetings  are  open  to  the  public.  Topics 
to  be  discussed  include:  visitor  services 
and  interpretation — including 
directional  and  interpretive  signage  and 
visitor  facilities,  land  protection 
planning,  historic  preservation,  and 
natural  resource  protection. 

The  Park  Advisory  Commission  was 
designated  by  Congress  to  advise  on  the 
preparation  and  implementation  of  the 
park’s  general  management  plan. 
Individuals  who  are  interested  in  the 


53228 


Federal  Register/ Vol.  77,  No.  170/Friday,  August  31,  2012/Notices 


Park,  the  implementation  of  the  plan,  or 
the  business  of  the  Commission  are 
encouraged  to  attend  the  meetings. 
Interested  persons  may  make  oral 
comments  to  the  Commission. 

Scheduling  of  public  comments  during 
the  Commission  meeting  will  be 
determined  by  the  chairperson  of  the 
Commission. 

Before  including  your  address,  phone 
number,  email  address,  or  other 
personal  identifying  information  in  your 
comment,  you  should  be  aware  that 
your  entire  comment — including  your 
personal  identifying  information — may 
be  made  publicly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 
to  withhold  your  personal  identifying 
information  from  public  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  so. 

Dated:  August  27,  2012. 

Diann  )acox. 

Superintendent,  Cedar  Creek  and  Belle  Grove 
National  Historical  Park. 

(FR  Doc.  2012-21565  Filed  8-30-12;  8:45  am] 

BILLING  CODE  4310-AR-P 

DEPARTMENT  OF  THE  INTERIOR 

National  Park  Service 

[NPS-W ASO-N AGPR A-1 1 085;  2200-1 1 00- 
665] 

Native  American  Graves  Protection 
and  Repatriation  Review  Committee: 
Meeting 

agency:  National  Park  Service,  Interior.. 
ACTION:  Notice. 

SUMMARY:  Notice  is  hereby  given  in 
accordance  with  the  Federal  Advisory 
Committee  Act,  5  U.S.C.  Appendix 
(1988),  of  a  meeting  of  the  Native 
Americcm  Graves  Protection  and 
Repatriation  Review  Committee  (Review 
Committee).  This  meeting  will  be  open 
to  the  public.  The  agenda  may  include 
requests  to  the  Review  Committee  for  a 
recommendation  to  the  Secretary  of  the 
Interior,  as  required  by  law,  in  order  to 
effect  the  agreed-upon  disposition  of 
Native  American  human  remains 
determined  to  be  culturally 
unidentifiable:  presentations  by  Indian 
tribes.  Native  Hawaiian  organizations, 
museums.  Federal  agencies,  and  the 
public;  requests  to  the  Review 
Committee,  pursuant  to  25  U.S.C.  3006 
(c)(3),  for  review  and  findings  of  fact 
related  to  the  identity  or  cultural 
affiliation  of  human  remains  or  other 
cultural  items,  or  the  return  of  such 
items;  and  facilitation  of  the  resolution 
of  disputes  among  parties  are  convened 
by  the  Review  Committee  pursuant  to 
25  U.S.C.  3006  (c)(4). 


DATES:  The  Review  Committee  will  meet 
on  May  22-23,  2013.  Presentation 
requests  must  be  received  by  March  22, 
2013.  Requests  for  disposition  or  for 
findings  of  fact  must  be  received  by 
March  9,  2013.  Requests  to  convene 
parties  and  facilitate  resolution  of  a 
dispute  must  be  received  by  February  3* 
2013. 

ADDRESSES:  The  Review  Committee  will 
meet  in  the  History  Colorado  Center  of 
the  History  Colorado  Museum,  1200 
Broadway,  Denver,  CO  80203. 

Electronic  submissions  are  to  be  sent  to: 
Sherry_Hutt@nps.gov.  Mailed 
submissions  are  to  be  sent  to: 

Designated  Federal  Officer,  NAGPRA 
Review  Committee,  National  Park 
Service,  National  NAGPRA  Program, 

1201  Eye  Street  NW.,  8th  Floor  (2253), 
Washington,  DC  20005. 

SUPPLEMENTARY  INFORMATION:  Notice  is 
hereby  given  in  accordance  with  the 
Federal  Advisory  Committee  Act,  5 
U.S.C.  Appendix  (1988),  of  a  meeting  of 
the  Native  American  Graves  Protection 
and  Repatriation  Review  Committee 
(Review  Committee).  The  Review 
CommiPee  will  meet  on  May  22-23, 
2013,  in  the  History  Colorado  Center  of 
the  History  Colorado  Museum,  1200 
Broadway,  Denver,  CO  80203.  This 
meeting  will  be  open  to  the  public. 

The  agenda  for  this  meeting  will 
include  the  appointment  of  the 
subcommittee  to  draft  the  Review 
Committee’s  Report  to  the  Congress  for 
2013,  and  discussion  of  the  scope  of  the 
Report;  and  National  NAGPRA  Program 
reports.  In  addition,  the  agenda  may 
include  requests  to  the  Review 
Committee  for  a  recommendation  to  the 
Secretary  of  the  Interior,  as  required  by 
law,  in  order  to  effect  the  agreed-upon 
disposition  of  Native  American  human 
remains  determined  to  be  culturally 
unidentifiable;  presentations  by  Indian 
tribes.  Native  Hawaiian  organizations, 
museums.  Federal  agencies,  and  the 
public;  requests  to  the  Review 
Committee,  pursuant  to  25  U.S.C.  3006 
(c)(3),  for  review  and  frndings  of  fact 
related  to  the  identity  or  cultural 
affiliation  of  human  remains  or  other 
cultural  items,  or  the  return  of  such 
items;  and  facilitation  of  the  resolution 
of  disputes  among  parties  are  convened 
by  the  Review  Committee  pursuant  to 
25  U.S.C.  3006  (c)(4).  The  agenda  and 
materials  for  this  meeting  will  be  posted 
on  or  before  April  22,  2013,  at  http:// 
www.nps.gov/nagpra. 

The  Review  Committee  is  soliciting 
presentations  by  Indian  tribes.  Native 
Hawaiian  organizations,  museums,  and 
Federal  agencies  on  the  following  two 
topics:  (1)  The  progress  made,  and  any 
barriers  encountered,  in  implementing 


NAGPRA  and  (2)  the  outcomes  of 
dispute  resolution  facilitated  by  the 
Review  Committee  pursuant  to  25 
U.S.C.  3006  (c)(4).  The  Review 
Committee  also  will  consider  other 
presentations  by  Indian  tribes.  Native 
Hawaiian  organizations,  museums. 
Federal  agencies,  and  the  public.  A 
presentation  request  must,  at  minimum, 
include  an  abstract  of  the  presentation 
and  contact  information  for  the 
presenter(s).  Presentation  requests  must 
be  received  by  March  22,  2013. 

The  Review  Committee  will  consider 
requests  for  a  recommendation  to  the 
Secretary  of  the  Interior,  as  required  by 
law,  in  order  to  effect  the  agreed-upon 
disposition  of  Native  American  human 
remains  determined  to  be  culturally 
unidentifiable  (CUI).  A  CUI  disposition 
request  must  include  the  appropriate, 
completed  form  posted  on  the  National 
NAGPRA  Program  Web  site  and,  as 
applicable,  the  ancillary  materials  noted 
on  the  form.  To  access  and  download 
the  appropriate  form — either  the  form 
for  CUI  with  a  “tribal  land”  or 
“aboriginal  land”  provenience  or  the 
form  for  CUI  without  a  “tribal  land”  or 
“aboriginal  land”  provenience — go  to 
http://www.nps.gov/nagpra,  and  then 
click  on  “Request  for  CUI  Disposition 
Form.”  CUI  disposition  requests  must 
be  received  by  March  9,  2013. 

The  Review  Committee  will  consider 
requests,  pursuant  to  25  U.S.C.  3006 
(c)(3),  for  review  and  findings  of  fact 
related  to  the  identity  or  cultural 
affiliation  of  human  remains  or  other 
cultural  items,  or  the  return  of  such 
items,  where  consensus  among  affected 
parties  is  unclear  or  uncertain.  A 
request  for  findings  of  fact  must  be 
accompanied  by  a  statement  of  the 
fact(s)  at  issue  and  supporting  materials, 
including  those  exchanged  by  the 
parties  to  consultation  concerning  the 
Native  American  human  remains  and  or 
other  cultural  items.  Requests  for 
findings  of  fact  must  be  received  by 
March  9,  2013. 

The  Review  Committee  will  consider 
requests,  pursuant  to  25  U.S.C.  3006 
(c)(4),  to  convene  parties  and  facilitate 
resolution  of  a  dispute,  where 
consensus  clearly  has  not  been  reached 
among  affected  parties  regarding  the 
identity  or  cultural  affiliation  of  human 
remains  or  other  cultural  items,  or  the 
return  of  such  items.  A  request  to 
convene  parties  and  facilitate  resolution 
of  a  dispute  must  be  accompanied  by  a 
statement  of  the  decision  of  the  museum 
or  Federal  agency  subject  to  the  dispute 
resolution  request,  a  statement  of  the 
issue  and  supporting  materials, 
including  those  exchanged  by  the 
parties  to  consultation  concerning  the 
Native  American  human  remains  and  or 
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other  cultural  items.  Requests  to 
convene  parties  and  facilitate  resolution 
of  a  dispute  must  be  received  by 
February  3,  2013. 

Submissions  may  be  made  in  one  of 
three  ways: 

1.  Electronically,  as  an  attachment  to 
a  message  (preferred  for  submissions  of 
10  pages  or  less).  Electronic  submissions 
are  to  be  sent  to:  Sherry_Hutt@nps.gov. 

2.  By  mail,  on  a  single  compact  disc 
(preferred  for  submissions  of  more  than 
10  pages).  Mailed  submissions  are  to  be 
sent  to:  Designated  Federal  Officer, 
NAGPRA  Review  Committee,  National 
Park  Service,  National  NAGPRA 
Program,  1201  Eye  Street  NW.,  8th  Floor 
(2253),  Washington,  DC  20005. 

3.  By  mail,  in  hard  copy. 

Such  items  are  subject  to  posting  on  the 
National  NAGPRA  Program  Web  site 
prior  to  the  meeting.  Items  submitted  at 
the  meeting  are  subject  to  posting  after 
the  meeting. 

Information  about  NAGPRA,  the 
Review  Committee,  and  Review 
Committee  meetings  is  available  on  the 
National  NAGPRA  Program  Web  site,  at 
http://\\'ww.nps.gov/nagpTa.  For  the 
Review  Committee’s  meeting 
procedures,  click  on  “Review 
Committee,”  then  click  on 
“Procedures.”  Meeting  minutes  may  be 
accessed  by  going  to  the  Web  site;  then 
clicking  on  “Review  Committee”  and 
then  clicking  on  “Meeting  Minutes.” 
Approximately  fourteen  weeks  after 
each  Review  Committee  meeting,  the 
meeting  transcript  is  posted  for  a 
limited  time  on  the  National  NAGPRA 
Program  Web  site. 

The  Review  Committee  was 
established  in  Section  8  of  the  Native 
American  Graves  Protection  and 
Repatriation  Act  of  1990  (NAGPRA),  25 
U.S.C.  3006.  Review  Committee 
members  are  appointed  by  the  Secretary 
of  the  Interior.  The  Review  Committee 
is  responsible  for  monitoring  the 
NAGPRA  inventory  and  identification 
process;  reviewing  and  making  findings 
related  to  the  identity  or  cultural 
affiliation  of  cultural  items,  or  the  return 
of  such  items;  facilitating  the  resolution 
of  disputes;  compiling  an  inventory  of 
culturally  unidentifiable  human 
remains  that  are  in  the  possession  or 
control  of  each  Federal  agency  and 
museum,  and  recommending  specific 
actions  for  developing  a  process  for 
disposition  of  such  human  remains; 
consulting  with  Indian  tribes  and  Native 
Hawaiian  organizations  and  museums 
on  matters  affecting  such  tribes  or 
organizations  lying  within  the  scope  of 
work  of  the  Committee;  consulting  with 
the  Secretary  of  the  Interior  on  the 
development  of  regulations  to  carry  out 


NAGPRA;  and  making 
recommendations  regarding  future  care 
of  repatriated  cultural  items.  The 
Review  Committee’s  work  is  carried  out 
during  the  course  of  meetings  that  are 
open  to  the  public. 

Before  including  your  address,  pbone 
number,  email  address,  or  other 
personal  identifying  information  in  your 
comment,  you  should  be  aware  that 
your  entire  comment — including  your 
personal  identifying  information — may 
be  made  publicly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 
to  withhold  your  personal  identifying 
information  from  public  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  so. 

Dated:  August  8,  2012. 

Sherry  Hutt, 

Designated  Federal  Officer,  Native  American 
Graves  Protection  and  Repatriation  Review 
Committee. 

[FR  Doc.  2012-21614  Filed  8-30-12;  8:45  am) 
BILLING  CODE  4312-5(M> 


DEPARTMENT  OF  THE  INTERIOR 

National  Park  Service 

iNPS-NERO-ACAD-11018;  1700-SZM] 

Notice  of  Meeting  for  Acadia  National 
Park  Advisory  Commission 

AGENCY:  National  Park  Service,  Interior. 
ACTION:  Notice  of  meeting. 

SUMMARY:  This  notice  sets  the  date  of 
the  Acadia  National  Park  Advisory 
Commission  meeting. 

DATES:  The  public  meeting  of  the 
Advisory  Commission  will  be  held  on 
Monday,  September  10,  2012,  at  1:00 
p.m.  (Eastern). 

Location:  The  meeting  will  be  held  at 
Headquarters,  Acadia  National  Park,  Bar 
Harbor,  Maine  04609. 

Agenda 

The  September  10,  2012,  Commission 
meeting  will  consist  of  the  following: 

1.  Committee  reports: 

— Land  Conservation 
— Park  Use 

— Science  and  Education 
— Historic 

2.  Old  Business 

3.  Superintendent’s  Report 

4.  Chairman’s  Report 

5.  Public  Comments 

FOR  FURTHER  INFORMATION  CONTACT: 
Sheridan  Steele,  Superintendent, 

Acadia  National  Park,  P.O.  Box  177,  Bar 
Harbor,  Maine  04609,  telephone  (207) 
288-3338. 

SUPPLEMENTARY  INFORMATION:  The 

meeting  is  open  to  the  public.  Interested 


persons  may  make  oral/written 
presentations  to  the  Commission  or  file 
written  statements.  Such  requests 
should  be  made  to  the  Superintendent 
at  least  seven  days  prior  to  the  meeting. 
Before  including  your  address,  phone 
number,  email  address,  or  other 
personal  identifying  information  in  your 
comment,  you  should  be  aware  that 
your  entire  comment — including  your 
personal  identifying  information — may 
be  made  publicly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 
to  withhold  your  personal  identifying 
information  from  public  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  so. 

Dated:  August  6,  2012. 

Sheridan  Steele. 

Superintendent,  Acadia  National  Park. 

[FR  Doc.  2012-21575  Filed  8-30-12;  8:45  am] 

BILLING  CODE  4310-2N-P 


DEPARTMENT  QF  THE  INTERIOR 

National  Park  Service 

[NPS-WASO-CONC-10936:  2410-OYC] 

Notice  of  Public  Meeting:  Concessions 
Management  Advisory  Board 

AGENCY:  National  Park  Service,  Interior. 
ACTION:  Notice  of  public  meeting. 

SUMMARY:  Notice  is  hereby  given  in 
accordance  with  the  Federal  Advisory 
Committee  Act  that  the  25th  meeting  of 
the  Concessions  Management  Advisory 
Board  (the  Board)  will  be  held  as 
indicated  below. 

DATES:  The  meeting  will  be  held 
September  18,  2012,  in  Shenandoah 
National  Park,  Historic  Conference 
Building,  Skyline  Drive,  Mile  Marker 
41.7,  Luray,  Virginia,  beginning  at  9 
a.m.  Members  of  the  public  are  invited 
to  attend.  A  public  comment  period  will 
be  held. 

FOR  FURTHER  INFORMATION  CONTACT: 

National  Park  Ser\dce,  Commercial 
Services  Program,  1201  Eye  Street  NW., 
Washington,  DC  20005,  Telephone:  202/ 
513-7156. 

SUPPLEMENTARY  INFORMATION:  The  Board 
was  established  by  Title  IV,  Section  409 
of  the  National  Parks  Omnibus 
Management  Act  of  1998,  November  13, 
1998  (Pub.  L.  105-391).  The  purpose  of 
the  Board  is  to  advise  the  Secretary  and 
the  National  Park  Service  on  matters 
relating  to  management  of  concessions 
in  the  National  Park  System.  The 
members  of  the  Advisory  Board  are:  Dr. 
James  J.  Eyster,  Ms.  Ramona  Sakiestewa, 
Mr.  Richard  Linford,  Mr.  Phil  Voorhees, 
Mr.  Edward  E.  Mace,  and  Ms.  Michele  ' 
Michalewicz.  * 
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Topics  that  will  be  presented  during 
the  meeting  include: 

•  General  Commercial  Services  Program 
Updates 

•  Concession  Contracting  Status  Update 
.  •  Standards,  Evaluations,  and  Rate 

Approval  Project  Update 

•  Open  Discussion  of  Incentive 
Programs  for  Concessioners 

•  Public  Comment— Limited  to  3 
minutes  per  person 

The  meeting  will  be  open  to  the  public, 
however,  facilities  and  space  for 
accommodating  members  of  the  public 
are  limited,  and  persons  will  be 
accommodated  on  a  first-come-first- 
served  basis. 

Assistance  to  Individuals  With 
Disabilities  at  the  Public  Meeting 

The  meeting  site  is  accessible  to 
individuals  with  disabilities.  If  you  plan 
to  attend  and  will  require  an  auxiliary 
aid  or  service  to  participate  in  the 
meeting  (e.g.,  interpreting  service, 
assistive  listening  device,  or  materials  in 
an  alternate  format),  notify  the  contact 
person  listed  in  this  notice  at  least  2 
weeks  before  the  scheduled  meeting 
date.  Attempts  will  be  made  to  meet  any 
request(s)  we  receive  after  that  date, 
however,  we  may  not  be  able  to  make 
the  requested  auxiliary  aid  or  service 
available  because  of  insufficient  time  to 
arrange  for  it. 

Ahyone  may  file  with  the  Board  a 
written  statement  concerning  matters  to 
be  discussed.  The  Board  may  also 
permit  attendees  to  address  the  Board, 
but  may  restrict  the  length  of  the 
presentations,  as  necessary  to  allow  the 
Board  to  complete  its  agenda  within  the 
allotted  time.  Such  requests  should  be 
made  to  the  Director,  National  Park 
Service,  Attention:  Chief,  Commercial 
Services  Progreun,  at  least  7  days  prior 
to  the  meeting.  Draft  minutes  of  the 
meeting  will  be  available  for  public 
inspection  approximately  6  weeks  after 
the  meeting,  at  the  Commercial  Services 
Program  office  located  at  1201  Eye 
Street  NW.,  11th  Floor,  Washington,  DC. 

Before  including  your  address,  phone 
number,  email  address,  or  other 
personal  identifying  information  in  your 
comment,  you  should  be  aware  that 
your  entire  comment — including  your 
personal  identifying  information — may 
be  made  publicly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 
to  withhold  your  personal  identifying 
information  from  public  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  so. 


Dated;  August  23,  2012. 

Peggy  O’Dell, 

Deputy  Director. 

(FR  Doc.  2012-21562  Filed  8-30-12;  8;45  am] 
BILLING  CODE  4312-53-P 


DEPARTMENT  OF  THE  INTERIOR 

National  Park  Service 

[NPS-WASO-NRNHL-11084;  2200-3200-‘ 
665] 

Landmarks  Committee  of  the  National 
Park  System  Advisory  Board  Meeting 

agency:  National  Park  Service,  Interior. 
ACTION:  Notice  of  meeting. 

SUMMARY:  Notice  is  hereby  given  in 
accordance  with  the  Federal  Advisory 
Committee  Act,  5  U.S.C.  Appendix 
(1988),  that  a  meeting  of  the  Landmarks 
Committee  of  the  National  Park  System 
Advisory  Board  will  be  held  beginning 
at  10  a.m.  on  November  7,  2012,  at  the 
following  location.  The  meeting  will 
continue  beginning  at  9:30  a.m.  on 
November  8,  2012. 

DATES:  The  meeting  will  be  held  on 
November  7,  2012,  from  10  a.m.  to  4:30 
p.m.;  and  November  8  from  9:30  a.m.  to 
1  p.m..  Eastern  Standard  Time, 
inclusive. 

Location:  The  meeting  will  be  held  at 
the  General  Federation  of  Women’s 
Clubs,  1734  N  Street  NW.,  2nd  Floor 
Parlor,  Washington,  DC  20036. 

Agenda:  The  National  Park  System 
Advisory  Board  and  its  Landmarks 
Committee  may  consider  the  following 
nominations: 

Alabama 

EDMUND  PETTUS  BRIDGE,  Dallas 
County 

Connecticut 

HARRIET  BEECHER  STOWE  HOUSE. 
Hartford 

Illinois 

SECOND  PRESBYTERIAN  CHURCH, 
Chicago 

Kentucky 

CAMP  NELSON  HISTORIC  AND 
ARCHEOLOGICAL  DISTRICT, 
Jessamine  County 
GEORGE  T.  STAGG  DISTILLERY. 
Frankfort 

Maine 

CAMDEN  AMPHITHEATRE  AND 
PUBLIC  LIBRARY.  Camden 

New  Hampshire 

EPIC  OF  AMERICAN  CIVILIZATION 
MURALS,  BAKER  LIBRARY.  Hanover 


New  Jersey 

HINCHCLIFFE  STADIUM,  Paterson 
New  York 

YADDO,  Saratoga  Springs 
Oklahoma 

HONEY  SPRINGS  BATTLEFIELD, 
McIntosh  and  Muskogee  Counties 

Puerto  Rico 

CASA  DRA.  CONCHA  MELENDEZ 
RAMIREZ,  San  Juan 
OLD  SAN  JUAN  HISTORIC  DISTRICT 
(DISTRITO  HISTORICO  DEL  VIEJO 
SAN  JUAN),  San  Juan 

Virginia 

PEAR  VALLEY,  Eastville 

Proposed  Amendments  to  Existing 
Designations 

OCEAN  DRIVE  HISTORIC  DISTRICT, 
Newport,  RI  (updated  documentation) 
PENNSYLVANIA  STATE  CAPITOL 
COMPLEX,  Harrisburg,  PA  (boundary 
expansion  and  updated 
documentation) 

FOR  FURTHER  INFORMATION  CONTACT: 

Patricia  Henry,  National  Historic 
Landmarks  Program,  National  Park 
Service:  1849  C  Street  NW.  (2280); 
Washington,  DC  20240;  Telephone  (202) 
354-2216;  Email:  Patty_Henry@nps.gov. 
SUPPLEMENTARY  INFORMATION:  The 
purpose  of  the  meeting  of  the 
Landmarks  Committee  of  the  National 
Park  System  Advisory  Board  is  to 
evaluate  nominations  of  historic 
properties  in  order  to  advise  the 
National  Park  System  Advisory  Board  of 
the  qualifications  of  each  prpperty  being 
proposed  for  National  Historic 
Landmark  (NHL)  designation,  and  to 
make  recommendations  regarding  the 
possible  designation  of  those  properties 
as  National  Historic  Landmarks  to  the 
National  Park  System  Advisory  Board  at 
a  subsequent  meeting  at  a  place  and 
time  to  be  determined.  The  Committee 
also  makes  recommendations  to  the 
National  Park  System  Advisory  Board 
regarding  amendments  to  existing 
designations  and  proposals  for 
withdrawal  of  designation.  The 
members  of  the  Landmarks  Committee 
are: 

Mr.  Ronald  James,  Chair 
Dr.  James  M.  Allan 
Dr.  Cary  Carson 
Dr.  Darlene  Clark  Hine 
Mr.  Luis  Hoyos,  AIA 
Dr.  Barbara  J.  Mills 
Dr.  William  J.  Murtagh 
Dr.  Franklin  Odo 
Dr.  William  D.  Seale 
Dr.  Michael  E.  Stevens 
The  meeting  will  be  open  to  the 
public.  Pursuant  to  36  CFR  Part  65,  any 
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member  of  the  public  may  file,  for 
consideration  by  the  Landmarks 
Committee  of  the  National  Park  System 
Advisory  Board,  written  comments 
concerning  the  National  Historic 
Landmarks  nominations,  amendments 
to  existing  designations,  or  proposals  for 
withdrawal  of  designation. 

Comments  should  be  submitted  to  J. 
Paul  Loether,  Chief,  National  Register  of 
Historic  Places  and  National  Historic 
Landmarks  Program,  National  Park 
Service;  1849  C  Street  NW.  (2280); 
Washington,  DC  20240;  Email: 

Paul  Loether@nps.gov. 

BeTore  including  your  address,  phone 
number,  email  address,  or  other 
personal  identifying  information  in  your 
comment,  you  should  be  aware  that 
your  entire  comment — including  your 
personal  identifying  information — may 
be  made  publicly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 
to  withhold  your  personal  identifying, 
information  from  public  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  so. 

Dated:  August  17,  2012. 

Alexandra  Lord, 

Acting  Chief,  National  Register  of  Historic 
Places  and  National  Historic  Landmarks 
Program;  National  Park  Service,  Washington, 
DC. 

(FR  Doc.  2012-21466  Filed  8-30-12;  8:45  am] 

BILLING  CODE  4312-S1-P 


DEPARTMENT  OF  THE  INTERIOR 

National  Park  Service 

[NPS-WASO-NRNHL-11045;  2200-3200- 
665] 

National  Register  of  Historic  Places; 
Notification  of  Pending  Nominations 
and  Related  Actions 

Nominations  for  the  following 
properties  being  considered  for  listing 
or  related  actions  in  the  National 
Register  were  received  by  the  National 
Park  Service  before  August  4,  2012. 
Pursuant  to  section  60.13  of  36  CFR  part 
60,  written  comments  are  being 
accepted  concerning  the  significance  of 
the  nominated  properties  under  the 
National  Register  criteria  for  evaluation. 
Comments  may  be  forwarded  by  United 
States  Postal  Service,  to  the  National 
Register  of  Historic  Places,  National 
Park  Service,  1849  C  St.  NW.,  MS  2280, 
Washington,  DC  20240;  by  all  other 
carriers.  National  Register  of  Historic 
Places,  National  Park  Service,1201  Eye 
St.  NW.,  8th  floor,  Washington,  DC 
20005;  or  by  fax,  202-371-6447.  Written 
or  faxed  comments  should  be  submitted 
by  September  17,  2012.  Before  including 
your  address,  phone  number,  email 


address,  or  other  personal  identifying 
information  in  your  comment,  you 
should  be  aware  that  your  entire 
comment — including  your  personal 
identifying  information — may  be  madfe 
publicly  available  at  any  time.  While 
you  can  ask  us  in  your  comment  to 
withhold  your  personal  identifying 
information  from  public  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  so. 

Dated:  August  18,  2012. 

Alexandra  Lord, 

Acting  Chief,  National  Register  of  Historic 
Places/National  Historic  Landmarks  Program. 

FLORIDA 

Broward  County 

West  Side  Grade  School,  Old,  301  Harmon 
Ave.,  Fort  Lauderdale,  12000790 

Polk  County 

Lewis,  W.  Henry,  House,  424  N.  Oak  St.,  Fort 
Meade,  12000791 

IOWA 

Clinton  County 

Clinton  High  School  and  Public  Library 
(Clinton,  Iowa  MPS),  600  S.  4th  St., 
Clinton,  12000792 

Dubuque  County 

Upper  Central  Avenue  Commercial  Historic 
District  (Dubuque,  Iowa  MPS),  1460-1965 
Central  Ave.,  Dubuque,  12000793 

MISSOURI 

St.  Louis  Independent  City 
Star  Bucket  rtimp  Company  Building,  1218- 
1224  N.  15th  St.,  St.  Louis  (Independent 
City),  12000794 

NEW  YORK 
Kings  County 

Old  Stone  House  of  Brooklyn,  The,  3rd  St.  at 
5th  Ave.,  Brooklyn,  12000797 

Rensselaer  County 
Brownell-Cornell-Gibbs  Farmstead 
(Farmsteads  of  Pittstown,  New  York  MPS), 
606  Groveside  Rd.,  Buskirk,  12000796 
Thomas — Wiley — Abbott  Farmstead 
(Farmsteads  of  Pittstown,  New  York  MPS), 
703  Johnsonville  Rd.,  Johnsonville, 
12000798 

NORTH  CAROLINA  ' 

Cumberland  County 
Fayetteville.  Veterans  Administration 
Hospital  Historic  District  (United  States 
Second  Generation  Veterans  Hospitals 
MPS),  2300  Ramsey  St.,  Fayetteville, 
12000799 

OHIO 

Cuyahoga  County  ^ 

Oppmann  Terrace  (Apartment  Buildings  in 
Ohio  Urban  Centers,  1870-1970  MPS), 
10119  Detroit  Ave.,  Cleveland,  12000800 
Richman  Brothers  Company,  The,  1600  E. 
55th  St.,  Cleveland,  12000795 


Lawrence  County 

Grand  Army  of  the  Republic  Memorial  Hall, 
401  Railroad  St.,  Ironton,  12000801 

Portage  County 

Franklin  Hotel,  176  E.  Main  St.,  Kent, 
12000802 

VERMONT 

Windsor  County 

Spencer  Hollow  School  (Educational 
Resources  of  Vermont  MPS),  50  Spencer 
Hollow  Rd.,  Springfield,  12000803 
A  request  for  removal  has  been  made  for 

the  following  resource: 

SOUTH  DAKOTA 

Brule  County 

Bradshaw,  O.G.,  Elevator,  220  W.  Railroad 
St.,  Kimball,  12000034 

[FR  Doc.  2012-21600  Filed  8-30-12;  8:45  am] 

BILUNG  CODE  4312-51-P 


DEPARTMENT  OF  THE  INTERIOR 
Bureau  of  Reclamation 

[INT-FES  12-40] 

Final  Environmental  Impact  Statement 
for  the  Odessa  Subarea  Special 
Study — Columbia  Basin  Project 
Adams,  Franklin,  Grant,  and  Lincoln 
Counties,  WA 

agency:  Bureau  of  Reclamation, 

Interior. 

ACTION:  Notice  of  availability. 

SUMMARY:  The  Bureau  of  Reclamation, 
in  cooperation  with  the  Washington 
State  Department  of  Ecology  (Ecology), 
the  joint  lead  agency,  is  notifying  the 
public  that  they  have  prepared  a  final 
environmental  impact  statement  and 
has  made  it  available  to  the  public  for 
review. 

DATES:  The  Bureau  of  Reclamation  will 
not  make  a  decision  on  the  proposed 
action  until  at  least  30  days  after  filing 
of  the  final  environment  impact 
statement  with  the  Environmental 
Protection  Agency.  After  the  30-day 
waiting  period,  the  Bureau  of 
Reclamation  may  complete  a  Record  of 
Decision  that  identifies  a  selected  action 
for  implementation  and  discusses  the 
rationale  upon  which  the  decision  was 
made. 

ADDRESSES:  Requests  for  copies  of  the 
final  environmental  impact  statement 
and  comments  should  be  addressed  to 
Candace  McKinley,  Environmental 
Program  Manager,  Bureau  of 
Reclamation,  Columbia-Cascades  Area 
Office,  1917  Marsh  Road,  Yakima, 
Washington  98901;  or  by  email  at 
odessa@usbr.gov. 
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FOR  FURTHER  INFORMATION  CONTACT: 

Contact  Candace  McKinley, 
Environmental  Program  Manager. 
Telephone  (509)  575-5848  x603. 
Information  on  this  project  can  also  be  - 
found  at:  http://\vww.usbr.gov/pn/ 
programs/ucaomisc/odessa/ 
index.html. 

SUPPLEMENTARY  INFORMATION:  The  final 
environmental  impact  statement  (FEIS) 
was  completed  pursuant  to  Section 
102(2)(c)  of  the  National  Environmental 
Policy  Act  of  1969  (NEPA),  as  amended, 
42  U.S.C.  4332,  and  also  will  comply 
with  requirements  of  the  Washington 
State  Environmental  Policy  Act  (SEPA), 
Chapter  43.21C,  Revised  Code  of 
Washington  (RCW).  Reclamation 
published  a  Notice  of  Availability  for 
the  Draft  EIS  in  the  Federal  Register  on 
October  25,  2010  (75  FR  65503)  with  an 
extended  public  comment  period 
ending  on  January  31,  2011. 

Reclamation  and  Ecology  have  clarified 
the  FEIS  is  the  initial  environmental 
analysis  within  a  tiered  process  under 
NEPA  and  SEPA.  Reclamation  and 
Ecology  expect  that  some  projects  or 
actions  advanced  out  of  this  first  tier  EIS 
may  be  subject  to  subsequent  second 
tier,  project-level,  environmental 
analysis  under  NEPA  and  SEPA  before 
being  approved  for  implementation. 
Tiering  refers  to  the  process  of 
addressing  a  broad,  general  program, 
policy  or  proposal  in  an  initial  analysis 
followed  by  analyses  of  a  more  precisely 
defined  site-specific  proposal  related  to 
the  initial  program,  policy,  or  proposal 
when  that  proposal  is  ready  to  be 
carried  forward.  Any  subsequent  NEPA 
project-level  analysis  could  include  a 
combination  of  EIS(s),  supplemental 
EIS(s),  environmental  assessments(s), 
and/or  categorical  exclusion(s)  along 
with  corresponding  SEPA  reviews,  as 
appropriate,  depending  on  the  proposed 
action,  phasing  of  implementation,  and 
potential  for  adverse  impacts.  Actions 
described  in  this  FEIS  that  are  analyzed 
in  full,  such  as  canal  expansion  will  not 
undergo  a  second  tier  NEPA/SEPA 
review.  Decisions  relative  to  the  general 
scope  of  the  action  alternative  which 
include  acreage,  water  supply,  and 
general  site  locations  would  also  not  be 
subject  to  additional  review.  The  FEIS 
includes  written  responses  to  public 
comments  received  on  the  Draft  EIS. 

Background  Information 

The  Grand  Coulee  Dam  Project  was 
authorized  for  construction  by  the 
Rivers  and  Harbors  Act  of  August  30, 
1935,  and  reauthorized  and  renamed  in 
the  Columbia  Basin  Project  Act  of 
March  10, 1943.  The  Columbia  Basin 
Project  (CBP)  is  a  multipurpose  water 


development  project  in  the  central  part 
of  the  State  of  Washington.  Congress 
authorized  the  CBP  to  irrigate  a  total  of 
1,029,000  acres:  about  671,000  acres  are 
currently  irrigated. 

Section  9(a)  of  the  Reclamation 
Project  Act  of  1939  gave  authority  to  the 
Secretary  of  the  Interior  (Secretary)  to 
approve  a  finding  of  feasibility  and 
thereby  authorize  construction  of  a 
project  upon  submitting  a  report  to  the 
President  and  the  Congress.  The 
Secretary  approved  a  plan  of 
development  for  the  CBP,  known  as 
House  Document  No.  172  in  1945. 

House  Document  No.  172  anticipated 
that  development  of  the  CBP  would 
occur  in  phases  over  a  70-year  period. 
The  Odessa  Subarea  Special  Study  is 
conducted  under  the  authority  of  the 
CBP  Act  of  1943,  as  amended,  and  the 
Reclamation  Project  Act  of  1939. 

In  response  to  the  public’s  concern 
about  declining  groundwater  supplies  in 
the  Odessa  aquifer  and  associated 
economic  and  other  effects,  Congress 
has  funded  Reclamation  to  investigate 
this  problem.  Ecology  has  partnered 
with  Reclamation  by  providing  funding 
and  collaborating  on  various  technical 
studies.  In  February  2006,  the 
Washington  State  Legislature  passed  the 
Columbia  River  Water  Resource 
Management  Act  (Chapter  90.90  RCW) 
that  directs  Ecology  to  aggressively 
pursue  development  of  water  benefiting 
both  instream  and  out-of-stream  uses 
through  storage,  conservatioq,  and 
voluntary  regional  water  management 
agreements.  The  Odessa  Subarea  Special 
Study  is  one  of  several  activities 
identified  in  the  legislation  and  was 
initiated  by  Reclamation  and  Ecology  in 
2008. 

Reclamation  and  Ecology  are  studying 
the  potential  to  replace  the  current  and 
increasingly  unreliable  groundwater 
supplies  used  for  irrigation  in  the 
Odessa  Subarea  Special  Study  Area 
(Study  Area)  within  the  CBP  authorized 
boundary'  with  a  surface  water  supply  as 
part  of  continued  phased  development 
of  the  CBP. 

The  alternatives  being  considered 
include  the  No  Action  Alternative  as 
required  by  NEPA  and  SEPA,  and  six 
action  alternatives  that  address  the 
Purpose  and  Need.  The  six  action 
alternatives  rely  on  several  different 
water  supply  and  delivery  options,  and 
fall  within  the  following  three 
categories: 

Partial  Replacement:  This  group  of 
delivery  alternatives  focuses  on 
enlarging  fhe  existing  East  Low  Canal 
and  providing  CBP  surface  water  to 
approximately  57,000  acres  in  the  Study 
Area  that  currently  are  irrigated  with 
groundwater.  Nearly  all  of  the  acreage 


served  would  be  south  of  Interstate  90 
(1-90).  A  small  portion  of  the  remaining 
groundwater-irrigated  acres  in  the  Study 
Area  north  of  1-90,  nearest  the  East  Low 
Canal,  may  also  be  served. 

Full  Replacement:  This  group  of 
delivery  alternatives  would  provide  CBP 
surface  water  to  most  groundwater- 
irrigated  acreage  in  the  Study  Area 
(approximately  102,600  acres),  both 
north  and  south  of  1-90.  Lands  south  of 
1-90  would  be  served  by  enlarging  the 
East  Low  Canal.  Lands  north  of  1-90 
would  be  served  by  constructing  a  new 
East  High  Canal  system. 

Modified  Partial  Replacement:  This 
group  of  delivery  alternatives  would 
provide  replacement  water  for 
approximately  70,000  acres  of  existing 
groundwater-irrigated  lands  both  north 
and  south  of  1-90.  Approximately 
25,000  acres  of  70,000  acres  would  be 
located  north  of  1-90,  while  the 
remaining  45,000  acres  would  be  south 
of  1-90. 

The  two  modified  partial  replacement 
alternatives  were  developed  in  response 
to  comments  received  on  the  draft  EIS. 
These  two  alternatives  include  lands, 
facilities,  and  quantities  of  water  that 
are  within  the  range  of  alternatives  and 
alternative  impacts  considered  in  the 
Draft  EIS. 

Two  water  supply  options  are  being 
considered  that  would  use  storage  from 
Banks  Lake  reservoir  and  Lake 
Roosevelt  either  individually  or  in 
combination,  as  follows:  Option  A — 
Banks  Lake  reservoir,  would  use  storage 
through  additional  drawdowns  from 
Banks  Lake  reservoir,  exclusively:  and 
Option  B — Banks  Lake  and  Lake 
Roosevelt,  would  use  existing  storage  in 
Banks  Lake  and  Lake  Roosevelt, 
resulting  in  additional  drawdowns  from 
both  reservoirs.  Reclamation  and 
Ecology  have  identified  the  Modified 
Partial  Replacement  Alternative  with 
water  supply  option  A  (Banks  Only)  as 
their  preferred  alternative. 

The  FEIS  is  available  for  public 
inspection  at  the  following  locations: 

•  Bureau  of  Reclamation,  Columbia- 
Cascades  Area  Office,  1917  Marsh 
Road,  Yakima,  Washington; 
telephone:  (509)  575-5848 

•  Bureau  of  Reclamation,  Pacific 
Northwest  Regional  Office,  1150 
North  Curtis  Road,  Suite  100,  Boise, 
Idaho;  telephone:  (208)  378-5012 

•  Bureau  of  Reclamation,  Ephrata  Field 
Office,  32  C  Street  Northwest, 
Ephrata,  Washington;  telephone  (509) 
754-0214 

•  Washington  State  Department  of 
Ecology,  15  W.  Yakima  Avenue,  Suite 
200,  Yakima,  Washington;  telephone 
(509) 575-2490 
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•  Washington  State  Department  of 
Ecology,  4601  North  Monroe, 

Spokane,  Washington;  telephone 
(509) 329-3400 

Libraries 

•  Basin  City  Branch,  Mid-Columbia 
Library,  Basin  City,  Washington 

•  Benton-Franklin  County  Regional  Law 
Library,  Columbia  Basin  College,  L 
Building,  2600  North  10th  Avenue, 
Pasco,  Washington 

•  Big  Bend  Community  College  Library, 
Building  1800,  7611  Bolling  Street 
NE.,  Moses  Lake,  Washington 

•  Columbia  Basin  College  Library,  2600 
North  20th  Avenue,  Pasco, 

Washington 

•  Connell  Branch,  Mid-Columbia 
Library,  118  North  Columbia  Avenue, 
Connell,  Washington 

•  Coulee  City  Public  Library,  405  West 
Main  Street,  Coulee  City,  Washington 

•  Ephrata  City  Library,  45  Alder  Street 
Northwest,  Ephrata,  Washington 

•  Grant  County  Law  Library,  35  C  Street 
NW.,  Ephrata,  Washington 

•  Kahlotus  Branch,  Mid-Columbia 
Library,  East  225  Weston,  Kahlotus, 
Washington 

•  Moses  Lake  Community  Library,  418 
East  5th  Avenue,  Moses  Lake, 
Washington 

•  Odessa  Public  Library,  21  East  1st 
Avenue,  Odessa,  Washington 

•  Othello  Branch,  Mid-Columbia 
Library,  101  East  Main,  Othello, 
Washington 

•  Pasco  Branch,  Mid-Colombia  Library, 
1320  West  Hopkins,  Pasco, 

Washington 

•  Quincy  Public  Library,  108  B  Street 
Southwest,  Quincy,  Washington 

•  Ritzville  Public  Library,  .302  West 
Main,  Ritzville,  Washington 

•  North  Central  Regional  Library,  Royal 
City  Library,  136  Camelia  Street, 

Royal  City,  Washington 

•  Seattle  Public  Library,  Central 
Library,  1000  Fourth  Avenue,  Seattle, 
Washington 

•  Sprague  Public  Library,  119  West 
Second  Street,  Sprague,  Washington 

•  North  Central  Regional  Library, 
Warden  Library,  305  South  Main 
Street,  Warden  Washington 

•  Washington  State  Library,  6880 
Capitol  Boulevard  South,  Olympia, 
Washington 

Public  Disclosure  Statement 

Before  including  your  address,  phone 
number,  email  address,  or  other 
personal  identifying  information  in  your 
comment,  you  should  be  aware  that 
your  entire  comment — including  your 
personal  identifying  information — may 
be  made  publicly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 


to  withhold  your  personal  identifying 
information  from  public  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  so. 

Dated;  August  27,  2012. 

Lorri  J.  Lee, 

Regional  Director,  Pacific  Northwest  Region. 
(FR  Doc.  2012-21572  Filed  8-30-12;  8:45  am) 
BILLING  CODE  4310-MN-P 


INTERNATIONAL  TRADE 
COMMISSION 

[Investigation  No.  332-534] 

Renewable  Energy  and  Related 
Services:  Recent  Developments 

AGENCY:  United  States  International 
Trade  Commission. 

ACTION:  Institution  of  investigation  and 
scheduling  of  public  hearing. 

SUMMARY:  Following  receipt  of  a  request 
on  July  30,  2012  from  the  U.S.  Trade 
Representative  (USTR)  under  section 
332(g)  of  the  Tariff  Act  of  1930  (19 
U.S.C.  1332(g)),  the  U.S.  International 
Trade  Commission  (Commission) 
instituted  investigation  No.  332-534, 
Renewable  Energy  and  Related  Services: 
Recent  Developments. 

DATES: 

November  15,  2012:  Deadline  for 
filing  requests  to  appear  at  the  public 
hearing. 

November  19,  2012:  Deadline  for 
filing  pre-hearing  briefs  and  statements. 
November  29,  2012;  Public  hearing. 
December  17,  2012:  Deadline  for  filing 
post-hearing  briefs  and  statements. 

March  1,  2013:  Deadline  for  filing  all 
other  written  submissions. 

June  28,  2013:  Transmittal  of 
Commission  report  to  USTR. 

ADDRESSES:  All  Commission  offices, 
including  the  Commission’s  hearing 
rooms,  are  located  in  the  United  States 
International  Trade  Commission 
Building,  500  E  Street  SW.,  Washington, 
DC.  All  written  submissions  should  be 
addressed  to  the  Secretary,  United 
States  International  Trade  Commission, 
500  E  Street  SW.,  Washington,  DC 
20436.  The  public  record  for  this 
investigation  may  be  viewed  on  the 
Commission’s  electronic  docket  (EDIS) 
at  https://edis.usitc.gov/edis3-internal/ 
app. 

FOR  FURTHER  INFORMATION  CONTACT: 

Project  Leader  Lisa  Alejandro  (202-205- 
3486  or  Lisa.Alejandro@usitc.gov]  or 
Deputy  Project  Leader  Samantha  Brady 
Pham  (202-205-3459  or 
Samantha.Pham@usitc.gov)  for 
information  specific  to  this 
investigation.  For  information  on  the 


legal  aspects  of  this  investigation, 
contact  William  Gearhart  of  the 
Commission’s  Office  of  the  General 
Counsel  (202-205-3091  or 
wiiliam.gearhart@usitc.gov).  The  media 
should  contact  Margaret  O’Laughlin, 
Office  of  External  Relations  (202-205- 
1819  or  margaret.olaughlin@usitc.gov). 
Hearing-impaired  individuals  may 
obtain  information  on  this  matter  by 
contacting  the  Commission’s  TDD 
terminal  at  202-205-1810.  General 
information  concerning  the  Commission 
may  also  be  obtained  by  accessing  its 
Internet  server  [http://www.usitc.gov). 
Persons  with  mobility  impairments  who 
will  need  special  assistance  in  gaining 
access  to  the  Commission  should 
contact  the  Office  of  the  Secretary  at 
202-205-2000. 

Background:  In  his  letter  the  USTR 
requested  that  the  Commission  prepare 
two  reports,  one  on  environmental  and 
related  services,  and  a  second  on 
renewable  energy  and  related  services, 
and  deliver  the  reports  in  8  and  11 
months,  respectively,  after  receipt  of  the 
letter.  This  notice  announces  the 
institution  of  an  investigation  and 
schedule,  including  the  date  for  a  public 
hearing,  relating  to  the  preparation  of 
the  second  report,  on  renewable  energy 
and  related  services;  the  Commission 
published  notice  of  the  institution  of  the 
first  investigation.  No.  332-533, 
Environmental  and  Related  Services,  in 
the  Federal  Register  of  August  21,  2012. 

As  requested  by  the  USTR,  the 
Commission  will  provide  a  report  on 
renewable  energy  and  related  services  • 
that,  to  the  extent  practicable: 

•  Defines  types  of  renewable  energy 
and  related  services,  identifies  leading 
suppliers,  and  generally  describes  the 
relationship  of  renewable  energy 
services  to  the  development  of 
renewable  energy  projects  worldwide; 

•  Estimates  the  size  of  the  U.S.  and 
global  markets  for  certain  renewable 
energy  services,  identifies  key  export 
and  import  markets  for  such  services, 
and  describes  factors  affecting  supply 
and  demand; 

•  Examines  U.S.  and  global 
renewable  energy  services  trade  during 
2007-11,  and  highlights  recent  trends  in 
investment  in  renewable  energy  projects 
and  firms,  including  new  business 
strategies  or  practices; 

•  Identifies  barriers  to  U.S.  trade  and 
investment  in  renewable  energy 
services,  and  examines  recent  efforts  to 
liberalize  trade  in  leading  markets  for 
such  services:  and 

•  Examines  the  role  of  clean  energy 
incentive  programs  in  encouraging 
investment  in  and  creating  markets  for 
renewable  energy  goods  and  services. 
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As  requested  by  the  USTR,  the  report 
will  focus  on  services  incidental  to  the 
development,  generation,  and 
distribution  of  renewable  energy,  with 
particular  emphasis  on  wind  energy 
(onshore  and  offshore)  and  solar  energy, 
and  other  technologies  that  the 
Commission’s  research  shows  to  be  of 
significance.  The  USTR  defined  such 
services  to  include  scientific  and 
technical  consulting,  services  incidental 
to  energy  distribution,  professional 
services,  construction  and  engineering 
services,  management  consulting  and 
related  services,  and  maintenance  and 
repair  of  equipment,  among  others. 

As  requested,  the  Commission  expects 
to  deliver  this  second  report  to  the 
USTR  no  later  than  June  28,  2013. 

Public  Hearing:  A  public  hearing  in 
connection  with  this  investigation  will 
be  held  at  the  U.S.  International  Trade 
Commission  Building,  500  E  Street  SVV., 
Washington,  DC,  beginning  at  9:30  a.m. 
on  November  29,  2012.  Requests  to 
appear  at  the  public  hearing  should  be 
filed  with  the  Secretary  no  later  than 
5:15  p.m.,  November  19,  2012.  All  pre- 
hearing  briefs  and  statements  should  be 
filed  no  later  than  5:15  p.m.  November 
6,  2012  and  all  post-hearing  briefs  and 
statements  should  be  filed  no  later  than 
5:15  p.m.,  December  17,  2012.  All  pre- 
and  post-hearing  briefs  and  statements 
must  be  filed  in  accordance  with  the 
requirements  in  the  “Written 
Submissions”  section  below.  In  the 
event  that  no  witnesses  cU’e  scheduled  to 
app>ear  at  the  hearing  as  of  the  close  of 
business  on  November  15,  2012,  the 
hearing  will  be  canceled.  Any  person 
interested  in  attending  the  hearing  as  an 
observer  or  nonparticipant  should 
contact  the  Office  of  the  Secretary  at 
202-205-2000  after  November  1,  2012, 
for  information  concerning  whether  the 
hearing  will  be  held. 

Written  Submissions:  In  lieu  of  or  in 
addition  to  participating  in  the  hearing, 
interested  parties  are  invited  to  file 
written  submissions  concerning  this 
investigation.  All  written  submissions 
(other  tjian  those  related  to  the  hearing) 
should  be  addressed  to  the  Secretary, 
and  should  be  received  no  later  than 
5:15  p.m.,  March  1,  2013.  All  written 
submissions  must  conform  with  the 
provisions  of  section  201.8  of  the 
Commission’s  Rules  of  Practice  and 
Procedure  (19  CFR  201.8).  Section  201.8 
and  the  Commission’s  Handbook  on 
Filing  Procedures  require  that  interested 
parties  file  documents  electronically  on 
or  before  the  filing  deadline  and  submit 
eight  (8)  true  paper  copies  by  12:00  p.m. 
eastern  time  on  the  next  business  day. 

In  the  event  that  confidential  treatment 
of  a  document  is  requested,  interested 
parties  must  file,  at  the  same  time  as  the 


eight  paper  copies,  at  least  four  (4) 
additional  true  paper  copies  in  which 
the  confidential  information  must  be 
deleted  (see  the  following  paragraph  for 
further  information  regarding 
confidential  business  information). 
Persons  with  questions  regarding 
electronic  filing  should  contact  the 
Secretary  (202-205-2000). 

Any  submissions  that  contain 
confidential  business  information  (CBI) 
must  also  conform  with  the 
requirements  in  section  201.6  of  the 
Commission’s  Rules  of  Practice  and 
Procedure  (19  CFR  201.6).  Section  201.6 
of  the  rules  requires  that  the  cover  of  the 
document  and  the  individual  pages  be 
clearly  marked  as  to  whether  they  are 
the  “confidential”  or  “non-confidential” 
version,  and  that  the  confidential 
business  information  be  clearly 
identified  by  means  of  brackets.  All 
written  submissions,  except  for 
confidential  business  information,  will 
be  made  available  for  inspection  by 
interested  parties. 

In  the  request  letter,  the  USTR  stated 
that  his  office  intends  to  make  the 
Commission’s  report  available  to  the 
public  in  its  entirety,  and  asked  that  the 
Commission  not  include  any 
confidential  business  information  or 
national  security  classified  information 
in  the  report.  Any  confidential  business 
information  received  by  the 
Commission  in  this  investigation  and 
used  in  preparing  this  report  will  not  be 
published  in  a  manner  that  would 
reveal  the  operations  of  the  firm 
supplying  the  information. 

By  order  of  the  Commission. 

Issued:  August  27,  2012. 

Lisa  R.  Barton, 

Acting  Secretary  to  the  Commission. 

[FR  Doc.  2012-21492  Filed  8-30-12;  8:45  am] 
BILLING  CODE  7020-02-P 


INTERNATIONAL  TRADE 
COMMISSION 

[Investigation  No.  337-TA-817] 

Certain  Communication  Equipment, 
Components  Thereof,  and  Products 
Containing  the  Same,  Including  Power 
Over  Ethernet  Telephones,  Switches, 
Wireless  Access  Points,  Routers  and 
Other  Devices  Used  in  LANs,  and 
Cameras;  Commission  Determination 
Not  to  Review  Initial  Determinations 
Terminating  Respondent  Avaya  Inc. 
Based  on  Settlement  and  Terminating 
the  Investigation  Based  on  Withdrawal 
of  the  Complaint;  Termination  of  the 
Investigation 

agency:  U.S.  International  Trade 
Commission. 


action:  Notice. 


summary:  Notice  is  hereby  given  that 
the  U.S.  International  Trade 
Commission  has  determined  not  to 
review  two  initial  determinations 
(“IDs”)  (Order  Nos.  23-24)  of  the 
presiding  administrative  law  judge 
(“ALJ”)  granting  a  joint  motion  by 
Complainant  and  Respondent  Avaya 
Inc.  (“Avaya”)  to  terminate  the 
investigation  for  Respondent  Avaya 
based  on  settlement  and  a  motion  by 
Complainant  to  terminate  the 
investigation  in  its  entirety  based  on 
withdrawal  of  the  complaint. 

FOR  FURTHER  INFORMATION  CONTACT: 
Amanda  S.  Pitcher,  Esq.,  Office  of  the 
General  Counsel,  U.S.  International 
Trade  Commission,  500  E  Street  SW., 
Washington,  DC  20436,  telephone  (202) 
205-2737.  Copies  of  non-confidential 
documents  filed  in  connection  with  this 
investigation  are  or  will  be  available  for 
inspection  during  official  business 
hours  (8:45  a.m.  to  5:15  p.m.)  in  the 
Office  of  the  Secretary,  U.S. 

International  Trade  Commission,  500  E 
Street  SW.,  Washington,  DC  20436, 
telephone  (202)  205-2000.  General 
information  concerning  the  Commission 
may  also  be  obtained  by  accessing  its 
Internet  server  at  http://wn'w.usitc.gov. 
The  public  record  for  this  investigation 
may  be  viewed  on  the  Commission’s 
electronic  docket  (EDIS)  at  http:// 
edis.usitc.gov.  Hearing-impaired 
persons  are  advised  that  information  on 
this  matter  can  be  obtained  by 
contacting  the  Commission’s  TDD 
terminal  on  (202)  205-1810. 
SUPPLEMENTARY  INFORMATION:  The 
Commission  instituted  this  investigation 
oq  December  7,  2011,  based  on  a 
complaint  filed  by  ChriMar  Systems, 

Inc.  d/b/a  DMS  Technologies 
(“ChriMar”)  of  Farmington  Hills, 
Michigan.  76  FR  76436-37  (Dec.  7, 
2011).  The  complaint  alleges  a  violation 
of  section  337  by  reason  of  infringement 
of  certain  claims  of  U.S.  Patent  No. 
7,457,250  by  certain  communication 
equipment,  components  thereof,  and 
products  containing  the  same,  including 
power  over  ethernet  telephones, 
switches,  wireless  access  points,  routers 
and  other  devices  used  in  LANs,  and 
cameras.  The  Notice  of  Investigation 
,  named  a  number  of  respondents, 
including  Avaya  of  Basking  Ridge,  New 
Jersey:  Cisco  Consumer  Products  LLC  of 
Irvine,  California,  Cisco  Systems 
International  B.V.  of  the  Netherlands, 
Cisco-Linksys  LLC  of  Irvine,  California 
(collectively,  “Cisco”);  Hewlett-Packard 
Co.  (“HP”)  of  Palo  Alto,  California;  and 
Extreme  Networks,  Inc.  (“Extreme”)  of 
Santa  Clara,  California. 
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On  July  18,  2012,  ChriMar  and  Avaya 
filed  a  joint  motion  to  terminate 
respondent  Avaya  from  the 
investigation  based  on  settlement.  The 
Commission  investigative  attorney  filed 
a  response  in  support  of  the  motion  and 
the  remaining  respondents  did  not 
oppose  the  motion.  On  August  1,  2012, 
the  ALJ  issued  Order  No.  23  granting  the 
motion.  ChriMar  and  Avaya  represented 
that  there  are  no  other  agreements,  ^ 
written  or  oral,  express  or  implied, 
between  them.  The  ALJ  found  that  there 
is  no  evidence  that  the  settlement 
agreement  would  have  an  adverse 
impact  on  the  public  interest.  No 
petitions  for  review  of  Order  No.  23 
were  filed. 

On  July  20,  2012,  ChriMar  filed  a 
motion  for  termination  of  the 
investigation  in  its  entirety  based  on 
withdrawal  of  the  complaint  against 
respondents  Cisco,  Extreme  and  HP. 
Cisco,  Extreme,  HP  and  the  Commission 
investigative  attorney  filed  responses  in 
support  of  the  motion.  On  August  1, 
2012,  the  ALJ  granted  ChriMar’s  motion. 
Order  No.  24.  The  ALJ  found  that  there 
is  good  cause  for  termination  based  on 
withdrawal  of  the  complaint.  In 
addition,  the  ALJ  stated  that  he  is  not 
aware  of  “extraordinary  circumstances” 
that  would  preclude  granting  the  motion 
to  terminate.  No  petitions  for  review  of 
Order  No.  24  were  filed. 

The  Commission  has  determined  not 
to  review  the  IDs. 

The  authority  for  the  Commission’s 
determination  is  contained  in  section 
337  of  the  Tariff  Act  of  1930,  as 
amended  (19  U.S.C.  1337),  and  in 
section  210.42-44  of  the  Commission’s 
Rules  of  Practice  and  Procedure  (19  CFR 
210.42-44). 

By  order  of  the  Commission. 

Issued:  August  27,  2012. 

Lisa  R.  Barton, 

Acting  Secretary'  to  the  Commission. 

[FR  Doc.  2012-21491  Filed  8-30-12;  8:45  am] 
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DEPARTMENT  OF  JUSTICE 

Notice  of  Lodging  of  Consent  Decree 
Under  the  Clean  Air  Act 

Notice  is  hereby  given  that  on  August 
24,  2012,  a  proposed  consent  decree  in 
United  States  of  America  and 
Mecklenburg  County  v.  Emerald 
Carolina  Chemical,  LLC,  Civil  Action 
No.  3:12-cv-00554,  was  lodged  with  the 
United  States  District  Court  for  the 
Western  District  of  North  Carolina. 

In  this  action  the  United  States  and 
Mecklenburg  County  sought  civil 
penalties  and  injunctive  relief  for 


alleged  violations  of  Clean  Air  Act 
regulations  at  Emerald  Carolina 
Chemical’s  chemical  processing  plant  at 
8309  Wilkinson  Boulevard,  Charlotte, 
Mecklenburg  County,  North  Carolina.  In 
particular,  the  complaint  alleged 
violations  of  leak  detection  and  repair 
requirements  applicable  to  certain 
equipment  at  the  plant.  The  proposed 
consent  decree  requires  Emerald 
Carolina  Chemical  to  pay  a  civil  penalty 
of  $62,500  to  the  United  States  and 
$62,500  to  Mecklenburg  County. 

Further,  Emerald  Carolina  Chemical 
will  implement  additional  inspection 
and  monitoring  procedures  and  analyze 
potential  hazards  associated  with  its 
amino  resins  and  glyoxal  production 
units. 

The  Department  of  Justice  will  receive 
for  a  period  of  thirty  (30)  days  from  the 
date  of  this  publication  comments 
relating  to  the  proposed  consent  decree. 
Comments  should  be  addressed  to  the 
Assistant  Attorney  General, 
Environment  and  Natural  Resources 
Division,  and  either  emailed  to 
pubcomment-ees.enrd@usdoj.gov  or 
mailed  to  P.O.  Box  7611,  U.S. 
Department  of  Justice,  Washington,  DC 
20044-7611,  and  should  refer  to  United 
States  of  America  and  Mecklenburg 
County  V.  Emerald  Carolina  Chemical, 
LLC,  D.J.  Ref.  90-5-2-1-09526. 

During  the  public  comment  period, 
the  proposed  consent  decree  may  also 
be  examined  on  the  following 
Department  of  Justice  Web  site,  http:// 
WWW. usdgj.gov/enrd/ 
Consent_Decrees.html.  A  copy  of  the 
decree  may  also  be  obtained  by  mail 
from  the  Consent  Decree  Library,  P.O. 
Box  7611,  U.S.  Department  of  Justice, 
Washington,  DC  20044-7611  or  by 
faxing  or  emailing  a  request  to  “Consent 
Decree  Copy” 

[EESCDCopy.ENRD@usdoj.gov),  fax  no. 
(202)  514-0097,  phone  confirmation 
number  (202)  514-5271.  If  requesting  a 
copy  from  the  Consent  Decree  Library 
by  mail,  please  enclose  a  check  in  the 
amount  of  $11  (25  cents  per  page 
reproduction  cost)  payable  to  the  U.S. 
Treasury  or,  if  requesting  by  email  or 
fax,  forward  a  check  in  that  amount  to 
the  Consent  Decree  Library  at  the 
address  given  above. 

Henry  Friedman, 

Assistant  Chief,  Environmental  Enforcement 
Section,  Environment  and  Natural  Resources 
Division. 

IFR  Doc.  2012-21558  Filed  8-30-12;  8:45  am] 
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LEGAL  SERVICES  CORPORATION 

Sunshine  Act  Meeting  Notice 

DATE  AND  TIME:  The  Institutional 
Advancement  Committee  of  the  Legal 
Services  Corporation’s  Board  of 
Directors  will  meet  telephonically  on 
September  4,  2012.  The  meeting  will 
commence  at  11:00  a.m..  Eastern 
Daylight  Time,  and  will  continue  until 
the  conclusion  of  the  Committee’s 
agenda. 

LOCATION:  F.  William  McCalpin 
Conference  Room,  Legal  Services 
Corporation  Headquarters,  3333  K  Street 
NW.,  Washington,  DC  20007. 

PUBLIC  observation:  Members  of  the 
public  who  are  unable  to  attend  in 
person  but  wish  to  listen  to  the  public 
proceedings  may  do  so  by  following  the 
telephone  call-in  directions  provided 
below  but  are  asked  to  keep  their 
telephones  muted  to  eliminate 
background  noises.  To  avoid  disrupting 
the  meeting,  please  refrain  from  placing 
the  call  on  hold.  From  time  to  time,  the 
presiding  Chair  may  solicit  comments 
from  the  public. 

CALL-IN  DIRECTIONS  FOR  OPEN  SESSIONS: 

•  Call  toll-free  number:  1-866—451- 
4981; 

•  When  prompted,  enter  the 
following  numeric  pass  code: 
5907707348. 

•  When  connected  to  the  call,  please 
immediately  “MUTE”  your  telephone. 
STATUS  OF  MEETING:  Open. 

MATTERS  TO  BE  CONSIDERED: 

1.  Approval  of  agenda 

2.  Approval  of  minutes  of  the 

Committee’s  meeting  of  July  27, 

2012 

3.  Consider  and  act  on  the  Development 

Plan 

4.  Public  comment 

5.  Consider  and  act  on  other  business 

6.  Consider  and  act  on  motion  to 

adjourn  the  meeting 
CONTACT  PERSON  FOR  INFORMATION: 
Katherine  Ward,  Executive  Assistant  to 
the  Vice  President  &  General  Counsel,  at 
(202)  295-1500.  Questions  may  be  sent 
by  electronic  mail  to 
FR_NOTICE_QUESTIONS@lsc.gov. 
NON-CONFIDENTIAL  MEETING  MATERIALS:  ' 
Non-confidential  meeting  materials  will 
be  made  available  in  electronic  format  at 
least  24  hours  in  advance  of  the  meeting 
on  the  LSC  Web  site,  at  http:// 
www.lsc.gov/board-directors/meetings/ 
board-meeting-notices/non-confidential- 
materials-be-considered-open-session. 
ACCESSIBILITY:  LSC  complies  with  the 
Americans  With  Disabilities  Act  and 
Section  504  of  the  1973  Rehabilitation 
Act.  Upon  request,  meeting  notices  and 
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materials  will  be  made  available  in 
alternative  formats  to  accommodate 
individuals  with  disabilities. 

Individuals  who  need  other 
accommodations  due  to  disability  in 
order  to  attend  the  meeting  in  person  or 
telephonically  should  contact  Katherine 
Ward,  at  (202)  295-1500  or 
FR_NOTICE_QUESTIONS@lsc.gov,  at 
least  2  business  days  in  advance  of  the 
meeting.  If  a  request  is  made  without 
advance  notice,  LSC  will  make  every 
effort  to  accomriiodate  the  request  but 
cannot  guarantee  that  all  requests  can  be 
fulfdled. 

Dated:  August  28.  2012. 

Victor  M.  Fortune. 

Vice  President  &•  General  Counsel. 

|FR  Doc.  2012-21611  Filed  8-29-12;  11:15  am] 
BILUNG  CODE  7050-01-P 


NATIONAL  SCIENCE  FOUNDATION 

Notice  of  Permit  Applications  Received 
Under  the  Antarctic  Conservation  Act 
of  1978  (Pub.  L.  95-541) 

AGENCY:  National  Science  Foundation. 
ACTION:  Notice  of  Permit  Applications 
Received  under  the  Antarctic 
Conservation  Act  of  1978,  Public  Law 
95-541. 

SUMMARY:  The  National  Science 
Foundation  (NSF)  is  required  to  publish 
a  notice  of  permit  applications  received 
to  conduct  activities  regulated  under  the 
Antarctic  Conserv'ation  Act  of  1978. 

NSF  has  published  regulations  under 
the  Antarctic  Conservation  Act  at  Title 
45  Part  670  of  the  Code  of  Federal 
Regulations.  This  is  the  required  notice 
of  permit  applications  received. 

DATES:  Interested  parties  are  invited  to 
submit  written  data,  comments,  or 
views  with  respect  to  this  permit 
application  by  October  1,  2012.  This 
application  may  be  inspected  by 
interested  parties  at  the  Permit  Office, 
address  below. 

ADDRESSES:  Comments  should  be 
addressed  to  Permit  Office,  Room  755, 
Office  of  Polar  Programs,  National 
Science  Foundation,  4201  Wilson 
Boulevard,  Arlington,  Virginia  22230. 
FOR  FURTHER  INFORMATION  CONTACT: 
Polly  A.  Penhale  at  the  above  address  or 
(703) 292-7420. 

SUPPLEMENTARY  INFORMATION:  The 
National  Science  Foundation,  as 
directed  by  the  Antarctic  Conserv'ation 
Act  of  197'8  (Pub.  L.  95-541),  as 
amended  by  the  Antarctic  Science, 
Tourism  and  Conservation  Act  of  1996, 
has  developed  regulations  for  the 
establishment  of  a  permit  system  for 
various  activities  in  Antarctica  and 


designation  of  certain  animals  and 
certain  geographic  areas  a  requiring 
special  protection.  The  regulations 
establish  such  a  permit  system  to 
designate  Antarctic  Specially  Protected 
Areas. 

The  applications  received  are  as 
follows: 

Permit  Application:  2013-019 

1.  Applicant:  Lockheed  Martin  IS&GS, 
Antarctic  Support  Contract,  7400  S. 
Tucson  Way,  Centennial,  CO 
80112-3938. 

Activity  for  Which  Permit  Is  Requested 

Enter  Antarctic  Specially  Protected 
Areas.  The  applicant  plans  to  enter 
ASPA  105-Beaufort  Island,  ASPA  121- 
Cape  Royds,  ASPA  122-Arrival  Heights, 
ASPA  124-Cape  Crozier,  ASPA  130- 
Transway  Ridge,  ASPA  131-Canada 
Glacier,  ASPA  137-Northwest  White 
Island,  ASPA  138-Linnaeus  Terrace, 
and,  ASPA  154-Botany  Bay  to  conduct 
a  review  of  their  management  plans. 

The  Antarctic  Support  Contract  (ASC) 
Environmental  Health  and  Safety  (EHS) 
Department  would  enter  the  ASPA’s  to 
collect  information  on  site  status  in 
anticipation  of  the  5  year  ASPA  review, 
general  management  and  maintenance 
concerns  such  as  ensuring  that  all  signs 
and  boundary  markers  are  legible  and 
secured,  or  to  address  any 
environmental  concerns  or  potential 
environmental  release  with  the  ASPA. 
Information  would  be  gathered  on  any 
installations  or  facilities  that  may  be 
present,  verify  that  the  reasons  for 
special  protection  remain  valid,  verify 
that  the  management  measures  in  place 
are  sufficient  to  provide  protection,  and, 
recommend  any  management  measures 
that  may  be  necessary  to  maintain  the 
values  being  protected.  The  plan 
revisions  will  take  into  account  recent 
developments  within  the  Antarctic 
Treaty  System  to  ensure  consistency 
with  recently  adopted  plans,  policies 
and  guidelines  amongst  the  Treaty 
Nations. 

Location 

ASPA  105-Beaufort  Island,  ASPA  121- 
Cape  Royds,  ASPA  122-Arrival  Heights, 
ASPA  124-CapeCrozier,  ASPA  130- 
Transway  Ridge,  ASPA  131-Canada 
Glacier,  ASPA  137-Northw'est  White 
Island,  ASPA  138-Linnaeus  Terrace, 
and,  ASPA  154-Botany  Bay. 

Dates 

August  15,  2012  to  August  31,  2017. 

Nadene  G.  Kennedy, 

Permit  Officer,  Office  of  Polar  Programs. 

|FR  Doc.  2012-21604  Filed  8-30-12;  8:45  am] 

BILUNG  CODE  75S5-01-P 


NEIGHBORHOOD  REINVESTMENT 
CORPORATION 

Sunshine  Act  Meeting  Notice 

Corporate  Administration  Committee 
Meeting  of  The  Board  of  Directors 

TIME  AND  DATE:  1  p.m.,  Thursday, 
September  13,  2012. 

PLACE:  1325  G  Street  NW.,  Suite  800, 
Boardroom,  Washington,  DC  20005. 
STATUS:  Open. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 

Erica  Hall,  Assistant  Corporate 
Secretary;  (202)  220-2376; 
ehall@nw.org. 

AGENDA: 

I.  Call  to  Order 

II.  Nominations 

III.  Employee  Performance  Management 

System 

IV.  Policy  Changes 

V.  Human  Resources  Update 

VI.  Washington,  DC  Lease  Update 

VII.  Adjournment 

Erica  Hall, 

Assistant  Corporate  Secretary. 

(FR  Doc.  2012-21737  Filed  8-29-12;  4:15  pm] 
BILLING  CODE  7570-02-P 


NUCLEAR  REGULATORY 
COMMISSION 

[NRC-201tM)143] 

Proposed  International  Isotopes 
Fluorine  Extraction  Process  and 
Depleted  Uranium  Deconversion  Piant 
in  Lea  County,  New  Mexico 

AGENCY:  Nuclear  Regulatory 
Commission. 

ACTION:  Final  environmental  impact 
statement:  issuance. 

SUMMARY:  Notice  is  hereby  given  that 
the  U.S.  Nuclear  Regulatory 
Commission  (NRC  or  the  Commission) 
has  published  the  Final  Environmental 
Impact  Statement  (EIS)  for  the  proposed 
International  Isotopes  Fluorine 
Extraction  Process  and  Depleted 
Uranium  Deconversion  Plant  (INIS)  in 
Lea  County,  New'  Mexico.  On  December 
30,  2009,  International  Isotopes  Fluorine 
Products,  Inc.  (IIFP),  a  wholly-owned 
subsidiary  of  International  Isotopes, 

Inc.,  submitted  a  license  application 
that  proposes  the  construction, 
operation,  and  decommissioning  of  a 
fluorine  extraction  and  depleted 
uranium  deconversion  facility  (the 
“proposed  action”).  IIFP  proposes  to 
locate  the  facility  near  Hobbs,  New 
Mexico. 

ADDRESSES:  Please  refer  to  Docket  ID 
NRC-2010-0143  when  contacting  the 
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NRC  about  the  availability  of 
information  regarding  this  document. 

You  may  access  information  related  to 
this  document  using  any  of  the 
following  methods: 

•  Federal  Rulemaking  Web  site:  Go  to 
http://www.regulations.gov  and  search 
for  Docket  ID  NRC-2010-0143.  Address 
questions  about  NRC  dockets  to  Carol 
Gallagher;  telephone:  301-492-3668; 
email;  Carol.GalIagher@nrc.gov. 

•  NRC’s  Agencywide  Documents 
Access  and  Management  System 
(ADAMS):  You  may  access  publicly- 
available  documents  online  in  the  NRC 
Library  at  http://www.nrc.gov/reading- 
rm/ adams.html.  To  begin  the  search, 
select  “ADAMS  Public  Documents”  and 
then  select  “Begin  Web-based  ADAMS 
Search.”  For  problems  with  ADAMS, 
please  contact  the  NRC’s  Public 
Document  Room  (PDR)  reference  staff  at 
1-800-397-4209,  301-415-4737,  or  by 
email  to  pdr.resource@nrc.gov. 
Additional  information  regarding 
accessing  materials  related  to  this  action 
is  under  the  Document  Availability 
heading  in  the  SUPPLEMENTARY 
INFORMATION  section  of  this  document. 

•  NRC’s  PDR:  You  may  examine  and 
purchase  copies  of  public  documents  at 
the  NRC’s  PDR,  Room  01-F21,  One 
White  Flint  North,  11555  Rockville 
Pike,  Rockville,  Maryland  20852. 

FOR  FURTHER  INFORMATION  CONTACT:  For 
information  about  the  Final  EIS  or  the 
environmental  review  process,  please 
contact  Asimios  Malliakos,  telephone; 
301-415-6458;  email: 
Asimios.Malliakos@nrc.gov;  Office  of 
Federal  and  State  Materials  and 
Environmental  Management  Programs, 
U.S.  Nuclear  Regulatory  Commission, 
Washington,  DC  20555-0001.  For 
general  or  technical  information 
associated  with  the  licensing  process  as 
it  relates  to  the  INIS  application,  please 
contact  Matthew  Bartlett,  telephone: 
301-492-3119;  email; 
Matthew.Bartlett@nrc.gov;  Office  of 
Nuclear  Material  Safety  and  Safeguards, 
U.S.  Nuclear  Regulatory  Commission, 
Washington,  DC  20555-0001. 
SUPPLEMENTARY  INFORMATION: 

Discussion 

IIFP  submitted  a  license  application 
and  Environmental  Report  (ER)  in 
support  of  its  proposed  facility  on 
December  30,  2009.  The  proposed  site  is 
located  in  Lea  County,  New  Mexico, 
approximately  22.55  kilometers  (km)  (14 
miles  [mi])  west  of  the  city  of  Hobbs. 

The  Final  EIS  is  being  issued  as  part 
of  the  NRC’s  process  to  decide  whether 
to  issue  a  license  to  IIFP,  pursuant  to 
Part  40  of  Title  10  of  the  Code  of  Federal 
Regulations  (10  CFR),  to  construct  and 


operate  the  proposed  depleted  uranium 
deconversion  facility.  Specifically,  IIFP 
proposes  to  deconvert  depleted  uranium 
hexafluoride  (DUF6)  into  oxide 
compounds  for  long-term  disposal.  In 
the  Final  EIS,  the  NRC  staff  assessed  the 
potential  environmental  impacts  from 
construction,  operation,  and 
decommissioning  of  the  proposed  INIS 
project. 

The  Final  EIS  was  prepared  in 
compliance  with  the  National 
Environmental  Policy  Act  of  1969,  as 
amended  (NEPA),  and  the  NRC’s 
regulations  for  implementing  NEPA  in 
10  CFR  Part  51.  The  NRC  staff  assessed 
the  impacts  of  the  proposed  action  on 
land  use,  historic  and  cultural 
resources,  visual  resources,  climatology, 
meteorology,  and  air  quality,  geology, 
minerals,  and  soil,  water  resources, 
ecological  resources,  socioeconomics 
and  environmental  justice,  traffic  and 
transportation,  noise,  public  and 
occupational  health,  and  waste 
management.  Additionally,  the  NRC 
staff  analyzed  and  compared  the 
benefits  and  costs  of  the  proposed 
action.  In  preparing  this  Final  EIS,  the 
NRC  staff  also  reviewed,  considered, 
evaluated,  and  addressed  the  public 
coinments  received  on  the  Draft  EIS. 

In  addition  to  the  proposed  action,  the 
NRC  staff  considered  a  reasonable  range 
of  alternatives,  including  the  no-action 
alternative.  Under  the  no-action 
alternative,  the  NRC  would  deny  IIFP’s 
request  to  construct  and  operate  a 
depleted  uranium  deconversion  facility 
in  Hobbs,  New  Mexico.  The  no-action 
alternative  serves  as  a  baseline  for 
comparison  of  the  potential 
environmental  impacts  of  the  proposed 
action.  Other  alternatives  the  NRC  staff 
considered  but  eliminated  from  further 
analysis  include:  (1)  Alternative  sites; 

(2)  alternative  technologies;  (3) 
shipment  of  the  U.S.  generated  DUFa  to 
overseas  facilities;  (4)  indefinite  storage 
at  the  enrichment  facilities;  and  (5) 
construction  and  operation  of 
deconversion  facilities  at  the  four  U.S.- 
based  uranium  enrichment  companies. 
These  alternatives  were  eliminated  from 
further  analysis  due  to  economic, 
environmental,  or  other  reasons. 

After  weighing  the  impacts  of  the 
proposed  action  and  comparing 
alternatives,  the  NRC  staff,  in 
accordance  with  10  CFR  51.91(d),  sets 
forth  its  recommendation  regarding  the 
proposed  action.  The  NRC  staff 
recommends  that,  unless  safety  issues 
mandate  otherwise,  the  proposed 
license  be  issued  to  IIFP.  In  this  regard, 
the  NRC  staff  has  concluded  that  the 
environmental  impacts  of  the  proposed 
action  are  generally  small,  and  taken  in 
combination  with  the  proposed  IIFP 


environmental  monitoring  program  and 
proposed  mitigation  measures  discussed 
in  the  Final  EIS  would  eliminate  or 
substantially  lessen  any  adverse 
environmental  impacts  associated  with 
the  proposed  action. 

Document  Availability 

Documents  related  to  this  notice  are 
available  on  the  NRC’s  Licensing  Web 
Site  at;  http://www.nrc.gov/materials/ 
fuel-cycle-fac/inisfacility.html.  The 
Final  EIS  for  the  proposed  INIS  project 
may  also  be  accessed  at;  http:// 
www.nrc.gov/reading-rm/doc- 
coliections/nuregs/staff/  by  selecting 
“NUREG-2113.” 

The  IIFP’s  license  application, 
Environmental  Report,  and  the  NRC’s 
Final  EIS  are  available  in  ADAMS  under 
Accession  Numbers  ML100630503, 
ML100120758,  and  ML12220A380. 

A  copy  of  the  Final  EIS  will  be 
available  at  the  Hobbs  Public  Library, 
509  North  Shipp,  Hobbs,  New  Mexico 
88240. 

Dated  at  Rockville,  Maryland,  this  22nd 
day  of  August,  2012. 

For  the  Nuclear  Regulatory  Commission. 
Gregory  Suber, 

Acting  Deputy  Director,  Environmental 
Protection  and  Performance  Assessment 
Directorate,  Division  of  Waste  Management 
and  Environmental  Protection,  Office  of 
Federal  and  State  Materials  and 
Environmental  Management  Programs. 

[FR  Doc.  2012-21486  Filed  8-30-12;  8:45  ami 
BILLING  CODE  7590-01-P 


OFFICE  OF  PERSONNEL 
MANAGEMENT 

Submission  for  Review;  Information 
Collection:  Freedom  of  Information/ 
Privacy  Act  Record  Request  Form  (INV 
100) 

agency:  U.S.  Office  of  Personnel 
Management. 

ACTION:  60-Day  Notice  and  request  for 
comments. 

SUMMARY:  Federal  Investigative  Services 
(FIS),  U.S.  Office  of  Personnel 
Management  (OPM)  offers  the  general 
public  and  other  federal  agencies  the 
opportunity  to  comment  on  an 
information  collection  request  (ICR), 
Office  of  Management  and  Budget 
(OMB)  Control  No.  3206-NEW, 
Freedom  of  Information/Privacy  Act 
Record  Request  Form  (INV  100).  As 
required  by  the  Paperwork  Reduction 
Act  of  1995,  (Pub.  L.  104-13,  44  U.S.C. 
chapter  35)  as  amended  by  the  Clinger- 
Cohen  Act  (Pub.  L.  104-106),  OPM  is 
soliciting  comments  for  this  collection. 
The  Office  of  Management  and  Budget 
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is  particularly  interested  in  comments 
that: 

1.  Evaluate  whether  the  proposed 
collection  of  information  is  necessary 
for  the  proper  performance  of  the 
functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utilitv; 

2.  Evaluate  the  accuracy  of  the 
agency’s  estimate  of  the  burden  of  the 
proposed  collection  of  information, 
including  the  validity  of  the 
methodology  and  assumptions  used; 

3.  Enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected:  and 

4.  Minimize  the  burden  of  the 
collection  of  information  on  those  who 
are  to  respond,  including  through  the 
use  of  appropriate  automated, 
electronic,  mechanical,  or  other 
technological  collection  techniques  or 
other  forms  of  information  technology, 
e.g.,  permitting  electronic  submissions 
of  responses. 

DATES:  Comments  are  encouraged  and 
will  be  accepted  until  October  30,  2012. 
This  process  is  conducted  in  accordance 
with  5  CFR  1320.1. 

ADDRESSES:  Interested  persons  are 
invited  to  submit  written  comments  on 
the  proposed  information  collection  to 
the  Federal  Investigative  Services,  U.S. 
Office  of  Personnel  Management,  1900  E 
Street  NVV.,  Washington,  DC  20415, 
Attention:  Laura  Eury  or  sent  via 
electronic  mail  to 
FlSFormsComments@opm.gov. 

FOR  FURTHER  INFORMATION  CONTACT:  A 

copy  of  this  ICR,  with  applicable 
supporting  documentation,  may  be 
obtained  by  contacting  the  Federal 
Investigative  Services,  U.S.  Office  of 
Personnel  Management,  1900  E  Street 
NW'.,  Washington,  DC  20415,  Attention: 
Laura  Eury  or  sent  via  electronic  mail  to 
FlSFormsCommen  ts@opm  .gov. 
SUPPLEMENTARY  INFORMATION:  OPM’s 
Federal  Investigative  Services  (FIS), 
Freedom  of  Information  and  Privacy  Act 
(FOI/PA)  office  proposes  use  of  this 
optional  form  (INV  100)  to  standardize 
collection  of  data  elements  specific  to 
FOIA  and  Privacy  Act  record  requests 
submitted  to  FIS.  Current  FOIA  and 
Privacy  Act  record  requests  are 
submitted  to  FIS-FOI/PA  in  a  format 
chosen  by  the  requester,  yet  consistent 
with  the  published  regulations  at  5  CFR 
294  and  297,  respectively.  Often  the 
requests  are  missing  data  elements 
which  require  contact  with  the  requester 
via  mail,  thereby  adding  time  to  the 
access  process.  Standardization  of  the 
access  process  will  increase  the  volume 
of  perfected  requests  received  and  strike 
an  appropriate  balance  between  the 
burden  to  the  public  in  submitting  a 


request  and  FIS-FOI/PA  being  able  to 
verify  the  identity  of  the  requester, 
thereby  ensuring  Privacy  Act  Protected 
records  are  not  inappropriately  released 
to  third  parties.  It  is  estimated  that 
16,626  individuals  will  respond 
annually.  The  INV  100  takes 
approximately  5  minutes  to  complete. 
The  estimated  annual  burden  is  1,386 
hours. 

U.S.  Office  of  Personnel  Management. 

John  Berry, 

Director. 

(FR  Doc.  2012-21581  Filed  8-30-12;  8:45  am] 
BILLING  CODE  6325-53-P 


POSTAL  REGULATORY  COMMISSION 

Notice  of  Sunshine  Act  Meetings 

TIME  AND  DATE:  Wednesday,  September 
12,  2012,  at  11  a.m. 

PLACE:  Commission  Hearing  Room,  901 
New  York  Avenue  NW.,  Suite  200, 
Washington,  DC  20268-0001. 

STATUS:  Part  of  this  meeting  will  be 
open  to  the  public.  The  rest  of  the 
meeting  will  be  closed  to  the  public. 

The  open  session  will  be  audiocast.  The 
audiocast  may  be  accessed  via  the 
Commission’s  Web  site  at  http:// 
www.prc.gov.  A  period  for  public 
comment  will  be  offered  following 
consideration  of  the  last  numbered  item 
in  the  open  session. 

MATTERS  TO  BE  CONSIDERED:  The  agenda 
for  the  Commission’s  September  12, 

2012  meeting  includes  the  items 
identified  below. 

PORTIONS  OPEN  TO  THE  PUBLIC: 

1.  Report  on  legislative  activities. 

2.  Report  on  communications  with  the 
public. 

3.  Report  on  status  of  Commission 
dockets. 

4.  Report  from  the  Office  of 
Accountability  and  Compliance. 

5.  Report  on  international  activities. 

6.  Report  from  the  Office  of  the 
Secretary  and  Administration. 

Chairman’s  public  comment  period. 
PORTION  CLOSED  TO  THE  PUBLIC: 

7.  Discussion  of  pending  litigation. 
CONTACT  PERSON  FOR  MORE  INFORMATION: 
Stephen  L.  Sharfman,  General  Counsel, 
Postal  Regulatory  Commission,  901  New 
York  Avenue  NW.,  Suite  200, 
Washington,  DC  20268-0001,  at  202- 
789-6820  (for  agenda-related  inquiries) 
and  Shoshana  M.  Grove,  Secretary  of  the 
Commission,  at  202-789-6800  or 
shoshana.grove@prc.gov  (for  inquiries 
related  to  meeting  location,  access  for 
handicapped  or  disabled  persons,  the 
audiocast,  or  similar  matters). 

Dated:  August  29,  2012. 


By  the  Commission. 

Shoshana  M.  Grove, 

Secretary. 

[FR  Doc.  2012-21667  Filed  8-29-12:  4:15  pm] 

BILLING  CODE  7710-FW-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

Proposed  Collection;  Comment 
Request 

Upon  Written  Request,  Copies  Available 
From:  Securities  and  Exchange 
Commission,  Office  of  Investor 
Education  and  Advocacy, 

Washington,  DC  20549-0213. 

Extension: 

Form  T-6;  OMB  Control  No.  3235-0391; 

SEC  File  No.  270-344. 

Notice  is  hereby  given  that,  pursuant 
to  the  Paperwork  Reduction  Act  of  1995 
(44  U.S.C.  3501  et  seq.),  the  Securities 
and  Exchange  Commission 
(“Commission”)  is  soliciting  comments 
on  the  collection  of  information 
summarized  below.  The  Commission 
plans  to  submit  this  existing  collection 
of  information  to  the  Office  of 
Management  Budget  for  extension  and 
approval. 

Form  T-6  (17  CFR  269.9)  is  an 
application  for  eligibility  and 
qualification  for  a  foreign  person  or 
corporation  under  the  Trust  Indenture 
Act  of  1939  (15  U.S.C.  77aaa  et  seq.). 
Form  T-6  provides  the  basis  for 
determining  whether  a  foreign  person  or 
corporation  is  eligible  to  serve  as  a 
trustee  for  qualified  indenture.  Form  T- 
6  takes  approximately  17  burden  hours 
per  response  and  is  filed  by 
approximately  15  respondents  annually. 
We  estimate  that  25%  of  the  17  hours 
(4.25  hours)  is  prepared  by  the  filer  for 
an  annual  reporting  burden  of  64  hours 
(4,25  hours  per  response  x  15 
responses). 

Written  comments  are  invited  on:  (a) 
Whether  this  proposed  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the  ' 
information  will  have  practical  utility; 
(b)  the  accuracy  of  the  agency’s  estimate 
of  the  burden  imposed  by  the  collection 
of  information;  (c)  ways  to  enhance  the 
quality,  utility,  and  clarity  of  the 
information  collected;  and  (d)  ways  to 
minimize  the  burden  of  the  collections 
of  information  on  respondents, 
including  through  the  use  of  automated 
collection  techniques  or  other  forms  of 
information  technology.  Consideration 
will  be  given  to  comments  and 
suggestions  submitted  in  writing  within 
60  days  of  this  publication. 
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Please  direct  your  written  comments 
to  Thomas  Bayer,  Director/Chief 
Information  Officer,  Securities  and 
Exchange  Commission,  c/o  Remi  Pavlik- 
Simon,  6432  General  Green  Way, 
Alexandria,  Virginia  22312,  or  send  an 
email  to:  PRA_Mailbox@sec.gov. 

Dated:  August  27,  2012. 

Kevin  M.  O’Neill, 

Deputy  Secretary. 

IFR  Doc.  2012-21487  Filed  8-30-12;  8:45  am] 
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SECURITIES  AND  EXCHANGE 
COMMISSION 


[Release  No.  34-67732;  File  No.  SR- 
NYSEArca-2012-90] 

Self-Regulatory  Organizations;  r«vSE 
Area,  Inc.;  Notice  of  Filing  and 
Immediate  Effectiveness  of  Proposed 
Rule  Change  Relating  to  the  First  Trust 
CBOE  S&P  500  VIX  Tail  Hedge  Fund 
(Formerly,  the  First  Trust  CBOE  VIX 
Tail  Hedge  Index  Fund) 

August  27,  2012. 

Pursuant  to  Section  19{b)(l)  of  the 
Securities  Exchange  Act  of  1934 
(“Act”),^  and  Rule  19b-4  thereunder,^ 
notice  is  hereby  given  that,  on  August 
13,  2012,  NYSE  Area,  Inc.  (“Exchange” 
or  “NYSE  Area”)  filed  with  the 
Securities  and  Exchange  Gommission 
(“Commission”)  the  proposed  rule 
change  as  described  in  Items  I  and  II 
below,  which  Items  have  been 
substantially  prepared  by  the  self- 
regulatory  organization.  The 
Commission  is  publishing  this  notice  to 
solicit  comments  on  the  proposed  rule 
change  from  interested  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange  proposes  to  correct  the 
reference  to  the  Index  Provider 
applicable  to  the  First  Trust  CBOE  S&P 
500  VIX  Tail  Hedge  Fund  (formerly,  the 
First  Trust  CBOE  VIX  Tail  Hedge  Index 
Fund)  (“Fund”),  and  to  reflect  changes 
to  the  name  of  the  index  underlying  the 
Fund  and  to  the  name  of  the  Fund, 
which  the  Commission  has  approved  for 
listing  and  trading  on  the  Exchange 
under  NYSE  Area  Equities  Rule  5.2(j)(3). 
The  text  of  the  proposed  rule  change  is 
available  on  the  Exchange’s  Web  site  at 
www.nyse.com,  at  the  principal  office  of 
the  Exchange,  and  at  the  Commission’s 
Public  Reference  Room. 


’15U.S.C.  78s(b)(l). 
2  17  CFR  240.19b-4. 


II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
self-regulatory  organization  included 
statements  concerning  the  purpose  of, 
and  basis  for,  the  proposed  rule  change 
and  discussed  any  comments  it  received 
on  the  proposed  rule  change.  The  text 
of  those  statements  may  be  examined  at 
the  places  specified  in  Item  IV  below. 
The  Exchange  has  prepared  summaries, 
set  forth  in  sections  A,  B,  and  C  below, 
of  the  most  significant  parts  of  such 
statements. 

A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

The  Commission  has  approved  listing 
and  trading  on  the  Exchange  of  shares 
(“Shares”)  of  the  Fund  ^  under  NYSE 
Area  Equities  Rule  5.2(j)(3),  the 
Exchange’s  listing  standards  for 
Investment  Company  Units  (“Units”).'* 

The  Shares  will  be  offered  by  First 
Trust  Exchange-Traded  Fund  (“Trust”), 
which  is  organized  as  a  Massachusetts 
business  trust  and  is  registered  with  the 
Commission  as  an  open-end 
management  investment  company.^  The 
investment  adviser  to  the  Fund  will  be 
First  Trust  Advisors  L.P.  (“Adviser”  or 
“First  Trust”).  First  Trust  Portfolios  L.P. 
(“Distributor”)  is  the  principal 
underwriter  and  distributor  of  the 
Fund’s  Shares.  The  Bank  of  New  York 
Mellon  Corporation  (“BNY”)  will  serve 


3  See  Securities  Exchange  Act  Release  No.  67485 
(July  23,  2012),  77  FR  44291  (July  27,  2012)  (SR- 
NYSEArca-2012-50)  (“Prior  Order”).  See  also 
Securities  Exchange  Act  Release  No.  67107  (June  4, 
2012),  77  FR  34102  (June  8,  2012)  (SR-NYSEArca- 
2012-50)  (“Prior  Notice,”  and  together  with  the 
Prior  Order,  the  “Prior  Release”). 

*  An  Investment  Company  Unit  is  a  security  that 
represents  an  interest  in  a  registered  investment 
company  that  holds  securities  comprising,  or 
otherwise  based  on  or  representing  an  interest  in, 
an  index  or  portfolio  of  securities  (or  holds 
securities  in  another  registered  investment 
company  that  holds  securities  comprising,  or 
otherwise  based  on  or  representing  an  interest  in, 
an  index  or  portfolio  of  securities).  See  NYSE  Area 
Equities  Rule  5.2(j)(3)(A). 

®The  Trust  is  registered  under  the  Investment 
Company  Act  of  1940  (15  U.S.C.  80a-l).(“1940 
Act”).  On  July  18,  2012,  the  Trust  filed  with  the 
Commission  an  amendment  to  its  registration 
statement  on  Form  N-lA  under  the  Securities  Act 
of  1933  (15  U.S.C.  77a),  and  under  the  1940  Act 
relating  to  the  Fund  (File  Nos.  333—125751  and 
811-21774)  (“Registration  Statement”).  The 
description  of  the  operation  of  the  Trust  and  the 
Fund  herein  is  based,  in  part,  on  the  Registration  . 
Statement.  In  addition,  the  Commission  has  issued 
an  order  granting  certain  exemptive  relief  to  the 
Trust  under  the  1940  Act.  See  Investment  Company 
Act  Release  No.  27068  (September  20,  2005)  (File 
No.  812-13000)  (“Exemptive  Order”). 


as  administrator,  custodian,  and  transfer 
agent  for  the  Fund. 

According  to  the  Prior  Release,  the 
Fund  will  seek  investment  results  that 
correspond  generally  to  the  price  and 
yield,  before  the  Fund’s  fees  and 
expenses,  of  an  equity  index  called  the 
CBOE  S&P  VIX  Tail  Hedge  Index 
(“Index”).  The  Index  is  designed  to 
provide  a  benchmark  for  investors 
interested  in  hedging  tail  risk  in  an  S&P 
500  portfolio. 

In  the  Prior  Notice,  the  Exchange 
represented  that  the  Index  is  rules-based 
and  is  owned  and  was  developed  by 
Standard  &  Poor’s  Financial  Services 
LLC  (“S&P”)  and  that  S&P  is  the  Index 
Provider.®  The  Exchange  further 
represented  that  the  Index  Provider  will 
calculate  and  maintain  the  Index. 

The  Exchange  seeks  to  correct  a 
representation  made  regarding  the  Index 
Provider  reflected  in  the  Prior  Release, 
as  described  below.  The  Exchange  is 
revising  this  representation  to  state  that, 
pursuant  to  an  arrangement  with  the 
Chicago  Board  Options  Exchange,  Inc. 
(“CBOE”),  S&P  has  certain  rights  to 
license  the  Index  to  third  parties.  S&P 
has  licensed  the  Index  to  First  Trust  for 
use  by  First  Trust  and  the  Fund.  CBOE 
compiles,  maintains,  and  owns  the 
Index,  and  CBOE  is  the  Index  Provider 
with  respect  to  the  Fund.  CBOE  is  not 
a  broker-dealer  or  affiliated  with  a 
broker-dealer,  and  has  implemented 
procedures  designed  to  prevent  the  use 
and  dissemination  of  material,  non¬ 
public  information  regarding  the  Index.  ^ 

In  the  Prior  Release,  the  Exchange 
represented  that  the  name  of  the  Index 
underlying  the  Fund  is  the  CBOE  S&P 
VIX  Tail  Hedge  Index.  The  Exchange  is 
changing  this  representation  to  state  that 
the  name  of  the  Index  underlying  the 
Fund  is  the  CBOE  VIX  Tail  Hedge 
Index.® 

In  addition,  in  the  Prior  Release,  the 
Exchange  represented  that  the  name  of 
the  Fund  is  the  First  Trust  CBOE  VIX 
Tail  Hedge  Index  Fund.  The  Exchange 
is  changing  this  representation  to  state 
that  the  name  of  the  Fund  has  been 


®  S&P  is  not  a  broker-dealer  or  affiliated  with  a 
broker-dealer,  and  has  implemented  procedures 
designed  to  prevent  the  use  and  dissemination  of 
material,  non-public  information  regarding  the 
Index. 

2  The  change  to  the  representation  regarding  the 
Index  Provider  described  herein  will  be  effective 
upon  filing  with  the  Commission  of  another 
amendment  to  the  Trust’s  Registration  Statement. 
See  note  5,  supra. 

®The  change  to  the  name  of  the  Index  underlying 
the  Fund  was  reflected  in  the  July  18,  2012 
amendment  to  the  Registration  Statement.  See  note 
.5,  supra. 
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changed  to  First  Trust  CBOE  S&P  500 
VIX  Tail  Hedge  Fund.^ 

The  Adviser  represents  that  there  is 
no  change  to  the  Fund’s  investment 
objective.  The  Fund  will  comply  with 
all  requirements  under  NYSE  Area 
Ecmities  Rule  5.2(j)(3).^“ 

Except  for  the  changes  noted  above, 
all  other  facts  presented  and 
representations  made  in  the  Prior 
Release  remain  unchanged. 

All  terms  referenced  but  not  defined 
herein  are  defined  in  the  Prior  Release. 

2.  Statutory  Basis 

The  basis  under  the  Act  for  this 
proposed  rule  change  is  the  requirement 
under  Section  6(b)(5)  that  an 
exchange  have  rules  that  are  designed  to 
prevent  fraudulent  and  manipulative 
acts  and  practices,  to  promote  just  and 
equitable  principles  of  trade,  to  remove 
impediments  to,  and  perfect  the 
mechanism  of  a  free  and  open  market 
and,  in  general,  to  protect  investors  and 
the  public  interest. 

Tne  Exchange  believes  that  the 
proposed  rule  change  is  designed  to 
prevent  fraudulent  and  manipulative 
acts  and  practices  in  that  the  proposed 
rule  change  corrects  the  representation 
made  in  the  Prior  Release  to  state  that 
CBOE,  and  not  S&P,  compiles, 
maintains,  and  owns  the  Index,  and  that 
CBOE  is  the  Index  Provider  with  respect 
to  the  Fund.  Both  S&P  and  CBOE  are  not 
broker-dealers  and  are  not  affrliated 
with  a  broker-dealer  and  have 
implemented  procedures  designed  to 
prevent  the  use  and  dissemination  of 
material,  non-public  information 
regarding  the  Index.  The  Fund  will 
comply  with  all  requirements  under 
NYSE  Area  Equities  Rule  5.2(j)(3),  and 
Commentaiy'  .01(a)(A)  thereto,  except 
that  the  Index  may  include  up  to  1%  of 
the  Index  weight  in  VIX  call  options, 
which  are  not  NMS  Stocks  as  defined  in 
Rule  600  of  Regulation  NMS. 


"The  change  to  the  name  of  the  Fund  was 
reflected  in  the  fuly  18,  2012  amendment  to  the 
Registration  Statement.  See  note  5,  supra. 

As  noted  in  the  Prior  Release,  the  Index  for  the 
Fund  does  not  meet  all  of  the  “generic"  listing 
requirements  of  Commentary  .01(a)(A)  to  NYSE 
Area  EquiUes  Rule  5.2(i)(3)  applicable  to  the  listing 
of  Investment  Company  Units  based  upon  an  index 
of  US  Component  Stocks,  as  defined  in  NYSE  Area 
Equities  Rule  5.2(iK3).  Specifically,  Commentary 
.01(a)(A)  to  NYSE  Area  Equities  Rule  5.2(j)(3)  sets 
forth  the  requirements  to  be  met  by  components  of 
an  index  or  portfolio  of  US  Component  Stocks.  As 
described  in  the  Prior  Release,  the  Index  consists 
of  an  S&P  500  Index  stock  portfolio  and  may  consist 
of  a  position  in  specified  VTX  Index  ("VDCj  call 
options.  The  Index  meets  all  requirements  of  NYSE 
Area  Equities  Rule  5.2(j)(3)  and  Conunentary 
.01(a)(A)  thereto  except  that  the  index  may  include 
up  to  1%  of  the  Index  weight  in  VIX  call  options, 
which  are  not  NMS  Stocks  as  defined  in  Rule  600 
of  Regulation  NMS.  See  notes  3  and  5,  supra,  and 
accompanying  text. 

"15  U.S.C  78flb)(5). 


The  proposed  rule  change  is  designed, 
to  promote  just  and  equitable  principles 
of  trade  and  to  protect  investors  and  the 
public  interest  in  that  the  Adviser 
represents  that  there  is  no  change  to  the 
Fund’s  investment  objective.  Both  S&P 
and  CBOE  are  unaffiliated  with  a 
broker-dealer  and  have  implemented 
procedures  designed  to  prevent  the  use 
and  dissemination  of  material,  non¬ 
public  information  regarding  the  Index. 
The  functions  of  the  Index  Provider  are 
those  described  in  the  Prior  Release,  and 
this  proposed  rule  change  corrects 
representations  made  in  ihe  Prior 
Release  by  stating  that  CBOE,  and  not 
S&P,  is  the  Index  Provider  and 
compiles,  maintains,  and  owns  the 
Index.  In  addition,  the  Exchange  seeks 
to  reflect  changes  to  the  name  of  the 
Index  underlying  the  Fund  and  to  the 
name  of  the  Fund,  as  described  above. 

The  proposed  rule  change  is  designed 
to  perfect  the  mechanism  of  a  free  and 
open  market  and,  in  general,  to  protect 
investors  and  the  public  interest  in  that, 
except  for  the  changes  noted  above,  all 
other  representations  made  in  the  Prior 
Release  remain  unchanged.  The  Adviser 
represents  that  there  is  no  change  to  the 
Fund’s  investment  objective.  In 
addition,  with  the  exception  noted 
above, ^2  the  Fund  will  comply  with  all 
requirements  under  NYSE  Area  Equities 
Rule  5.2(j)(3). 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

The  Exchange  does  not  believe  that 
the  proposed  rule  change  will  impose 
any  burden  on  competition  that  is  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Act. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

No  written  comments  were  solicited 
or  received  with  respect  to  the  proposed 
rule  change. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Because  the  proposed  rule  change 
does  not  (i)  significantly  affect  the 
protection  of  investors  or  the  public 
interest;  (ii)  impose  any  significant 
burden  on  competition:  and  (iii)  become 
operative  for  30  days  after  the  date  of 
the  filing,  or  such  shorter  time  as  the 
Commission  may  designate  if  consistent 
with  the  protection  of  investors  and  the 
public  interest,  the  proposed  rule 
change  has  become  effective  pursuant  to 


"  See  note  10,  supra. 


Section  19(b)(3)(A)  of  the  Act  and 
Rule  19b-4(fi(6)  thereunder.’'*  The 
Commission  notes  that  the  proposed 
rule  change  does  not  significantly  affect 
the  protection  of  investors  or  the  public 
interest  and  does  not  impose  any 
significant  burden  on  competition. 

NYSE  Area  represents  that  there  is  no 
change  to  the  Fund’s  investment 
objective  and  seeks  to  correct  a 
representation  made  regarding  the  Index 
Provider  reflected  in  the  Prior  Release  to 
state  that,  pursuant  to  an  arrangement 
with  the  CBOE,  S&P  has  certain  rights 
to  license  the  Index  to  third  parties.  S&P 
has  licensed  the  Index  to  First  Trust  for 
use  by  First  Trust  and  the  Fund.  CBOE 
is  the  Index  Provider  and  compiles, 
maintains,  and  owns  the  Index.  CBOE  is 
not  a  broker-dealer  or  affiliated  with  a 
broker-dealer  and  has  implemented 
procedures  designed  to  prevent  the  use 
and  dissemination  of  material,  non¬ 
public  information  regarding  the  Index. 
In  addition,  the  Exchange  seeks  to 
reflect  changes  to  the  name  of  the  Index 
underlying  the  Fund  and  the  name  of 
the  Fund,  as  described  above. 

A  proposed  rule  change  filed 
pursuant  to  Rule  19b-4(f)(6)  under  the 
Act  *5  normally  does  not  become 
operative  for  30  days  after  the  date  of  its 
filing.  However,  Rule  19b-4(f)(6) 
permits  the  Commission  to  designate  a 
shorter  time  if  such  action  is  consistent 
with  the  protection  of  investors  and  the 
public  interest.  The  Exchange  has  asked 
the  Commission  to  waive  the  30-day 
operative  delay,  noting  that  the 
Commission  has  previously  approved 
listing  and  trading  of  the  Fund  on  the 
Exchange,  the  Shares  have  not  yet 
commenced  trading,  the  proposed 
changes  in  this  filing  will  not  impact  the 
operation  of  the  Fund  or  the  Index  as 
described  in  the  Prior  Release,  and  the 
Adviser  is  prepared  to  commence 
Exchange  listing  and  trading  prior  to  the 
end  of  the  30-day  operative-delay 
period.  The  Exchange  proposes  to 
correct  the  representation  made  in  the 
Prior  Release  to  state  that  CBOE,  and  not 
S&P,  compiles,  maintains,  and  owns  the 
Index,  and  that  CBOE  is  the  Index 
Provider.  Both  S&P  and  CBOE  are  not 
broker-dealers  and  are  not  affiliated 
with  a  broker-dealer  and  have 
implemented  procedures  designed  to 
prevent  the  use  and  dissemination  of 


•3  15  U.S.C.  78s(b)(3)(A). 

17  CFR  240.19b— 4(f)(6).  As  required  under  Rule 
19b— 4(f)(6)(iii),  the  Exchange  provided  the  . 
Commission  with  written  notice  of  its  intent  to  file 
the  proposed  rule  change  along  with  a  brief 
description  and  the  text  of  the  proposed  rule 
change,  at  least  five  business  days  prior  to  the  date 
of  filing  of  the  proposed  rule  change,  or  such 
shorter  time  as  designated  by  the  Commission. 

"  17  CFR  240.19b-4(f)(6). 
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material,  non-public  information 
regardingthe  Index.  In  addition,  the 
Exchange  is  reflecting  changes  to  the 
name  of  the  Index  underlying  the  Fund 
and  to  the  name  of  the  Fund,  as 
described  above.  The  changes  to  the 
representation  regarding  the  Index 
Provider  described  herein  will  be 
effective  upon  filing  with  the 
Commission  of  another  amendment  to 
the  Trust’s  Registration  Statement.  The 
changes  to  the  name  of  the  Index 
underlying  the  Fund  and  the  name  of 
the  Fund  were  reflected  in  a  July  18, 
2012  amendment  to  the  Registration 
Statement.^®  The  Fund  will  comply 
with  all  requirements  under  NYSE  Area 
Equities  Rule  5.2(j)(3).^^  Except  for  the 
changes  noted  above,  all  other 
representations  made  in  the  Prior 
Release  remain  unchanged.  For  the 
foregoing  reasons,  the  Commission 
believes  that  waiving  the  30-day 
operative  delay  would  be  consistent 
with  the  protection  of  investors  and  the 
public  interest. 18  Therefore,  the 
Commission  designates  the  proposal 
operative  upon  filing. 

At  any  time^  within  60  days  of  the 
filing  of  the  proposed  rule  change,  the 
Commission  summarily  may 
temporarily  suspend  such  rule  change  if 
it  appears  to  the  Commission  that  such 
action  is  necessary  or  appropriate  in  the 
public  interest,  for  the  protection  of 
investors,  or  otherwise  in  furtherance  of 
the  purposes  of  the  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  fo 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 


All  submissions  should  refer  to  File 
Number  SR-NYSEArca-2012-90.  This 
file  number  should  be  included  on  the 
subject  line  if  email  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  [http://www.sec.gov/  * 
rules /sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the  * 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  Web  site  viewing  and 
printing  in  the  Commission’s  Public 
Reference  Room,  100  F  Street  NE., 
Washington,  DC  20549,  on  official 
business  days  between  the  hours  of 
10:00  a.m.  and  3:00  p.m.  Copies  of  the 
filing  alsg  will  he  available  for 
inspection  and  copying  at  the  principal 
office  of  the  Exchange.  All  comments 
received  will  be  posted  without  change; 
the  Commission  does  not  edit  personal 
identifying  information  from 
submissions.  You  should  submit  only 
information  that  you  wish  to  make 
available  publicly.  All  submissions 
should  refer  to  File  Number  SR- 
NYSEArca-2012-90  and  should  be 
submitted  on  or  before  September  21, 
2012. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 

authority.  18 

Kevin  M.  O’Neill, 

Deputy  Secretary. 

[FR  Doc.  2012-21493  Filed  8-30-12;  8:45  am] 
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•  Use  the  Commission’s  Internet 
comment  form  [http://www.sec.gov/ 
rules/sro.shtml);  or 

•  Send  an  email  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-NYSEArca-2012-90  on  tbe 
subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street  NE.,  Washington,  DC 
20549-1090. 


1®  See  note  5,  supra. 

1^  See  note  10,  supra. 

1®  For  purposes  only  of  waiving  the  30-day 
operative  delay,  the  Commission  has  considered  the 
proposed  rule’s  impact  on  efficiency,  competition, 
and  capital  formation.  See  15  U.S.C.  78c(f). 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-67733;  File  No.  SR-OCC- 
2012-11] 

Self-Regulatory  Organizations; 
Options  Clearing  Corporation;  Order 
Approving  Proposed  Rule  Change 
Relating  to  the  Auction  Process  Under 
Options  Clearing  Corporation  Rule 
1104 

August  27,  2012. 

I.  Introduction 

On  July  3,  2012,  the  Options  Clearing 
Corporation  (“OCC”)  filed  with  the 
Securities  and  Exchange  Commission 


>8  17  CFR  200.30-3(a)(12). 


(“Commission”]  the  proposed  rule 
change  SR-OCC-2012-11  pursuant  to 
Section  19Cb)(l)  of  the  Securities 
Exchange  Act  of  1934  (“Act”)  ^  and  Rule 
19b-4  thereunder. 2  The  proposed  rule 
change  was  published  for  comment  in 
the  Federal  Register  on  July  20,  2012.8 
The  Commission  received  no  comment 
letters.  This  order  approves  the 
proposed  rule  change. 

II.  Description 

In  a  recent  rule  change,  OCC  proposed 
and  the  Commission  approved 
provisions  to  OCC  Rule  1104  and  Rule 
1106  to  specifically  provide  that,  in 
addition  to  all  other  permitted  means  of 
liquidating  positions  and  collateral  in 
the  accounts  of  a  suspended  Clearing 
Member,  OCC  may,  at  its  discretion, 
liquidate  such  positions  and  collateral 
through  a  private  auction  process.^  The 
purpose  of  the  current  rule  change  is  to* 
add  an  interpretation  .02  to  Rule  1104 
to  provide  a  further  general  description 
of  such  a  private  auction  process  by 
which  OCC  may  liquidate  all  or  any  part 
of  a  suspended  Clearing  Member’s 
accounts.  The  proposed  interpretation 
sets  forth  the  basic  parameters  of  such 
an  auction,  including  the  process  for 
creating  a  standing  pool  of  pre-qualified 
potential  bidders,  criteria  for  fixing  the 
number  of  bidders  to  participate  in  any 
particular  auction  and  the  method  of 
selection  of  such  bidders.  Such  criteria 
are  intended  to  ensure  an  orderly  and 
robust  auction  and  to  ensure  that 
auction  bidders  are  financially  able  to 
make  payment  for  and  assume  the 
obligations  of  the  collateral  and 
positions  they  are  acquiring  and  able  to 
manage  the  risk  thereof  and/or  trade  out 
of  the  positions  without  creating  . 
unnecessary  further  risk  to  the 
Corporation.  Interpretations  cross- 
referencing  interpretation  .02  to  Rule 
1104  will  be  added  following  Rules 
1106,  1107,  2210,  and  2210A,  and  the 
latter  three  rules  are  proposed  to  be 
amended  to  provide  that  the  auction 
process  is  applicable  to  assets  and 
obligations  arising  from  exercised  and 
assigned  options  and  matured, 
physically-settled  futures  and  to  assets 
and  obligations  arising  from  the  close¬ 
out  of  stock  loan  and  borrow  positions 
as  well. 


1 15  U.S.C.  78s(b)(l). 

2  17  CFR  240.19b-^. 

®  Securities  Exchange  Act  Release  No.  67443  (July 
16,  2012),  77  FR  42784  (July  20.  2012). 

■*  See  Exchange  Act  Release  No.  65654  (October 
28,  2011),  76  FR  68236  (November  3,  2011)  (SR- 
C)CC-2011-08)  (Order  Approving Proposed  Rule 
Change,  as  Modified  by  Amendment  No.  1,  to 
Provide  Specific  Authority  to  Use  an  Auction 
Process  as  One.  of  the  Means  to  Liquidate  a 
Defaulting  Clearing  Member’s  Accounts). 
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Each  private  auction  will  be  a  “sealed 
bid”  auction  in  which  pre-qualified 
bidders  selected  by  OCC  will  submit 
confidential  bids  such  that  no  bidder 
will  know  the  bid  information  of  any  of 
the  other  bidders.  The  pool  of 
prequalified  potential  bidders  in  any 
auction  would  consist  of  all  Clearing 
Members  who  cU'e  interested  in 
participation  and  willing  to  execute  the 
required  documentation.  Participation 
in  the  pre-qualified  bidder  pool  by 
certain  non-Clearing  Members  would 
also  be  solicited.  Should  the 
Corporation  determine  to  hold  a  private 
auction,  the  Corporation  will  review  the 
pool  of  pre-qualified  auction  bidders 
and  would  seek  to  invite  a  fixed  number 
of  bidders  for  the  auction  based  on 
objective  criteria  that  the  Corporation 
believes  would  optimize  the 
effectiveness  of  the  auction  process. 

OCC  believes  that  fixing  the  size  of  the 
desired  bidder  group  at  a  number  that 
is  either  too  large  or  too  small  could 
have  an  adverse  impact  on  the 
effectiveness  and  competitiveness  of  the 
auction  process.  A  group  that  is  too 
small  would  not  provide  adequate 
competition  among  bidders,  while 
setting  the  target  size  for  the  group  of 
bidders  at  too  large  a  number  would 
discourage  participation  because  of  fear 
that  the  composition  of  the  portfolios  to 
be  bid  on  would  be  leaked  beyond  the 
bidder  group,  allowing  non-bidders  to 
trade  ahead  of  the  auction  to  the 
disadvantage  of  bidders  in  the  auction. 
Attempting  to  organize  too  large  a  group 
of  bidders  would  also  cause  potentially 
costly  delay  in  the  auction  process.  OCC 
would  most  likely  use  its  secure 
ENCORE  system  or  telephone  contact  to 
invite  selected  pre-qualified  bidders  to 
submit  bids  in  the  private  auction.  No 
invited  bidder  would  be  obligated  to  bid 
in  the  private  auction. 

At  the  conclusion  of  a  private  auction, 
OCC  will,  in  its  discretion,  select  the 
best  bid  submitted  for  the  auctioned 
portfolio  based  on  the  totality  of  the 
circumstances.^  For  example,  where  an 
auction  portfolio  has  a  negative  net  asset 
value,  negative  bids  may  be  submitted 
which  indicate  how  much  OCC  would 
be  required  to  pay  a  bidder  to  assume 
the  auction  portfolio,  and  the  lowest 
rather  than  the  highest  bid  may 
therefore  be  the  best  bid.  Other  factors 
such  as  any  condition  attached  to  a  bid 
may  influence  the  choice  of  best  bid. 

Finally,  in  order  to  increase  legal 
certainty  under  potentially  applicable 
provisions  of  the  Uniform  Commercial 


*The  Staff  notes  for  clarity  that  fXXZ  has  no 
specific  procedures  to  armounce  auctions  or  their 
results  other  than  notices  to  the  winning  bidders 
and  losing  bidders  as  specified  in  proposed  Rule 
1104(e). 


Code,  the  proposed  interpretations 
would  require  Clearing  Members  to 
acknowledge  that  the  private  auction 
process  is  a  commercially  reasonable 
method  of  liquidating  a  suspended 
Clearing  Member’s  accounts  and  that 
notice  of  a  private  auction  to  a 
suspended  Clearing  Member  is  not 
required  under  the  auction  process. 

III.  Discussion 

Section  17A(b)(3KF)  of  the  Act 
requires  that,  among  other  things,  the 
rules  of  a  clearing  agency  be  designed  to 
promote  the  prompt  and  accurate 
clearance  and  settlement  of  securities 
transactions,  and,  to  the  extent 
applicable,  derivative  agreements, 
contracts,  and  transactions.®  The  rule 
change  sets  forth  the  procedures  that 
OCC  will  use  to  liquidate  the  open 
positions  and  margin  of  a  defaulting 
member  in  order  to  meet  its  settlement 
obligations  to  non-defaulting  members 
promptly  and  in  a  manner  that  is  least 
disruptive  to  the  securities  markets. 
Section  17A(b)(3KF)  of  the  Act  also 
requires  that  the  rules  of  a  clearing 
agency  are,  in  general,  designed  to 
protect  investors  and  the  public  interest 
and  are  not  designed  to  permit  unfair 
discrimination  among  participants  in 
the  use  of  the  clearing  agency.^  The  rule 
change  sets  forth  the  general  criteria 
used  by  OCC  to  select  bidders,  invite 
bidders  to  participate  in  the  auction, 
and  select  the  best  bid. 

rV.  Conclusion 

On  the  basis  of  the  foregoing,  the 
Commission  finds  that  the  proposal  is 
consistent  with  the  requirements  of  the 
Act  and  in  particular  with  the 
requirements  of  Section  17A  of  the  Act® 
and  the  rules  and  regulations 
thereunder. 

It  is  therefore  ordered,  pursuant  to 
Section  19(b)(2)  of  the  Act,®  that  the 
proposed  rule  change  (File  No.  SR- 
OCC-2012-11)  be,  and  hereby  is, 
approved.^® 

For  the  Commission  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.” 

Kevin  M.  O’Neill, 

Deputy  Secretary. 

(FR  Doc.  2012-21494  Filed  8-30-12;  8:45  am] 
BILLING  CODE  8011-01-P 


« 15  U.S.C.  78q-l(b)(3)(F). 

^Id. 

«15  U.S.C.  78q-l. 

’•IS  U.S.C.  78s(b)(2). 

In  approving  this  proposed  rule  change  the 
Commission  has  considered  the  proposed  rule’s 
impact  of  efficiency,  competition,  and  capital 
formation.  See  15  U.S.C.  78c(f). 

”  17  CFR  200.30-3(a)(12). 
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COMMISSION 


[Release  No.  34-67734;  File  No.  SR-BYX- 
2012-019]  . 

Self-Regulatory  Organizations;  BATS 
Y-Exchange,  Inc.;  Notice  of  Filing  of 
Proposed  Rule  Change  To  Adopt  a 
Retail  Price  Improvement  Program 

August  27,  2012. 

'  Pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934  (the 
“Act”),^  and  Rule  19b-4  thereunder,^ 
notice  is  hereby  given  that  on  August 
14,  2012,  BATS  Y-Exchange,  Inc.  (the 
“Exchange”  or  “BYX”)  filed  with  the 
Securities  and  Exchange  Commission 
(“Commission”)  the  proposed  rule 
change  as  described  in  Items  I  and  II 
below,  which  Items  have  been  prepared 
by  the  Exchange.  The  Commission  is 
publishing  this  notice  to  solicit 
comments  on  the  proposed  rule  change 
from  interested  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange’s  proposed  rule  change 
would  adopt  new  Rule  11.24  to 
establish  a  Retail  Price  Improvement 
(“RPI”)  Program  (the  “Program”  or 
“proposed  rule  change”)  to  attract 
additional  retail  order  flow  to  the 
Exchange  while  also  providing  the 
potential  for  price  improvement  to  such 
order  flow. 

The  text  of  the  proposed  rule  change 
is  available  at  the  Exchange’s  Web  site 
at  http://www.batstrading.com,  at  the 
principal  office  of  the  Exchange,  and  at 
the  Commission’s  Public  Reference 
Room.  The  proposed  rule  text  can  be 
found  in  Exhibit  5. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
Exchange  included  statements 
concerning  the  purpose  of  and  basis  for 
the  proposed  rule  change  and  discussed 

•  any  comments  it  received  on  the 

proposed  rule  change.  The  text  of  these 
statements  may  be  examined  at  the 
places  specified  in  Item  IV  below.  The 
Exchange  has  prepared  summaries,  set 
forth  in  Sections  A,  B,  and  C  below,  of 
the  most  significant  parts  of  such 
statements. 


•15  U.S.C, 78s(b)(l). 
2  17CFR240.19b-4. 


Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Notices 


53243 


(A)  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

I.  Purpose 
Background 

The  Exchange  is  proposing  a  one-year 
pilot  program  that  would  add  new  Rule 

II. 24  to  establish  an  RPI  Program  to 
attract  additional  retail  order  flow  to  the 
Exchange  while  also  providing  the 
potential  for  price  improvement  to  such 
order  flow.  Under  the  proposed  rule 
change,  the  Exchange  would  create  a 
new  class  of  market  participant  called  a 
Retail  Member  Organization  (“RMO”), 
which  would  be  eligible  to  submit 
certain  retail  order  flow  (“Retail 
Orders”)  to  the  Exchange.  As  proposed, 
all  Exchange  Users  ^  will  be  permitted  to 
provide  potential  price  improvement  for 
Retail  Orders  in  the  form  of  non- 
displayed  interest  that  is  better  than  the 
national  best  bid  that  is  a  Protected 
Quotation  (“Protected  NBB”)  or  the 
national  best  offer  that  is  a  Protected 
Quotation  (“Protected  NBO,”  and 
together  with  the  Protected  NBB,  the 
“Protected  NBBO”)."* 

Definitions 

The  Exchange  proposes  to  adopt  the 
following  definitions  under  proposed 
Rule  11.24(a).  First,  the  term  “Retail 
Member  Organization”  would  be 
defined  as  a  Member  ^  (or  a  division 
thereof)  that  has  been  approved  by  the 
Exchange  to  submit  Retail  Orders. 

Second,  the  term  “Retail  Order” 
would  be  defined  as  an  agency  order 
that  originates  from  a  natural  person 
and  is  submitted  to  the  Exchange  by  an 
RMO,  provided  that  no  change  is  made 
to  the  terms  of  the  order  with  respect  to 
price  or  side  of  market  and  the  order 
does  not  originate  from  a  trading 


3  A  “User”  is  defined  in  BYX  Rule  1.5(cc)  as  any 
member  or  sponsored  participant  of  the  Exchange 
who  is  authorized  to  obtain  access  to  the  System. 

••  The  term  Protected  Quotation  is  defined  in  BYX 
Rule  1.5(t)  and  has  the  same  meaning  as  is  set  forth 
in  Regulation  NMS  Rule  600(b)(58).  The  terms 
Protected  NBB  and  Protected  NBO  are  defined  in 
BYX  Rule  1.5(s).  The  Protected  NBB  is  the  best- 
priced  protected  bid  and  the  Protected  NBO  is  the 
best-priced  protected  offer.  Generally,  the  Protected 
NBB  and  Protected  NBO  and  the  national  best  bid 
(“NBB”)  and  national  best  offer  (“NBO,”  together 
with  the  NBB,  the  “NBBO”)  will  be  the  same. 
However,  a  market  center  is  not  required  to  route 
to  the  NBB  or  NBO  if  that  market  center  is  subject 
to  an  exception  under  Regulation  NMS  Rule 
611(b)(1)  or  if  such  NBB  or  NBO  is  otherwise  not 
available  for  an  automatic  execution.  In  such  case, 
the  Protected  NBB  or  Protected  NBO  would  be  the 
best-priced  protected  bid  or  offer  to  which  a  market 
center  must  route  interest  pursuant  to  Regulation 
NMS  Rule  611. 

*  A  “Member”  is  defined  in  BYX  Rule  1.5(n)  as 
any  registered  broker  or  dealer  that  has  been 
admitted  to  membership  in  the  Exchange. 


algorithm  or  any  other  computerized 
methodology. 

Finally,  the  term  “Retail  Price 
Improvement  Order”  or  “RPI  Order” 
would  be  defined  as  non-displayed 
interest  on  the  Exchange  that  is  better 
than  the  Protected  NBB  or  Protected 
NBO  by  at  least  $0,001  and  that  is 
identified  as  an  RPI  Order  in  a  manner 
prescribed  by  the  Exchange  (“RPI 
interest”).®  The  price  of  an  RPI  Order 
would  be  determined  by  a  User’s  entry 
of  the  following  into  the  Exchange:  (1) 
RPI  buy  or  sell  interest;  (2)  an  offset,  if 
any;  and  (3)  a  ceiling  or  floor  price.  The 
Exchange  expects  that  RPI  sell  or  buy 
interest  typically  would  be  entered  to 
track  the  Protected  NBBO.  The  offset 
would  be  a  predetermined  amount  by 
which  the  User  is  willing  to  improve  the 
Protected  NBBO,  subject  to  a  ceiling  or 
floor  price.  The  ceiling  or  floor  price 
would  be  the  amount  above  or  below 
which  the  User  does  not  wish  to  trade. 
RPI  Orders  in  their  entirety  (the  buy  or 
sell  interest,  the  offset,  and  the  ceiling 
or  floor)  will  remain  non-displayed.  The 
Exchange  will  also  allow  Users  to  enter 
RPI  Orders  which  establish  the  exact 
limit  price,  which  is  similar  to  a  non- 
displayed  limit  order  currently  accepted 
by  the  Exchange  today  except  the 
Exchange  will  accept  sub-penny  limit 
prices  on  RPI  Orders  with  three 
numbers  after  the  decimal.  The 
Exchange’s  System  ^  will  monitor 
whether  RPI  buy  or  sell  interest, 
adjusted  by  any  offset  and  subject  to  the 
ceiling  or  floor  price,'  is  eligible  to 
interact  with  incoming  Retail  Orders. 

Users  and  RMOs  may  enter  odd  lots, 
round  lots  or  mixed  lots  as  RPI  Orders 
and  as  Retail  Orders  respectively.  As 


**  Exchange  systems  would  prevent  Retail  Orders 
from  interacting  with  RPI  Orders  if  the  RPI  Order 
is  not  priced  at  least  $0,001  better  than  the 
Protected  NBBO.  The  Exchange  notes,  however, 
that  price  improvement  of  SO.OOl  woulij  be  a 
minimum  requirement  and  Users  could  enter  RPI 
Orders  that  better  the  Protected  NBBO  by  more  than 
$0,001.  Exchange  systems  will  accept  RPI  Orders 
without  a  minimum  price  improvement  value; 
however,  such  interest  will  execute  at  its  floor  or 
ceiling  price  only  if  such  floor  or  ceiling  price  is 
better  than  the  Protected  NBBO  by  $0,001  or  more. 
Concurrently  with  this  filing,  the  Exchange  has 
submitted  a  request  for  an  exemption  under 
Regulation  NMS  Rule  612  that  would  permit  it  to 
accept  and  rank  the  non-displayed  RPl.Orders.  As 
outlined  in  the  request,  the  Exchange  believes  that 
the  minimum  price  improvement  available  under 
the  Program,  which  would  amount  to  $0.50  on  a 
500  share  order,  would  be  meaningful  to  the  small 
retail  investor.  See  Letter  from  Eric  J.  Swanson, 
Senior  Vice  President,  General  Counsel,  BATS 
Global  Markets,  Inc.  to  Elizabeth  M.  Murphy, 
Secretary,  Securities  and  Exchange  Commission 
dated  August  14,  2012  (“Sub-Penny  Rule 
Exemption  Request”). 

^The  “System”  is  defined  in  BYX  Rule  1.5(aa)  as 
“the  electronic  communications  and  trading  facility 
designated  by  the  Board  through  which  securities 
orders  of  Users  are  consolidated  for  ranking, 
execution  and,  when  applicaljle,  routing  away.” 


discussed  below,  RPI  Orders  will  be 
ranked  and  allocated  according  to  price 
and  time  of  entry  into  the  System 
consistent  with  Exchange  Rule  11.12 
and  therefore  without  regard  to  whether 
the  size  entered  is  an  odd  lot,  round  lot 
or  mixed  lot  amount.  Similarly,  Retail 
Orders  will  interact  with  RPI  Orders 
according  to  the  Priority  and  Allocation 
rules  of  the  Program  and  without  regard 
to  whether  they  are  odd  lots,  round  lots 
or  mixed  lots.  Finally,  Retail  Orders 
may  be  designated  as  Type  1  or  Type  2 
without  regard  to  the  size  of  the  order. 

In  accordance  with  rules  of  the 
consolidated  tape  plans,  executions  less 
than  a  round  lot  will  not  print  to  the 
consolidated  tape  or  be  considered  the 
last  sale. 

RPI  Orders  would  interact  with  Retail 
Orders  as  follows.  Assume  a  User  enters 
RPI  sell  interest  with  an  offset  of  $0,001 
and  a  floor  of  $10.10  while  the  Protected 
NBO  is  $10.11.  The  RPI  Order  could 
interact  with  an  incoming  buy  Retail 
Order  at  $10,109.  If,  however,  the 
Protected  NBO  was  $10.10,  the  RPI 
Order  could  not  interact  with  the  Retail 
Order  because  the  price  required  to 
deliver  the  minimum  $0,001  price 
improvement  ($10,099)  would  violate 
the  User’s  floor  of  $10.10.  If  a  User 
otherwise  enters  an  offset  greater  than 
the  minimum  required  price 
improvement  and  the  offset  would 
produce  a  price  that  would  violate  the 
User’s  floor,  the  offset  would  be  applied 
only  to  the  extent  that  it  respects  the 
User’s  floor.  By  way  of  illustration, 
assume  RPI  buy  interest  is  entered  with 
an  offset  of  $0,005  and  a  ceiling  of 
$10,112  while  the  Protected  NBB  is  at 
$10.11.  The  RPI  Order  could  interact 
with  an  incoming  sell  Retail  Order  at 
$10,112,  because  it  would  produce  the 
required  price  improvement  without 
violating  the  User’s  ceiling,  but  it  could 
not  interact  above  the  $10,112  ceiling. 
Finally,  if  a  User  enters  an  RPI  Order 
without  an  offset  (i.e.,  an  explicitly 
priced  limit  order),  the  RPI  Order  will 
interact  with  Retail  Orders  at  the  level 
of  the  User’s  limit  price  as  long  as  the 
minimum  required  price  improvement 
is  produced.  Accordingly,  if  RPI  sell 
interest  is  entered  with  a  limit  price  of 
$10,098  and  no  offset  while  the 
Protected  NBO  is  $10.11,  the  RPI  Order 
could  interact  with  the  Retail  Order  at 
$10,098,  producing  $0,012  of  price 
improvement.  The  System  will  not 
cancel  RPI  interest  when  it  is  not 
eligible  to  interact  with  incoming  Retail 
Orders;  such  RPI  interest  will  remain  in 
the  System  and  may  become  eligible 
again  to  interact  with  Retail  Orders 
depending  on  the  Protected  NBB  or 
Protected  NBO. 
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RMO  Qualifications  and  Approval 
Process 

Under  proposed  Rule  11.24(b),  any 
Member  could  qualify  as  an  RMO  if  it 
conducts  a  retail  business  or  bandies 
retail  orders  on  behalf  of  another  broker- 
dealer.  Any  Member  that  wishes  to 
obtain  RMO  status  w’ould  be  required  to 
submit:  (1)  An  application  form;  (2)  an 
attestation,  in  a  form  prescribed  by  the 
Exchange,  that  any  order  submitted  by 
the  Member  as  a  Retail  Order  would 
meet  the  qualifications  for  such  orders 
under  proposed  Rule  11.24;  and  (3) 
supporting  documentation  sufficient  to 
demonstrate  the  retail  nature  and 
characteristics  of  the  applicant’s  order 
flow.* 

An  RMO  would  be  required  to  have 
written  policies  and  procedures 
reasonably  designed  to  assure  that  it 
will  only  designate  orders  as  Retail 
Orders  if  all  requirements  of  a  Retail 
Order  are  met.  Such  written  policies 
and  procedures  must  require  the 
Member  to  (i)  exercise  due  diligence 
before  entering  a  Retail  Order  to  assure 
that  entry  as  a  Retail  Order  is  in 
compliance  with  the  requirements  of 
this  rule,  and  (ii)  monitor  whether 
orders  entered  as  Retail  Orders  meet  the 
applicable  requirements.  If  the  RMO 
represents  Retail  Orders  from  another 
broker-dealer  customer,  the  RMO’s 
supervisory  procedures  must  be 
reasonably  designed  to  assure  that  the 
orders  it  receives  from  such  broker- 
dealer  customer  that  it  designates  as 
Retail  Orders  meet  the  definition  of  a 
Retail  Order.  The  RMO  must  (i)  obtain 
an  annual  written  representation,  in  a 
form  acceptable  to  the  Exchange,  from 
each  broker-dealer  customer  that  sends 
it  orders  to  be  designated  as  Retail 
Orders  that  entry  of  such  orders  as 
Retail  Orders  will  be  in  compliance 
with  the  requirements  of  this  rule,  and 
(ii)  monitor  whether  its  broker-dealer 
customer’s  Retail  Order  flow  continues 
to  meet  the  applicable  requirements.® 

If  the  Exchange  disapproves  the 
application,  the  Exchange  would 
provide  a  written  notice  to  the  Member. 
The  disapproved  applicant  could  appeal 
the  disapproval  by  the  Exchange  as 
provided  in  proposed  Rule  11.24(d), 


“For  example,  a  prospe{:tive  RMO  could  be 
required  to  provide  sample  marketing  literature. 
Web  site  screenshots,  other  publicly  disclosed 
materials  describing  the  retail  nature  of  their  order 
flow,  and  such  other  documentation  and 
information  as  the  Exchange  mav  require  to  obtain 
reasonable  assurance  that  the  applicant's  order  flow 
would  meet  the  requirements  of  the  Retail  Order 
definition. 

®  The  Exchange  or  another  self-regulatoiy 
organization  on  behalf  of  the  Exchange  will  review 
an  RMO's  compliance  with  these  requirements 
through  an  exam-based  review  of  the  RMO's 
internal  controls. 


and/or  reapply  for  RMO  status  90  days 
after  the  disapproval  notice  is  issued  by 
the  Exchange.  An  RMO  also  could 
voluntarily  withdraw  from  such  status 
at  any  time  by  giving  written  notice  to 
the  Exchange. 

Failure  of  RMO  To  Abide  by  Retail 
Order  Requirements 

Proposed  Rule  11.24(c)  addresses  an 
RMO’s  failure  to  abide  by  Retail  Order 
requirements.  If  an  RMO  designates 
orders  submitted  to  the  Exchange  as 
Retail  Orders  and  the  Exchange 
determines,  in  its  sole  discretion,  that 
those  orders  fail  to  meet  any  of  the 
requirements  of  Retail  Orders,  the 
Exchange  may  disqualify  a  Member 
from  its  status  as  an  RMO.  When 
disqualification  determinations  are 
made,  the  Exchange  would  provide  a 
written  disqualification  notice  to  the 
Member.  A  disqualified  RMO  could 
appeal  the  disqualification  as  provided 
in  proposed  Rule  11.24(d)  and/or 
reapply  for  RMO  status  90  days  after  the 
disqualification  notice  is  issued  by  the 
Exchange,  http:// 
w'w'w'.bloomberglaw.com/s/legal/ 
0d8c2a43fe620ae36f925f9dd67c208l/ 
document/X9RVKVG5GVG0?search32= 
C9P6UQR5E9FN6PB1E9HM 
GNRKCLP6QF984 9P6A  T3 1 D5M2 
0R39E5QMIP39EHSI0S3IDTJN4OBD48K 
JMERJEHIMQRB5CHFN6PB1E9HMGF 
B6C5M76P8-fn_8 

Appeal  of  Disapproval  or 
Disqualification 

Proposed  Rule  11.24(d)  provides 
appeal  rights  to  Members.  If  a  Member 
disputes  the  Exchange’s  decision  to 
disapprove  it  as  an  RMO  under  Rule 
11.24(b)  or  disqualify  it  under  Rule 
11.24(c),  such  Member  (“appellant”) 
may  request,  within  five  business  days 
after  notice  of  the  decision  is  issued  by 
the  Exchange,  that  the  Retail  Price 
Improvement  Program  Panel  (“RPI 
Panel”)  review  the  decision  to 
determine  if  it  was  correct. 

The  RPI  Panel  would  consist  of  the 
Exchange’s  Chief  Regulatory  Officer 
(“CRO”),  or  a  designee  of  the  CRO,  and 
two  officers  of  the  Exchange  designated 
by  the  Chief  Operating  Officer  (“COO”). 
The  RPI  Panel  would  review  the  facts 
and  render  a  decision  within  the  time 
frame  prescribed  by  the  Exchange.  The 
RPI  Panel  could  overturn  or  modify  an 
action  taken  by  the  Exchange  and  all 
determinations  by  the  RPI  Panel  would 
constitute  final  action  by  the  Exchange 
on  the  matter  at  issue. 

Retail  Liquidity  Identifier 

Under  proposed  Rule  11.24(e),  the 
Exchange  proposes  to  disseminate  an 
identifier  when  RPI  interest  priced  at 


least  $0,001  better  than  the  Exchange’s 
Protected  Bid  or  Protected  Offer  for  a 
particular  security  is  available  in  the 
System  (“Retail  Liquidity  Identifier”). 
The  Retail  Liquidity  Identifier  will  be 
disseminated  through  consolidated  data 
streams  (i.e.,  pursuant  to  the 
Consolidated  Tape  Association  Plan/ 
Consolidated  Quotation  Plan,  or  CTA/ 
CQ,  for  Tape  A  and  Tape  B  securities, 
and  the  Nasdaq  UTP  Plan  for  Tape  C 
securities)  as  well  as  through 
proprietary  Exchange  data  feeds. The 
Retail  Liquidity  Identifier  will  reflect 
the  symbol  and  the  side  (buy  or  sell)  of 
the  RPI  interest,  but  will  not  include  the 
price  or  size  of  the  RPI  interest.  In 
particular,  CQ  and  UTP  quoting  outputs 
will  include  a  field  for  codes  related  to 
the  Retail  Price  Improvement  Identifier. 
The  codes  will  indicate  RPI  interest  that 
is  priced  better  than  the  Exchange’s 
Protected  Bid  or  Protected- Offer  by  at 
least  the  minimum  level  of  price 
improvement  as  required  by  the 
Program. 

Retail  Order  Designations. 

Under  proposed  Rule  11.24(f),  an 
RMO  can  designate  how  a  Retail  Order 
would  interact  with  available  contra- 
side  interest  as  follows.  As  proposed,  a 
Type  1-designated  Retail  Order  would 
interact  with  available  contra-side  RPI 
Orders  and  other  price  improving 
liquidity  but  would  not  interact  with 
other  available  contra-side  interest  in 
the  System  or  route  to  other  markets. 
The  portion  of  a  Type  1-designated 
Retail  Order  that  does  not  execute 
against  contra-side  RPI  Orders  or  other 
price  improving  liquidity  would  be 
immediately  and  automatically 
cancelled.  A  Type  2-designated  Retail 
Order  would  interact  first  with  available 
contra-side  RPI  Orders  and  other  price 
improving  liquidity  and  then  any 
remaining  portion  of  the  Retail  Order 
would  be  executed  as  an  Immediate  or 
Cancel  (“IOC”)  Order  pursuant  to  Rule 
11.9(b)(1).  A  Type  2-designated  Retail 
Order  can  either  be  submitted  as  a 


’“The  Exchange  notes  that  the  Retail  Liquidity 
Identifier  for  Tape  A  and  Tape  B  securities  will  be 
disseminated  pursuant  to  the  CTA/CQ  Plan  as  soon 
as  th»  Program,  if  approved,  becomes  operational. 

If  the  Program  is  approved  and  becomes  operational 
in  the  near  future,  then  the  Retail  Liquidity 
Identifier  for  Tape  C  securities  will  only  be 
available  through  the  Exchange’s  proprietary  data 
feeds  until  approximately  October  1,  2012,  at  which 
time  the  identifier  will  also  be  available  through  tbe 
consolidated  public  market  data  stream  for  Tape  C 
securities.  October  1,  2012  is  the  date  that  the 
processor  for  the  Nasdaq  UTP  quotation  stream 
anticipates  offering  the  ability  to  disseminate  the 
Retail  Liquidity  Identifier  and  analogous  identifiers 
from  other  market  centers  that  operate  programs 
similar  to  the  RPI  Program. 
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BATS  Only  Order  ”  or  as  an  order 
eligible  for  routing  pursuant  to  Rule 
11.13(a)(2).  Accordingly,  a  Type  2- 
designated  Retail  Order  could  interact 
with  other  interest  in  the  System  and,  if 
designated  as  eligible  for  routing,  would 
route  to  other  markets  in  compliance 
with  Regulation  NMS. 

Priority  and  Order  Allocation 

Under  proposed  Rule  11.24(g),  the 
Exchange  proposes  that  competing  RPI 
Orders  in  the  same  security  would  be 
ranked  and  allocated  according  to  price 
then  time  of  entry  into  the  System.  The 
Exchange  further  proposes  that 
executions  will  Occur  in  price/time 
priority  in  accordance  with  Rule  11.12. 
Any  remaining  unexecuted  RPI  interest 
will  remain  available  to  interact  with 
other  incoming  Retail  Orders  if  such 
intere.st  is  at  an  eligible  price.  Any 
remaining  unexecuted  portion  of  the 
Retail  Order  will  cancel  or  execute  in 
accordance  with  proposed  Rule  11.24(f). 
The  following  example  illustrates  this 
proposed  method; 

Protected  NBBO  for  security  ABC  is  $10.00- 

$10.05 

User  1  enters  an  RPI  Order  to  buy  ABC  at 

$10,015  for  500 

User  2  then  enters  an  RPI  Order  to  buy  ABC 

at  $10.02  for  500 

User  3  then  enters  an  RPI  Order  to  buy  ABC 

at  $10,035  for  500 

An  incoming  Retail  Order  to  sell  ABC 
for  1,000  executes  first  against  User  3’s 
bid  for  500  at  $10,035,  because  it  is  the 
best  priced  bid,  then  against  User  2’s  bid 
for  500  at  $10.02,  because  it  is  the  next 
best  priced  bid.  User  1  is  not  filled 
because  the  entfre  size  of  the  Retail 
Order  to  sell  1,000  is  depleted.  The 
Retail  Order  executes  against  RPI  Orders 
in  price/time  priority. 

However,  assume  the  same  facts 
above,  except  that  User  2’s  RPI  Order  to 
buy  ABC  at  $10.02  is  for  100.  The 
incoming  Retail  Order  to  sell  1,000 
executes  first  against  User  3’s  bid  for 
500  at  $10,035,  because  it  is  the  best 
priced  bid,  then  against  User  2’s  bid  for 
100  at  $10.02,  because  it  is  the  next  best 
priced  bid.  User  1  then  receives  an 
execution  for  400  of  its  bid  for  500  at 
$10,015,  at  which  point  the  entire  size 
of  the  Retail  Order  to  sell  1,000  is 
depleted. 

As  a  final  example,  assume  the  same 
facts  as  above,  except  that  User  3’s  order 
was  not  an  RPI  Order  to  buy  ABC  at 
$10,035,  but  rather,  a  non-displayed 
order  to  buy  ABC  at  $10.03.  The  result 
would  be  similar  to  the  result 
immediately  above,  in  that  the  incoming 


’’  A  BATS  Only  Order  is  defined  in  BYX  Rule 
11.9(c)(4)  and  includes  orders  that  are  not  eligible 
for  routing  to  other  trading  centers. 


Retail  Order  to  sell  1,000  executes  first 
against  User  3’s  bid  for  500  at  $10.03, 
because  it  is  the  best  priced  bid,  then 
against  User  2’s  bid  for  100  at  $10.02, 
because  it  is  the  next  best  priced  bid. 
User  1  then  receives  an  execution  for 
400  of  its  bid  for  500  at  $10,015,  at 
which  point  the  entire  size  of  the  Retail 
Order  to  sell  1,000  is  depleted. 

Implementation 

The  Exchange  proposes  that  all 
securities  traded  on  the  Exchange  would 
be  eligible  for  inclusion  in  the  RPI 

Program.  ^2 

The  Exchange  proposes  to  limit  the 
Program  during  the  pilot  period  to 
trades  occurring  at  prices  equal  to  or 
greater  than  $1.00  per  share.  Toward 
that  end,  Exchange  trade  validation 
systems  would  prevent  the  interaction 
of  RPI  buy  or  sell  interest  (adjusted  by 
any  offset)  and  Retail  Orders  at  a  price 
below  $1.00  per  share. ^3  For  example,  if 
there  was  RPI  buy  interest  tracking  the 
Protected  NBB  at  $0.99  with  an  offset  of 
$0,001  and  a  ceiling  of  $1.02,  Exchange 
trade  validation  systems  would  prevent 
the  execution  of  the  RPI  Order  at  $0,991 
with  a  sell  Retail  Order  with  a  limit  of 
$0.99.  However,  if  the  Retail  Order  was 
Type  2  as  defined  [sic]  the  Program, ^4  it 
would  be  able  to  interact  at  $0.99  with 
liquidity  outside  the  Program  in  the 
Exchange’s  order  book.  In  addition  to 
facilitating  an  orderly  and 
operationally  intuitive  pilot,  the 
Exchange  believes  that  limiting  the 
Program  to  trades  equal  to  or  greater 
than  $1.00  per  share  during  the  pilot 
will  enable  it  better  to  focus  its  efforts 
to  monitor  price  competition  and  to 
assess  any  indications  that  data 


The  Exchange  offers  trading  of  all  NMS  stocks 
pursuant  to  unlisted  trading  privileges,  consistent 
with  Section  12(f)  of  the  Act  and  Rule  12f-5 
thereunder.  Accordingly,  the  Exchange  offers 
trading  of  securities  listed  on  BATS  Exchange,  Inc., 
the  New  York  Stock  Exchange  LLC,  NYSE  Area, 

Inc.,  NYSE  MKT  LLC  (formerly  the  American  Stock 
Exchange),  and  The  NASDAQ  Stock  Market  LLC. 

V  As  discussed  above,  the  price  of  an  RPI  would 
be  determined  by  a  User’s  entry  of  buy  or  sell 
interest,  an  offset  (if  any)  and  a  ceiling  or  floor 
price.  The  Exchange  expects  that  RPI  sell  or  buy 
interest  typically  would  track  the  Protected  NBBO. 

'■•Type  2  Retail  Orders  are  treated  as  IOC  orders 
that  execute  against  displayed  and  non-displayed 
liquidity  in  the  Exchange's  order  book  where  there 
is  no  available  liquidity  in  the  Program.  Type  2 
Retail  Orders  can  either  be  designated  as  eligible  for 
routing  or  as  BATS  Only  Orders,  and  thus  non- 
routable,  as  described  above. 

Given  the  proposed  limitation,  the  pilot 
Program  would  have  no  impact  on  the  minimum 
pricing  increment  for  orders  priced  less  than  $1.00 
and  therefore  no  effect  on  the  potential  of  markets 
executing  those  orders  to  lock  or  cross.  In  addition, 
the  non-displayed  nature  of  the  liquidity  in  the 
Program  simply  has  no  potential  to  disrupt 
displayed,  protected  quotes.  In  any  event,  the 
Program  would  do  nothing  to  change  the  obligation 
of  exchanges  to  avoid  and  reconcile  locked  and 
crossed  markets  under  NMS  Rule  610(d). 


disseminated  under  the  Program  is 
potentially  disadvantaging  retail  orders. 
As  part  of  that  review,  the  Exchange 
will  produce  data  throughout  the  pilot, 
which  will  include  statistics  about 
participation,  the  frequency  and  level  of 
price  improvement  provided  by  the 
Program,  and  any  effects  on  the  broader 
market  structure. 

Comparison  to  Existing  Programs 

Proposed  BYX  Rule  11.24  is  based  on 
NYSE  Rule  107C,  governing  NYSE’s 
“Retail  Liquidity  Program,”  which  was 
recently  approved  by  the  Commission 
and  commenced  operations  on  August 
1,  2012.^®  Proposed  Rule  11.24  is 
similar  to  NYSE  Rule  107C  with  three 
key  distinctions. 47  The  first  distinction 
is  that  NYSE  Rule  107C  includes  a  class 
of  participant  that  is  registered  as  a 
provider  of  liquidity  and  provides 
specific  procedures  and  rules  related  to 
such  participants  and  their  role  in  the 
NYSE  RLP.  NYSE  Rule  107C  does 
permit  all  participants  to  submit  RPI 
Orders  to  NYSE,  but  provides  the 
specific  class  of  registered  retail 
liquidity  providers  with  execution  fees 
that  are  lower  than  fees  charged  to  other 
participants  in  exchange  for  a 
requirement  to  maintain  RPI  Orders  on 
NYSE  at  least  5%  of  the  trading  day.^s 
The  Exchange  believes  that  equal 
treatment  for  all  Exchange  Users  that 
enter  RPI  Orders  will  result  in  a  higher 
level  of  competition  and  maximize  price 
improvement  to  incoming  Retail  Orders. 
Accordingly,  the  Exchange  has  not 
proposed  to  adopt  a  special  category  of 
retail  liquidity  provider. 

The  second  distinction  between 
proposed  BYX  Rule  11.24  and  NYSE 
Rule  107C  is  that  the  Exchange  proposes 
to  in  all  cases  execute  incoming  Retail 
Orders  against  resting  RPI  Orders  and 
other  resting  non-displayed  liquidity  to 


Securities  Exchange  Act  Release  No.  67347 
(July  3,  2012),  77  FR  40673  ((uly  10,  2012)  (SR- 
NYSE-2011-55:  SR-NTSEAn'.ex-2011-84)  (the 
“RLP  Approval  Order”).  In  conjunction  with  the 
approval  of  the  NYSE  Retail  Liquidity  Program,  a 
nearly  identical  program  was  proposed  and 
approved  to  operate  on  NYSE  MKT  LLC  (formerly, 
the  American  Stock  Exchange).  For  ease  of 
reference,  the  comparisons  made  in  this  section 
only  refer  to  NYSE  Rule  107C,  but  applv  equally  to 
NYSE  MKT  Rule  107C. 

’7  The  Exchange  has  proposed  to  accept  RPIs  in 
a  manner  similar  to  the  explicitly  accepted  method 
at  NYSE  and  NYSE  MKT,  specifically,  with  an 
offset  as  well  as  a  ceiling  or  a  floor  (i.e.,  the  entry 
of  an  RPI  bid  with  an  offset  of  $0,015  and  a  ceiling 
of  $10.04;  when  the  NBBCf* $10.02  by  $10.04,  an 
incoming  sell  order  would  execute  against  such  RPI 
at  $10,035).  The  Exchange  notes  that  like  NYSE  and 
NYSE  MKT,  Users  will  be  able  to  submit  retail  price 
improving  orders  with  an  explicit  sub-penny  floor 
or  ceiling  and  no  offset,  effectively  creating  a  static 
sub-penny  limit  order,  and  the  Exchange  has 
proposed  rule  text  to  make  this  ability  clear. 

’»  NYSE  Rule  107C(f). 
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maximize  the  price  improvement 
available  to  the  incoming  Retail  Order. 

As  proposed,  the  Exchange  will 
maintain  its  strict  price/time  priority 
model  and  will  provide  all  available 
price  improvement  to  incoming  Retail 
Orders,  whether  such  price 
improvement  is  submitted  pursuant  to 
the  Program  or  as  an  order  type 
currently  accepted  by  the  Exchange, 
such  as  non-displayed  orders.  In 
contrast,  pursuant  to  NYSE- Rule 
107C(k)(l),  a  Type  l-<lesignated  Retail 
Order,  “will  interact  only  with  available 
contra-side  Retail  Price  Improvement 
Orders  and  will  not  interact  with  other 
available  contra-side  interest  in 
Exchange  systems.”  Accordingly, 
other  non-displayed  orders  offering 
price  improvement  at  prices  better  than 
resting  RPI  interest  do  not  have  an 
opportunity  to  interact  with  incoming 
Retail  Orders  pursuant  to  the  NYSE 
RLP.  The  Exchange  is  proposing  in  all 
cases  to  provide  the  maximum  price 
improvement  available  to  incoming 
Retail  Orders.  Accordingly,  Retail 
Orders  under  the  Exchange’s  Program 
will  always  interact  with  available 
contra-side  RPI  Orders  and  any  other 
price  improving  contra-side  interest,  in 
price/time  priority  consistent  with  the 
Exchange’s  Rule*!  1.12.  Such  “other” 
price  improving  contra-side  interest  will 
of  course  rem^n  available  to  all 
participants,  as  it  is  today,  while  RPI 
Orders  will  only  be  available  to  RMOs, 
as  described  above. 

Finally,  as  proposed  the  Exchange 
will  provide  applicable  price 
improvement  to  incoming  Retail  Orders 
at  potentially  multiple  price  levels.  In 
contrast,  pursuant  to  NYSE  Rule  107C 
an  incoming  Retail  Order  to  NYSE  will 
execute  at  the  single  clearing  price  level 
at  which  the  incoming  order  will  be 
fully  executed.  To  illustrate,  assume  the 
same  facts  set  forth  in  the  second 
example  above,  where  User  2’s  RPI 
Order  to  buy  ABC  at  $10.02  was  for  100 
shares.  Pursuant  to  NYSE  Rule  107C,  an 
incoming  Retail  Order  to  sell  1,000 
shares  would  execute  first  against  User 
3’s  bid  for  500  shares,  because  it  is  the 
best  priced  bid,  then  against  User  2’s  bid 
for  100  shares,  because  it  is  the  next  best 
priced  bid,  then  against  400  of  the  500 
shares  bid  by  User  1.  However,  rather 
than  executing  at  each  of  these  price 


Moreover,  although  pursuant  to  NYSE  Rules 
107C(kK2)  and  107C(kK3),  a  Type  2-designated 
Retail  Order  and  a  Type  3-designated  Retail  Order 
can  interact  with  other  non-RPI  interest  in  the 
NYSE  systems,  such  interaction  only  occurs  a  fter  a 
Retail  Order  first  executes  against  RPI  Orders.  As 
such,  non-displayed  orders  in  NYSE  systems 
offering  prices  better  than  resting  RPI  Orders 
interact  with  Retail  Orders  only  after  all  RPI  interest 
is  exhausted. 


levels  for  the  number  of  shares  available 
(i.e.,  500  shares  at  $10,035,  100  shares 
at  $10.02  and  400  shares  at  $10,015),  as 
it  would  under  proposed  BYX  Rule 
11.24,  the  Retail  Order  submitted  to 
NYSE  pursuant  to  NYSE  Rule  107C 
executes  at  the  single  clearing  price  that 
completes  the  order’s  execution,  which 
is  $10,015  to  complete  the  entire  order 
to  sell  1,000  shares.  The  Exchange 
intends  to  provide  all  of  the  price 
improvement  in  these  examples  to  the 
incoming  Retail  Order,  and  thus  has 
proposed  to  execute  orders  under  the 
Program  consistent  with  its  existing 
price/time  market  model. 

Fee  Structure  of  Program 

The  Exchange  will  submit  a  separate 
proposal  to  amend  its  fee  schedule  in 
connection  with  the  proposed  RPI 
Program.  Under  that  proposal,  the 
Exchange  expects  to  charge  Users  a  fee 
for  executions  of  their  RPI  Orders 
against  Retail  Orders  and  in  turn  would 
provide  a  credit  or  free  executions  to 
RMOs  for  executions  of  their  Retail 
Orders  against  RPI  Orders.  The  fees  and 
credits  for  liquidity  providers  and 
RMOs  will  be  determined  based  on 
experience  with  the  Program  in  the  first 
several  months. 

As  explained  above,  the  Exchange 
proposes  to  execute  incoming  Retail 
Orders  against  all  available  contra-side 
interest  that  will  provide  price 
improvement  to  the  Retail  Order, 
including  non-displayed  orders  other 
than  RPI  Orders.  In  the  event  non- 
displayed  interest  other  than  an  RPI 
Order  interacts  with  a  Retail  Order,  the 
Exchange  anticipates  proposing  to 
charge  the  User  that  entered  such  non- 
displayed  interest  the  same  fee  as  is 
imposed  for  cm  RPI  Order  execution.  In 
such  cases,  the  fee  charged  to  the  User 
that  entered  the  non-displayed  interest 
will  likely  be  greater  than  the  fee 
charged  that  same  User  for  an  execution 
against  a  non-Retail  Order. 

2.  Statutory  Basis 

The  Exchange  believes  that  its 
proposal  is  consistent  with  the 
requirements  of  the  Act  and  the  rules 
and  regulations  thereunder  that  are 
applicable  to  a  national  securities 
exchange,  and,  in  particular,  with  the 
requirements  of  Section  6(b)  of  the 
Act. 20  In  particular,  the  Exchange 
believes  the  proposed  change  furthers 
the  objectives  of  Section  6(b)(5)  of  the 
Act,2i  in  that  it  is  designed  to  prevent 
fraudulent  and  manipulative  acts  and 
practices,  to  promote  just  and  equitable 
principles  of  trade,  to  foster  cooperation 


2015U.S.C.  78f(b). 
2>15U.S.C.  78f(b)(5). 


and  coordination  with  persons  engaged 
in  facilitating  transactions  in  securities, 
and  to  remove  impediments  to  and 
perfect  the  mechanism  of  a  free  and 
open  market  and  a  national  market 
system.  The  Exchange  believes  that  the 
proposed  rule  change  is  consistent  with 
these  principles  because  it  would 
increase  competition  among  execution 
venues,  encourage  additional  liquidity, 
and  offer  the  potential  for  price 
improvement  to  retail  investors.  The 
Exchange  notes  that  a  significant 
percentage  of  the  orders  of  individual 
investors  are  executed  over-the- 
counter.22  The  Exchange  believes  that  it 
is  appropriate  to  create  a  financial 
incentive  to  bring  more  retail  order  flow 
to  a  public  market.  The  Exchange  also 
notes  that  the  Commission  recently 
approved  a  similar  proposal  by  NYSE 
and  NYSE  MKT.23  Accordingly,  the 
proposal  generally  encourages 
competition  between  exchange  venues. 
In  this  connection,  the  Exchange 
believes  that  the  proposed  distinctions 
between  the  Exchange’s  proposal  and 
the  approved  programs  for  NYSE  and 
NYSE  MKT  will  both  enhance 
competition  amongst  market 
participants  and  encourage  competition 
amongst  exchange  venues. 

The  Exchange  understands  that 
Section  6(b)(5)  of  the  Act  24  prohibits  an 
exchange  from  establishing  rules  that 
treat  market  participants  in  an  unfairly 
diseriminatory  manner.  However, 
Section  6(b)(5)  of  the  Act  does  not 
prohibit  exchange  members  or  other 
broker-dealers  from  discriminating,  so 
long  as  their  activities  are  otherwise 
consistent  with  the  federal  securities 
laws.  Nor  does  Section  6(b)(5)  of  the  Act 
require  exchanges  to  preclude 
discrimination  by  broker-dealers. 
Broker-dealers  commonly  differentiate 
between  customers  based  on  the  nature 
and  profitability  of  their  business. 

While  the  Exchange  believes  that 
markets  and  price  discovery  optimally 
function  through  the  interactions  of 
diverse  flow  types,  it  also  believes  that 
growth  in  internalization  has  required 
differentiation  of  retail  order  flow  from 


See  Concept  Release  on  Equity  Market 
Structure,  Securities  Exchange  Act  Release  No. 
61358  (January  14,  2010),  75  FR  3594  (January  21, 
2010)  (noting  that  dark  pools  and  internalizing 
broker-dealers  executed  approximately  25.4%  of 
share  volume  in  September  2009).  See  also  Mary  L. 
Schapiro,  Strengthening  Our  Equity  Market 
Structure  (Speech  at  the  Economic  Club  of  New 
York,  Sept.  7,  2010)  (available  on  the  Commission’s 
Web  site).  In  her  speech,  Chairman  Schapiro  noted 
that  nearly  30  percent  of  volume  in  U.S.-listed 
equities  was  executed  in  venues  that  do  not  display 
their  liquidity  or  make  it  generally  available  to  the 
public  and  the  percentage  was  increasing  nearly 
every  month. 

See  RLP  Approval  Order,  supra  note  16. 

2"  15  U.S.C.  78f(b)(5). 
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other  order  flow  types.  The 
differentiation  proposed  herein  by  the 
Exchange  is  not  designed  to  permit 
unfair  discrimination,  hut  instead  to 
promote  a  competitive  process  around 
retail  executions  such  that  retail 
investors  would  receive  better  prices 
than  they  currently  do  through  bilateral 
internalization  arrangements.  The 
Exchange  believes  that  the  transparency 
and  competitiveness  of  operating  a 
program  such  as  the  RPI  Program  on  an 
exchange  market  would  result  in  better 
prices  for  retail  investors.  The  Exchange 
recognizes  that  sub-penny  trading  and 
pricing  could  potentially  result  in 
undesirable  market  behavior.  The 
Exchange  will  monitor  the  Program  in 
an  effort  to  identify  and  address  any 
such  behavior. 

The  Exchange  will  separately  propose 
fees  applicable  to  the  Program, 
including  fees  for  non-displayed  orders 
offering  price  improvement  other  than 
RPI  Orders  that  interact  with  Retail 
Orders.  The  Exchange  believes  any  such 
proposal  to  treat  such  non-displayed 
orders  differently  depending  on  the 
parties  with  whom  they  interact  is. 
consistent  with  Section  6(b)(5)  of  the 
Act,25  which  requires  that  the  rules  of 
an  exchange  are  not  designed  to  permit 
unfair  discrimination.  The  Exchange 
believes  that  such  a  differential  pricing 
structure  for  non-displayed  orders  is  not 
unfairly  discriminatory.  As  stated  in  the 
NYSE  RLP  Approval  Order,  the 
“Commission  has  previously  recognized 
that  the  markets  generally  distinguish 
between  individual  retail  investors, 
whose  orders  are  considered  desirable 
by  liquidity  providers  because  such 
retail  investors  are  presumed  on  average 
to  be  less  informed  about  short-term 
price  movements,  and  professional 
traders,  whose  orders  are  presumed  on 
average  to  be  more  informed.”  The 
Exchange’s  proposed  differential  pricing 
structure  for  non-displayed  orders  raises 


“  15  U.S.C.  78f(b)(5). 

See  RLP  Approval  Order,  supra  note  16,  at 
40679-40680  (citing  Concept  Release  on  Equity 
M2irket  Structure  and  approval  of  an  options 
exchange  program  related  to  price  improvement  for 
retail  orders).  Certain  options  exchanges  deploy  this 
same  rationale  today  through  pricing  structures  that 
vary  for  a  trading  participant  based  on  the  capacity 
of  the  contra-side  trading  p2uticipant.  See,  e.g.. 
Securities  Exchange  Act  Release  No.  63632  (January 
3,  2011),  76  FR  1205  (January  7,  2011)  (SR-BATS- 
2010-038)  (notice  of  filing  and  immediate 
effectiveness  of  proposal  to  modify  fees  for  BATS 
Options,  including  liquidity  rebates  that  are 
variable  depending  on  the  capacity  of  the  contra- 
party  to  the  transaction;  see  also  Securities 
Exchange  Act  Release  No.  67171  (June  8,  2012),  77 
FR  35732  (June  14,  2012)  (SR-NASDAQ-201 2-068) 
(notice  of  hling  and  immediate  effectiveness  of 
proposal  to  modify  fees  for  the  NASDAQ  Options 
Market,  including  certain  fees  and  rebates  that  are 
variable  depending  on  the  capacity  of  the  contra- 
party  to  the  transaction). 


substantively  identical  policy 
considerations  as  the  rules  approved  by 
the  Commission  in  the  NYSE  RLP 
Approval  Order,  which  account  for  the 
difference  of  assumed  information  and 
sophistication  level  between  different 
trading  participants  by  providing  Retail 
Orders  access  to  better  execution  prices 
as  well  as  more  favorable  access  fees. 

Finally,  the  Exchange  proposes  that 
the  Commission  approve  the  proposed 
rule  for  a  pilot  period  of  twelve  months 
from  the  date  of  implementation,  which 
shall  occur  no  later  than  90  days  after 
Commission  approval  of  Rule  11.24. 

The  Program  shall  expire  on  [Date  will 
be  determined  upon  adoption  of  Rule 

II. 24].  The  Exchange  believes  that  this 
pilot  period  is  of  sufficient  length  to 
permit  both  the  Exchange  and  the 
Commission  to  assess  the  impact  of  the 
rule  change  described  herein. 

(B)  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

The  Exchange  does  not  believe  that 
the  proposed  rule  change  imposes  any 
burden  on  competition. 

(C)  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants  or  Others 

The  Exchange  has  neither  solicited 
nor  received  written  comments  on  the 
proposed  rule  change. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Changes  and  Timing  for 
Commission  Action 

Within  45  days  of  the  date  of 
publication  of  this  notice  in  the  Federal 
Register  or  within  such  longer  period  (i) 
as  the  Commission  may  designate  up  to 
90  days  of  such  date  if  it  finds  such 
longer  period  to  be  appropriate  and 
publishes  its  reasons  for  so  finding  or 
(ii)  as  to  which  the  Exchange  consents, 
the  Commission  will: 

(A)  By  order  approve  or  disapprove 
such  proposed  rule  change,  or 

(B)  Institute  proceedings  to  determine 
whether  the  proposed  rule  change 
should  be  disapproved. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposal  is 
consistent  with  the  Act.  Comments  may 
be  submitted  by  any  of  the  following 
methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  [http://wwvir.sec.gov/ 
rules/sro.shtml);  or 

•  Send  an  email  to  rule- 
comments@sec.gov.  Please  include  File 


No.  SR-BYX-201 2-019  on  the  subject 
line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street  NE.,  Washington,  DC 
20549-1090. 

All  submissions  should  refer  to  File  No. 
SR-BYX-201 2-01 9.  This  file  number 
should  be  included  on  the  subject  line 
if  email  is  used.  To  help  the 
Commission  process  and  review  your 
comments  rnore  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  [http:// www.sec.gov/ 
rules/sro.shtml)-  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  changes  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  Web  site  viewing  and 
printing  in  the  Commission’s  Public 
Reference  Room,  lOO'F  Street  NE., 
Washington,  DC  20549,  on  official 
business  days  between  the  hours  of  10 
a.m.  and  3  p.m.  Copies  of  such  filing 
will  also  be  available  for  inspection  and 
copying  at  the  principal  office  of  the 
Exchange.  All  comments  received  will 
be  posted  without  change;  the 
Commission  does  not  edit  personal 
identifying  information  from 
submissions.  You  should  submit  only 
information  that  you  wish  to  make 
available  publicly.  All  submissions 
should  refer  to  File  No.  SR-BYX-201 2- 
019  and  should  be  submitted  on  or 
before  September  21,  2012. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 

authority.27 

Kevin  M.  O’Neill, 

Deputy  Secretary. 

[FR  Doc.  2012-21592  Filed  8-30-12;  8;45  am] 

BILLING  CODE  8011-01-P 


SMALL  BUSINESS  ADMINISTRATION 
[Disaster  Declaration  #1 3241  and  #1 3242] 

Oklahoma  Disaster  #OK-00063 

AGENCY:  U.S.  Small  Business 
Administration, 

ACTION:  Notice. 


27 17  CFR  200.30-3(a)(12). 
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SUMMARY:  This  is  a  Notice  of  the 
Presidential  declaration  of  a  major 
disaster  for  the  Smte  of  Oklahoma 
(FEMA-4078-DR),  dated  08/22/2012. 

Incident:  Freedom  Wildfire. 

Incident  Period:  08/03/2012  through 
08/14/2012. 

Effective  Date:  08/22/2012. 

Physical  Loan  Application  Deadline 
Date:  1012212012. 

Economic  Injury  (EIDL)  Loan 
Application  Deadline  Date:  05/22/2013. 
ADDRESSES:  Submit  completed  loan 
applications  to:  U.S.  Small  Business 
Administration,  Processing  and 
Disbursement  Center,  14925  Kingsport 
Road,  Fort  Worth,  TX  76155. 

FOR  FURTHER  INFORMATION  CONTACT:  A. 
Escobar,  Office  of  Disaster  Assistance, 
U.S.  Small  Business  Administration, 

409  3rd  Street  SW.,  Suite  6050, 
Washington,  DC  20416. 

SUPPLEMENTARY  INFORMATION:  Notice  is 
hereby  given  that  as  a  result  of  the 
President’s  major  disaster  declaration  on 
08/22/2012,  applications  for  disaster 
loans  may  be  filed  at  the  address  listed 
above  or  other  locally  announced 
locations. 

The  following  areas  have  been 
determined  to  be  adversely  affected  by 
the  disaster: 

Primary  Counties  (Physical  Damage  and 
Economic  Injury  Loans):  Creek. 
Contiguous  Counties  (Economic  Injury 
Loans  Only):  Oklahoma: 

Lincoln;  Okfuskee:  Okmulgee; 
Pawnee;  Payne;  Tulsa. 

The  Interest  Rates  are: 


Percent 

For  Physical  Damage: 

Homeowners  With  Credit  | 
Available  Elsewhere  .  1 

3.375 

Homeowners  Without  Credit  i 

Available  Elsewhere  .  ! 

1.688 

Businesses  With  Credit  Avail-  ! 
able  Elsewhere  . ! 

6.000 

Businesses  Without  Credit  : 
Available  Elsewhere  . i 

4.000 

Non-Profit  Organizations  With  i 
Credit  Available  Elsewhere  ! 

3.125 

Non-Profit  Organizations 

Without  Credit  Available 
Elsewhere  . 

j  3.000 

For  Economic  Injury; 

Businesses  &  Small  Agricul¬ 
tural  Cooperatives  Without 

Credit  Available  Elsewhere 

4.000 

Non-Profit  Organizations 

Without  Credit  Available 
Elsewhere  . 

1  3.000 

j _ 

The  number  assigned  to  this  disaster 
for  physical  damage  is  132415  and  for 
economic  injury  is  132420. 


(Catalog  of  Federal  Domestic  Assistance 
Numbers  59002  and  59008). 

lames  E.  Rivera, 

Associate  Administrator  for  Disaster 
Assistance. 

(FR  Doc.  2012-21529  Filed  8-30-12;  8:45  am) 
BILLING  CODE  8025-01 -P 


DEPARTMENT  OF  STATE 

[Public  Notice  8004] 

Culturally  Significant  Objects  Imported 
for  Exhibition  Determinations;  “Swiss 
Treasures:  From  Biblical  Papyrus  and 
Parchment  to  Erasmus,  Zwingli, 

Calvin,  and  Barth” 

summary:  Notice  is  hereby  given  of  the 
following  determinations:  Pursuant  to 
the  authority  vested  in  me  by  the  Act  of 
October  19,  1965  (79  Stat.  985;  22  U.S.C. 
2459),  Executive  Order  12047  of  March 
27,  1978,  the  Foreign  Affairs  Reform  and 
Restructuring  Act  of  1998  (112  Stat. 

2681,  et  seq.;  22  U.S.C.  6501  note,  et 
seq.).  Delegation  of  Authority  No.  234  of 
October  1, 1999,  and  Delegation  of 
Authority  No.  236-3  of  August  28,  2000 
(and,  as  appropriate.  Delegation  of 
Authority  No.  257  of  April  15,  2003),  I 
hereby  determine  that  the  objects  to  be 
included  in  the  exhibition  “Swiss 
Treasures:  From  Biblical  Papyrus  and 
Parchment  to  Erasmus,  Zwingli,  Calvin, 
and  Barth,”  imported  from  abroad  for 
temporary  exhibition  within  the  United 
States,  are  of  cultural  significance.  The 
objects  are  imported  pursuant  to  loan 
agreements  with  the  foreign  owners  or 
custodians.  I  also  determine  that  the 
exhibition  or  display  of  the  exhibit 
objects  at  The  University  of  Chicago 
Library,  Special  Collections  Research 
Center  in  Chicago,  Illinois  from  on  or 
about  September  24,  2012,  until  on  or 
about  December  14,  2012,  and  at 
possible  additional  exhibitions  or 
venues  yet  to  be  determined,  is  in  the 
national  interest.  I  have  ordered  that 
Public  Notice  of  these  Determinations 
be  published  in  the  Federal  Register. 

FOR  FURTHER  INFORMATION  CONTACT:  For 

further  information,  including  a  list  of 
the  exhibit  objects,  contact  Ona  M. 

Hahs,  Attorney-Adviser,  Office  of  the 
Legal  Adviser,  U.S.  Department  of  State 
(telephone:  202-632-6473).  The  mailing 
address  is  U.S.  Department  of  State,  SA- 
5,  L/PD,  Fifth  Floor  (Suite  5H03), 
Washington,  DC  20522-0505. 


Dated:  August  22,  2012. 

).  Adam  Ereli, 

Principal  Deputy  Assistant  Secretary,  Bureau 
of  Educational  and  Cultural  Affairs, 

Department  of  State.  . 

[FR  Doc.  2012-21567  Filed  8-30-12:  8:45  am]  I 
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BILLING  CODE  4710-05-P 


DEPARTMENT  OF  STATE 

[Public  Notice  8005] 

Culturally  Significant  Objects  Imported 
for  Exhibition  Determinations: 
“Mantegna  to  Matisse:  Master 
Drawings  From  The  Courtauid  Gallery” 

summary:  Notice  is  hereby  given  of  the 
following  determinations:  Pursuant  to 
the  authority  vested  in  me  by  the  Act  of 
October  19,  1965  (79  Stat.  985;  22  U.S.C. 
2459),  Executive  Order  12047  of  March 
27,  1978,  the  Foreign  Affairs  Reform  and 
Restructuring  Act  of  1998  (112  Stat. 

2681,  et  seq.;  22  U.S.C.  6501  note,  et 
seq.),  Delegation  of  Authority  No.  234  of 
October  1,  1999,  and  Delegation  of 
Authority  No.  236-3  of  August  28,  2000 
(and,  as  appropriate.  Delegation  of 
Authority  No.  257  of  April  15,  2003),  I 
hereby  determine  that  the  objects  to  be 
included  in  the  exhibition  “Mantegna  to 
Matisse:  Master  Drawings  From  The 
Courtauid  Gallery,”  imported  from 
abroad  for  temporary  exhibition  within 
the  United  States,  are  of  cultural 
significance.  The  objects  are  imported 
pursuant  to  loan  agreements  with  the 
foreign  owners  pr  custodians.  I  also 
determine  that  the  exhibition  or  display 
of  the  exhibit  objects  at  The  Frick 
Collection  in  New  York,  New  York  from 
on  or  about  October  1,  2012,  until  on  or 
about  January  27,  2013,  and  at  possible 
additional  exhibitions  or  venues  yet  to 
be  determined,  is  in  the  national 
interest.  I  have  ordered  that  Public 
Notice  of  these  Determinations  be 
published  in  the  Federal  Register. 

FOR  FURTHER  INFORMATION  CONTACT:  For 

further  information,  including  a  list  of 
the  exhibit  objects,  contact  Ona  M. 

Hahs,  Attorney-Adviser,  Office  of  the 
Legal  Adviser,  U.S.  Department  of  State 
(telephone:  202-632-6473).  The  mailing 
address  is  U.S.  Department  of  State,  SA- 
5,  L/PD,  Fifth  Floor  (Suite  5H03), 
Washington,  DC  20522-0505. 

Dated:  August  22,  2012. 

).  Adam  Ereli, 

Principal  Deputy  Assistant  Secretary,  Bureau 
of  Educational  and  Cultural  Affairs, 
Department  of  State. 

[FR  Doc.  2012-21569  Filed  8-30-12;  8:45  am] 
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DEPARTMENT  OF  STATE 
[Public  Notice  8006] 

Meeting  of  the  International 
Telecommunication  Advisory 
Committee  (IT AC) 

summary:  This  notice  announces  a 
meeting  of  the  International 
Telecommunication  Advisory 
Committees  (IT AC)  to  review  status  of 
preparations  for  the  World  Conference 
on  International  Telecommunication 
and  the,World  Telecommunication 
Standardization  Assembly. 

The  IT AC  will  meet  on  September  19, 
2012  from  10AM  to  noon  EDT  at  1120 
20th  Street,  10th  floor,  Washington,  DC 
to  review  the  status  of  preparations  for 
the  World  Conference  on  International 
Telecommunication  and  the  World 
Telecommunication  Standardization 
Assembly.  Attendance  at  this  meeting  is 
open  to  the  public  as  seating  capacity 
allows.  The  public  will  have  an 
opportunity  to  provide  comments  at 
these  meetings.  People  desiring  further 
information  on  this  meeting,  including 
those  wishing  to  request  reasonable 
accommodation  to  attend  the  meeting, 
should  contact  the  Secretariat  at 
minardje@state.gov,  by  September  10, 
2012. 

Dated:  August  24,  2012. 

Marian  R.  Gordon, 

International  Communications  &■  Information 
Policy,  U.S.  Department  of  State. 

(FR  Doc.  2012-21573  Filed  8-30-12;  8:45  am] 

BILLING  CODE  4710-07-P 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

Agency  Information  Collection 
Activities:  Requests  for  Comments; 
Clearance  of  New  Approval  of 
Information  Collection:  Air  Traffic  Slots 
Management 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Notice  and  request  for 
comments. 

SUMMARY:  In  accordance  with  the 
Paperwork  Reduction  Act  of  1995,  FAA 
invites  public  comments  about  our 
intention  to  request  the  Office  of 
Management  and  Budget  (OMB) 
approval  for  an  existing  information 
collection.  The  FAA  collects 
information  to  allocate  slots  and 
maintain  accurate  record  of  slot 
transfers  at  slot-controlled  airports.  The 
information  is  provided  by  air  carriers 
and  other  operators  at  slot  controlled 
airports. 


DATES:  Written  comments  should  be 
submitted  by  October  30,  2012. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kathy  DePaepe  at  (405)  954-9362,  or  by 
email  at:  Kathy.A.DePaepe@faa.gov. 
SUPPLEMENTARY  INFORMATION: 

OMB  Control  Number:  2120-XXXX. 

Title:  Air  Traffic  Slots  Management. 

Form  Numbers:  There  are  no  FAA 
forms  associated  with  this  collection. 

Type  of  Review:  New  clearance  of  an 
existing  information  collection. 

Background:  The  FAA  has 
implemented  several  initiatives  to 
address  congestion  and  delay  issues 
within  the  National  Airspace  System. 
The  FAA  has  issued  orders  limiting 
operations  at  John  F.  Kennedy 
International  Airport  (JFK),  Newark 
Liberty  International  Airport  (EWR),  and 
LaGuardia  Airport  (LGA).  The  FAA  also 
has  designated  O’Hare  International 
Airport  (ORD)  and  San  Francisco 
International  Airport  (SFO)  as  Level  2 
airports  under  the  International  Air 
Transport  Association  (lATA) 
Worldwide  Slot  Guidelines  (WSG). 
These  orders  resulted  in  part  from 
increasing  congestion  and  delays  at  the 
airports  requiring  the  FAA  to  allocate 
arrival  and  departure  slots  at  JFK,  EWR, 
and  LGA.  The  designations  resulted  in 
part  from  increasing  congestion  and 
delays  at  the  airports  requiring  FAA  to 
implement  a  voluntary  process  to 
manage  operational  growth  at  ORD  and 
SFO. 

The  information  is  reported  to  the 
FAA  by  carriers  holding  a  slot  at  JFK, 
EWR,  or  LGA;  by  carriers  operating  at 
ORD  or  SFO;  or  by  operators  conducting 
unscheduled  operations  at  LGA.  At  JFK 
and  EWR,  carriers  must  notify  the  FAA 
of:  (1)  Requests  for  confirmation  of 
transferred  slots;  (2)  requests  for 
seasonal  allocation  of  historic  and 
additional  available  slots;  and  (3)  usage 
of  slots  on  a  seasonal  basis.  At  LGA, 
carriers  must  notify  the  FAA  of;  (1) 
Requests  for  confirmation  of  transferred 
slots:  (2)  slots  required  to  be  returned  or 
slots  voluntarily  returned;  (3)  requests 
to  be  included  in  a  lottery  for  available 
slots;  and  (4)  usage  of  slots  on  a  bi¬ 
monthly  basis.  At  LGA,  unscheduled 
operators  must  request  and  obtain  a 
reservation  from  the  FAA  prior  to 
conducting  an  operation.  At  ORD  and 
SFO,  carriers  must  notify  the  FAA  of 
their  intended  operating  schedules  on  a 
seasonal  basis.  The  FAA  estimates  that 
all  information  from  carriers  is 
submitted  electronically  from 
information  stored  in  carrier  scheduling 
databases,  and  that  nearly  all  requests 
for  unscheduled  operation  reservations 
are  submitted  electronically  through 
either  an  internet  or  touch-tone  system 
interface. 


Respondents:  Approximately  500 
carriers  and  other  operators. 

Frequency:  Information  is  collected  as 
needed;  some  reporting  on  bimonthly  or 
semiannual  basis. 

Estimated  Average  Burden  per 
Response:  2  minutes  per  unscheduled 
operation  reservation:  6  minutes  per 
notice  of  slot  transfer:  2  hours  per 
schedule  submission  or  slot  request;  and 
2  hours  per  slot  usage  report. 

Estimated  Total  Annual  Burden: 
7,031.5  hours. 

ADDRESSES:  Send  comments  to  the  FAA 
at  the  following  address:  Ms.  Kathy 
DePaepe,  Room  126B,  Federal  Aviation 
Administration,  AES-200,  6500  S. 
MacArthur  Blvd.,  Oklahoma  City,  OK 
73169. 

Public  Comments  Invited:  You  are 
asked  to  comment  on  any  aspect  of  this 
information  collection,  including  (a) 
Whether  the  proposed  collection  of 
information  is  necessary  for  FAA’s 
performance;  (b)  the  accuracy  of  the 
estimated  burden;  (c)  ways  for  FAA  to 
enhance  the  quality,  utility  and  clarity 
of  the  information  collection;  and  (d) 
ways  that  the  burden  could  be 
minimized  without  reducing  the  quality 
of  the  collected  information.  The  agency 
will  summarize  and/or  include  your 
comments  in  the  request  for  OMB’s 
clearance  of  this  information  collection. 

Issued  in  Washington,  DC,  on  August  27, 
2012. 

Albert  R.  Spence, 

FAA  Assistant  Information  Collection 
Clearance  Officer,  IT  Enterprises  Business 
Services  Division,  AES-200. 

[FR  Doc.  2012-21538  Filed  8-30-12;  8:45  am] 
BILLING  CODE  4910-1 3-P 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

Agency  Information  Collection 
Activities:  Requests  for  Comments; 
Clearance  of  Renewed  Approval  of 
Information  Collection:  Airports  Grants 
Program 

agency:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Notice  and  request  for 
comments. 

SUMMARY:  In  accordance  with  the 
Paperwork  Reduction  Act  of  1995,  FAA 
invites  public  comments  about  our 
intention  to  request  the  Office  of 
Management  and  Budget  (OMB) 
approval  to  renew  an  information 
collection.  The  FAA  collects 
information  from  airport  sponsors  and  , 
planning  agencies  in  order  to  administer 
the  Airports  Grants  Program.  Data  is 
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used  to  determine  eligibility,  ensure 
proper  use  of  Federal  Funds,  and  ensure 
project  accomplishment. 

DATES:  Written  comments  should  be 
submitted  by  October  30,  2012. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kathy  DePaepe  at  (405)  954-9362,  or  by 
email  at:  Kathy.A.DePaepe@faa.gov. 
SUPPLEMENTARY  INFORMATION: 

OMB  Control  Number:  2120-0569. 

Title:  Airports  Grants  Program. 

Form  Numbers:  FAA  forms  5100-100, 
5100-101,  5100-108,  5100-125,  5100- 
126, and  5370-1. 

Type  of  Review:  Renewal  of  an 
information  collection. 

Background:  Codification  of  Certain 
U.S.  Transportation  Laws  at  49  U.S.C. 
(Pub.  L.  103-272),  which  is  referred  to 
as  the  “Act,”  provides  funding  for 
airport  planning  and  development 
projects  at  airports  included  in  the 
National  Plan  of  Integrated  Airport 
Systems.  The  Act  also  authorizes  funds 
for  noise  compatibility  planning  and  to 
carry  out  noise  compatibility  programs. 
The  information  required  by  this 
program  is  necessary  to  protect  the 
Federal  interest  in  safety,  efficiency,  and 
utility  of  the  Airport.  Data  is  collected 
to  meet  report  requirements  of  49  CFR 
part  18  for  financial  management  and 
performance  monitoring.  Information  is 
collected  in  the  application,  and  grant 
agreement  amendments;  financial 
management;  and  performance 
reporting. 

Respondents;  Approximately  1,950 
sponsors  and  planning  agencies  for 
grant  projects. 

Frequency:  Information  is  collected 
on  occasion. 

Estimated  Average  Burden  per 
Response:  6.75  hours. 

Estimated  Total  Annual  Burden: 
80,569  hours. 

ADDRESSES:  Send  comments  to  the  FAA 
at  the  following  address:  Ms.  Kathy 
DePaepe,  Room  126B,  Federal  Aviation 
Administration,  AES-200,  6500  S. 
MacArthur  Blvd.,  Oklahoma  City,  OK 
73169. 

Public  Comments  Invited:  You  are 
asked  to  comment  on  any  aspect  of  this 
information  collection,  including  (a) 
Whether  the  proposed  collection  of 
information  is  necessary  for  FAA’s 
performance;  (b)  the  accuracy  of  the 
estimated  burden;  (c)  ways  for  FAA  to 
enhance  the  quality,  utility  and  clarity 
of  the  information  collection;  and  (d) 
ways  that  the  burden  could  be 
minimized  without  reducing  the  quality 
of  the  collected  information.  The  agency 
will  summarize  and/or  include  your 
comments  in  the  request  for  OMB’s 
clearance  of  this  information  collection. 


Issued  in  Washington,  E)C,  on  August  24, 
2012. 

Kathy  A.  DePaepe, 

FAA  Information  Collection  Clearance 
Officer,  IT  Enterprises  Business  Services 
Division,  AES-200. 

(FR  Doc.  2012-21542  Filed  8-30-12;  8:45  am] 

BILLING  CODE  4910-13-P 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

International  Civil  Aviation 
Organization’s  (ICAO)  Dangerous 
Goods  Panel;  Notice  of  Public  Meeting 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Notice  of  public  meeting. 

SUMMARY:  In  preparation  for  the 
International  Civil  Aviation 
Organization’s  (ICAO)  Dangerous  Goods 
Panel’s  (DGP’s)  Fall  Working  Group  to 
be  held  October  15-19,  2012,  in 
Montreal,  Canada,  the  FAA’s  Office  of 
Hazardous  Materials  Safety  and  the 
Pipeline  and  Hazardous  Materials  Safety 
Administration’s  (PHMSA)  Office  of 
Hazardous  Materials  Safety  announce  a 
public  meeting. 

DATES:  The  public  meeting  will  be  held 
on  October  10,  2012  from  9:00  a.m.  until 
12:30  p.m. 

ADDRESSES:  The  public  meeting  will  be 
held  at  FAA  Headquarters  (FOB  lOA), 
Bessie  Coleman  Conference  Center,  2nd 
Floor,  800  Independence  Avenue  SW., 
Washington,  DC  20591. 

Participants  are  requested  to  register 
by  using  the  following  email  address:  9- 
A  WA-ASH-ADG-HazMat@faa.gov. 

Please  include  your  name, 
organization,  email  address,  and 
whether  you  will  be  attending  in  person 
or  participating  via  conference  call. 

Conference  call  connection 
information  will  be  provided  to  those 
who  register  and  indicate  that  they  will 
participate  via  conference  call. 

FOR  FURTHER  INFORMATION  CONTACT: 
Questions  regarding  the  meeting  should 
be  directed  to  Ms.  Janet  McLaughlin, 
Deputy  Director,  Office  of  Hazardous 
Materials  Safety,  ADG-2,  Federal 
Aviation  Administration,  800 
Independence  Avenue  SW., 
Washington,  DC  20591;  telephone  (202) 
385-4900.  Email:  9-AWA-ASH-ADG- 
HazMat@faa.gov. 

We  are  committed  to  providing  equal 
access  to  this  meeting  for  all 
participants.  If  you  need  alternative 
formats  or  other  reasonable 
accommodations,  please  call  (202)  385- 
4900  or  email  9-AWA-ASH-ADG- 
HazMat@faa.gov  with  your  request  by 
close  of  business  on  October  1st. 


Purpose  of  the  Public  Meeting 

Information  and  viewpoints  provided 
by  stakeholders  are  requested  as  the 
United  States  delegation  prepares  for 
the  International  Civil  Aviation 
Organization’s  Dangerous  Goods  Panel’s 
(ICAO  DGP’s)  Working  Group  of  the 
Whole  12.  The  agenda  for  the  Working 
Group  is  as  follows: 

Agenda  Item  1:  Development  of 
proposals,  if  necessary,  for 
amendments  to  Annex  18 — The 
Safe  Transport  of  Dangerous  Goods 
by  Air 

Agenda  Item  2:  Development  of 

recommendations  for  amendments 
to  the  Technical  Instructions  for  the 
Safe  Transport  of  Dangerous  Goods 
by  Air  (Doc  9284)  for  incorporation 
in  the  2015-2016  Edition 
Agenda  Item  3:  Development  of 

recommendations  for  amendments 
to  the  Supplement  to  the  Technical 
Instructions  for  the  Safe  Transport 
of  Dangerous  Goods  by  Air  (Doc 
9284SU)  for  incorporation  in  the 
2015-2016  Edition 
Agenda  Item  4:  Development  of 

recommendations  for  amendments 
to  the  Emergency  Response 
Guidance  for  Aircraft  Incidents 
involving  Dangerous  Goods  (Doc 
9481)  for  incorporation  in  the  2015- 
2016  Edition 

Agenda  Item  5:  Issues  related  to  lithium 
batteries 

Agenda  Item  6:  Resolution,  where 

possible,  of  the  non-recurrent  work 
items  identified  by  the  Air 
Navigation  Commission  or  the 
panel: 

6.1:  Competency-based  training 
6.2:  Incident  data  collection 
6.3:  State  of  overflight  involvement  in 
the  exemption  process 
6.4":  Coordination  with  the  Operations 
Panel  with  regard  to  Annex  6 
6.5;  Coordination  with  international 
organizations  (e.g.  UPU) 

Agenda  Item  7:  Other  business 
Papers  relevant  to  these  agenda  items 
can  be  viewed  at  the  following  Web 
page;  http://www.icao.int/safety/ 
DangerousGoods/Pages/DGP.aspx. 

Public  Meeting  Procedures 

A  panel  of  representatives  ft-om  the 
FAA  and  PHMSA  will  be  present.  The 
meetings  are  intended  to  be  informal, 
non-adversarial,  and  to  facilitate  the 
public  comment  process.  No  individual 
will  be  subject  to  questioning  by  any 
other  participant.  Government 
representatives  on  the  panel  may  ask 
questions  to  clarify  statements.  Unless 
otherwise  stated,  any  statement  made 
during  the  meetings  by  a  panel  member 
should  not  be  construed  as  an  official 
position  of  the  US  government. 
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The  meeting  will  be  open  to  all 
persons,  subject  to  the  capacity  of  the 
meeting  room  and  phone  lines  available 
for  those  participating  via  conference 
call.  Every  effort  will  be  made  to 
accommodate  all  persons  wishing  to 
attend.  The  FAA  and  PHMSA  will  try  to 
accommodate  all  speakers,  subject  to 
time  constraints. 

Issued  in  Washington,  DC,  on  August  24, 
2012. 

Christopher  Glasow, 

Director,  Office  of  Hazardous  Materials. 

(FR  Doc.  2012-21544  Filed  8-30-12;  8:45  am] 

BILLING  CODE  P 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Highway  Administration 

Annual  Materials  Report  on  New 
Bridge  Construction  and  Bridge 
Rehabilitation 

AGENCY:  Federal  Highway 
Administration  (FHWA),  DOT. 
action:  Notice. 

SUMMARY:  Section  1114  of  the  Safe, 
Accountable,  Flexible,  Efficient 
Transportation  Equity  Act:  A  Legacy  for 
Users  (SAFETEA-LU)  (Pub.  L.  109-59; 
119  Stat.  1144)  continued  the  highway 
bridge  program  to  enable  States  to 
improve  the  condition  of  their  highway 
bridges  over  waterways,  other 
topographical  barriers,  other  highways, 
and  railroads.  Section  1114(f)  amended 
23  United  State  Code  (U.S.C.)  144  by 
adding  subsection  (r),  requiring  the 
Secretary  of  Transportation  to  publish 
in  the  Federal  Register  a  report 
describing  construction  materials  used 
in  new  Federal-aid  bridge  construction 
and  bridge  rehabilitation  projects.  As 
part  of  the  SAFETEA-LU  Technical 
Corrections  Act  of  2008  (Pub.  L.  110- 
244),  23  U.S.C.  144  subsection  (r) 
became  subsection  (q),  but  the  reporting 
requirement  remained  the  same. 
ADDRESSES:  The  report  is  posted  on  the 
FHWA  Web  site  at:  http:// 
www.fh wa.dot.gov/ bri  dge/brdgtabs .  cfm . 
FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Ann  Shemaka,  Office  of  Bridge 
Technology,  (202)  366-1575,  or  via 
email  at  ann.shemaka@dot.gov  or  Mr. 
Thomas  Everett,  Office  of  Bridge 
Technology,  (202)  366-4675,  or  via 
email  at  thomas.everett@dot.gov,  or  for 
legal  questions,  Robert  Black,  (202)  366- 
1359,  or  via  email  at 
robert.black@dot.gov.  Federal  Highway 
Administration,  1200  New  Jersey  Ave. 
SE.,  Washington,  DC  20590.  Office 
hours  are  from  8:00  a.m.  to  4:30  p.m., 
e.t.,  Monday  through  Friday,  except 
Federal  holidays. 


SUPPLEMENTARY  INFORMATION:  In 

conformance  with  23  U.S.C.  144(q), 
FHWA  has  produced  a  report  that 
summarizes  the  types  of  construction 
materials  used  in  new  bridge 
construction  and  bridge  rehabilitation 
projects.  Data  on  Federal-aid  and  non- 
Federal-aid  highway  bridges  are 
included  in  the  report  for  completeness. 
The  December  2009  National  Bridge 
Inventory  (NBI)  dataset  was  used  to 
identify  the  material  types  for  bridges 
that  were  new  or  replaced  within  the 
define'd  time  period.  The  FHWA’s 
Financial  Management  Information 
System  and  the  2011  NBI  were  used  to 
identify  the  material  types  for  bridges 
that  were  rehabilitated  within  the 
defined  time  period.  Currently 
preventative  maintenance  projects  are 
included  in  the  rehabilitation  totals. 

The  report,  which  is  available  at 
h  ttp  -.//www.fh  wa .  dot.gov/bridge/ 
brdgtabs.cfm,  consists  of  the  following 
tables: 

•  Construction  Materials  for  New  and 
Replaced  Bridges,  a  summary  report 
which  includes  Federal-aid  highways 
and  non-Federal-aid  highways  built  in 
2010  and  2009. 

•  Construction  Materials  for 
Rehabilitated  Bridges,  a  summary  report 
which  includes  Federal-aid  and  non- 
Federal-aid  highways  rehabilitated  in 
2010  and  2009. 

•  Construction  Materials  for 
Combined  New,  Replaced  and 
Rehabilitated  Bridges,  a  summary  report 
which  combines  the  first  two  tables 
cited  above. 

•  Federal-aid  Highways:  Construction 
Materials  for  New  and  Replaced  Bridges 
2010,  a  detailed  State-by-State  report 
with  counts  and  areas  for  Federal-aid 
bridges  built  or  replaced  in  2010. 

•  Federal-aid  Highways:  Construction 
Materials  for  New  and  Replaced  Bridges 

2009,  a  detailed  State-by-State  report 
with  counts  and  areas  for  Federal-aid 
bridges  built  or  replaced  in  2009- 

•  Non-Federal-aid  Highways: 
Construction  Materials  for  New  and 
Replaced  Bridges  2010,  a  detailed  State- 
by-State  report  with  counts  and  areas  for 
non-Federal-aid  bridges  built  or 

^  replaced  in  2010. 

•  Non-Federal-aid  Highways: 
Construction  Materials  for  New  and 
Replaced  Bridges  2009,  a  detailed  State- 
by-State  report  with  counts  and  areas  for 
non-Federal-aid  bridges  built  or 
replaced  in  2009. 

•  Federal-aid  Highways:  Construction 
Materials  for  Rehabilitated  Bridges 

2010,  a  detailed  State-by-State  report 
with  counts  and  areas  for  Federal-aid 
bridges  rehabilitated  in  2010. 

•  Federal-aid  Highways:  Construction 
Materials  for  Rehabilitated  Bridges 


2009,  a  detailed  State-by-State  report 
with  counts  and  areas  for  Federal-aid 
bridges  rehabilitated  in  2009. 

•  Non-Federal-aid  Highways: 
Construction  Materials  for  Rehabilitated 
Bridges  2010,  a  detailed  State-by-State 
report  with  counts  and  areas  for  non- 
Federal-aid  bridges  rehabilitated  in 

2010. 

•  Non-Federal-aid  Highways: 
Construction  Materials  for  Rehabilitated 
Bridges  2009,  a  detailed  State-by-State 
report  with  counts  and  areas  for  non- 
Federal-aid  bridges  rehabilitated  in 

2009. 

•  Federal-aid  Highways:  Construction 
Materials  for  New,  Replaced  and 
Rehabilitated  Bridges  2010,  which 
combines  the  2010  reports  on  new, 
replaced  and  rehabilitated  Federal-aid 
bridges. 

•  F.ederal-aid  Highways:  Construction 
Materials  for  New,  Replaced  and 
Rehabilitated  Bridges  2009,  which 
combines  the  2009  reports  on  new, 
replaced  and  rehabilitated  Federal-aid 
bridges. 

•  Non-Federal-aid  Highways: 
Construction  Materials  for  New, 
Replaced  and  Rehabilitated  Bridges 

2010,  which  combines  the  2010  reports 
on  new,  replaced  and  rehabilitated  non- 
Federal-aid  bridges. 

•  Non-Federal-aid  Highways: 
Construction  Materials  for  New 
Replaced  and  Rehabilitated  Bridges 
2009,  which  combines  the  2009  reports 
on  new,  replaced  and  rehabilitated  non- 
Federal-aid  bridges. 

The  tables  provide  data  for  2  years: 
2009  and  2010.  The  2009  data  is 
considered  complete  for  new,  replaced 
and  rehabilitated  bridges,  with  a 
minimal  likelihood  of  upward  changes 
in  the  totals.  The  2010  data  is 
considered  partially  complete  for  new 
bridges  and  complete  for  rehabilitated 
bridges,  because  many  new  bridges  built 
in  2010  will  not  appear  in  the  NBI  until 
they  are  placed  into  service  the 
following  year.  Therefore,  next  year’s 
report  will  include  2010’s  data  on  new 
bridge  construction,  because  the  data 
will  be  complete. 

Each  table  displays  simple  counts  of 
bridges  and  total  bridge  deck  area.  Total 
bridge  deck  area  is  measured  in  square 
meters,  by  multiplying  the  bridge  length 
by  the  deck  width  out-to-out.  Culverts 
under  fill  are  included  in  the  counts  but 
not  in  the  areas  because  a  roadway 
width  is  not  collected.  The  data  is 
categorized  by  the  following  material 
types,  which  are  identified  in  the  NBI: 
steel,  concrete,  pre-stressed  concrete, 
and  other.  The  category  “other” 
includes  wood,  timber,  masonry, 
aluminum,  wrought  iron,  cast  iron,  and 
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other.  Material  type  is  the  predominate 
type  for  the  main  span(s). 

Authoritv:  23  U.S.C.  144(q);  Sec.  1114(f). 
Pub.  L.  10^59. 119  Stat.  1144. 

Issued  on:  August  24,  2012. 

V’ictor  M.  Mendez. 

Federal  Highway  Administrator. 

|FR  Doc.  2012-21537  Filed  8-30-12;  8:45  am] 
BILUNG  CODE  4910-22-4> 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Railroad  Administration 

Tier  1  Environmental  Impact  Statement 
for  the  Chicago,  IL,  to  Detroit-Pontiac, 
Ml,  Regional  Passenger  Rail  System 

agency:  Federal  Railroad 
Administration  (FR,\),  U.S.  Department 
of  Transportation  (DOT). 

ACTION:  Notice  of  intent  to  prepare  an 
environmental  impact  statement  (EIS). 

SUMMARY:  FRA  is  issuing  this  notice  of 
intent  (Notice)  to  advise  the  public  that 
FRA,  with  the  Michigan  Department  of 
Transportation  (Michigan  DOT),  will 
jointly  prepare  a  Tier  1  Environmental 
Impact  Statement  (EIS)  to  evaluate 
passenger  rail  service  improvements 
along  the  Chicago,  Illinois  to  Detroit- 
Pontiac,  Michigan  regional  passenger 
rail  corridor  (the  Corridor),  in 
compliance  with  the  National 
Environmental  Policy  Act  of  1969 
(NEPA).  Partnering  state  agencies  in  the 
development  of  the  EIS  are  Illinois  and 
Indiana  Departments  of  Transportation 
(IDOT  and  IN  DOT). 

The  objectives  of  the  Tier  1  EIS  are  to 
evaluate  a  reasonable  range  of 
alternatives,  select  a  rail  corridor,  and 
make  decisions  regarding  future 
improvements  to  intercity  passenger  rail 
service  provided  in  the  corridor, 
including  increased  train  frequency, 
reduced  trip  time,  and  improved  on- 
time  performance.  Alternatives  under 
consideration  will  include  a  no-action 
(no-build)  alternative,  as  well  as 
multiple  build  alternatives  between 
Chicago.  Illinois  and  Porter,  Indiana, 
near  Battle  Creek,  Michigan,  and  in  the 
Detroit,  Michigan  region.  The  build 
alternatives  may  include  infrastructure 
improvements  to  the  existing  rail 
corridor,  the  development  of  a  new  rail 
corridor,  or  a  combination  of  both. 

FRA  is  issuing  this  Notice  to  solicit 
public  and  agency  input  in  the 
development  of  the  scope  of  the  EIS  and 
to  advise  the  public  that  FRA  and 
Michigan  DOT  will  conduct  outreach 
activities  for  the  preparation  of  the  EIS. 
To  ensure  that  all  significant  issues  are 
identified  and  considered,  all  interested 
parties  are  invited  to  comment  on  the 


proposed  scope  of  the  environmental 
review.  Comments  on  the  scope  of  the 
EIS,  including  the  proposed  Project’s 
purpose  and  need,  alternatives  to  be 
considered,  the  impacts  to  be  evaluated, 
and  the  methodologies  to  be  used  in  the 
evaluation  are  encouraged. 

DATES:  Written  comment  on  the  scope  of 
the  Tier  1  EIS  should  be  provided  to 
Michigan  DOT  by  October  15,  2012.  A 
series  of  four  (4)  scoping  meetings  on 
September  12,  13,  26,  and  27,  2012  will 
be  hosted  by  Michigan  DOT  along  the 
Corridor  at  the  times  and  locations 
identified  in  the  ADDRESSES  section 
below.  In  addition,  for  those  who  cannot 
make  these  meetings,  Michigan  DOT 
will  host  an  online,  self-directed  public 
scoping  meeting.  The  online  public 
scoping  meeting  will  be  available 
following  the  publication  of  this  Notice 
at  WWW. GreatLakesRail.org  until 
October  15,  2012. 

ADDRESSES:  Comments  may  also  be 
mailed  or  emailed  until  October  15, 

2012  to  Mr.  Mohammed  Alghurabi, 
Project  Manager,  Michigan  DOT,  425 
West  Ottawa  Street,  P.O.  Box  30050, 
Lansing,  Ml  48909  and  email: 
alghurabim@michigan.gov.  If  a  member 
of  the  public  wishes  to  participate  in  the 
scoping  process  and  cannot  attend  one 
of  the  in-person  scoping  meetings,  and 
does  not  have  access  to  the  Internet, 
they  -can  request  an  informational 
scoping  package  and  comment  form  by 
contacting  Mr.  Mohammed  Alghurabi  at 
the  above  address,  or  directly  at  (517) 
373-7674  and  toll  ft-ee  at  (877)  351- 
0853. 

Scoping  meetings  will  be  held  on: 
Wednesday,  September  12,  4  to  7  p.m. 
at  Chicago  Union  Station  in  the  Union 
Gallery  Room  (off  the  Great  Hall),  500 
West  Jackson  Boulevard,  Chicago, 
Illinois;  Thursday,  September  13,  4  to  7 
•p.m.  at  the  Michigan  City-City  Hall,  100 
East  Michigan  Boulevard,  Michigan 
City,  Indiana;  Wednesday,  September 
26,  4  to  7  p.m.  at  the  Doubletree  Hotel, 
5801  Southfield  Expressway.  Dearborn, 
Michigan;  and  Thursday,  September  27, 
4  to  7  p.m.  at  the  Radisson  Hotel,  100 
West  Michigan  Avenue,  Kalamazoo, 
Michigan  (parking  validation  will  be 
available  for  attendees  parking  in  the 
structure  across  the  street  from  the 
Radisson  Hotel). 

With  advanced  notice  of  seven  (7)  - 
days,  Michigan  DOT  can  make 
additional  accommodations  for  persons 
with  disabilities,  and/or  limited  English 
speaking  ability,  and  persons  needing 
auxiliary  aids  or  services  of  interpreters, 
signers,  readers,  or  large  print.  Please 
contact  Mr.  Bob  Parsons,  Michigan  DOT 
Planning  directly  at  (517)  373-9534  and 


toll  free  at  (877)  351-0853  to  request 
accommodations. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 

Andrea  Martin,  Environmental 
Protection  Specialist,  FRA,  1200  New 
Jersey  Avenue  SE.,  (Mail  Stop  20), 
Washington,  DC  20590  at  (202)  493- 
6201,  email:  andrea.martin@dot.gov;  or 
Mr.  Mohammed  Alghurabi,  Project 
Manager,  Michigan  DOT,  425  West 
Ottawa  Street,  P.O.  Box  30050,  Lansing, 
MI  48909  at  (517)  373-7674  and  toll  free 
at  (877)  351-0853,  email: 
aigh  urabim@michigan  .gov. 

Information  and  documents  regarding 
the  Tier  1  EIS  and  environmental 
process  will  be  made  available  for  the 
duration  of  the  environmental  process  at 
WWW.  Grea  tlakesRail.  org. 

SUPPLEMENTARY  INFORMATION:  The 

Chicago  to  Detroit-Pontiac  Passenger 
Rail  Corridor  Program  EIS  is  being 
developed  to  be  consistent  with  the 
Midwest  Regional  Rail  Initiative 
(MWRRI),  a  cooperative,  multi-agency 
effort  that  began  in  1996  and  originally 
involved  nine  Midwest  states  (411inois, 
Indiana,  Iowa,  Michigan,  Minnesota, 
Missouri,  Nebraska,  Ohio,  and 
Wisconsin),  as  well  as  FRA  and  Amtrak. 
The  MWRRI  elements  include:  use  of 
3,000  miles  of  existing  rail  right  of  way 
to  connect  rural  and  urban  areas; 
operation  of  a  Chicago  hub  and  spoke 
passenger  rail  system;  introduction  of 
modern,  high-speed  trains  operating  at 
speeds  up  to  110  miles  per  hour  (mph); 
and  multi-modal  connections  to 
improve  system  access.  The  MWRRI 
envisions  developing  a  passenger  rail 
system  that  offers  business  and  leisure 
travelers  shorter  travel  times,  additional 
train  frequencies,  improved  reliability 
and  connections  between  urban  centers 
and  smaller  communities.  The  Tier  1 
EIS  will  evaluate  alternatives  for  the 
Corridor  considering  the  MWRRI 
objective  “to  meet  current  and  future 
regional  travel  needs  through  significant 
improvements  to  the  level  and  quality  of 
passenger  rail  service”  (MWRRI 
Executive  Report,  September  2004). 

Study  Area:  The  Corridor  extends  304 
miles  from  Chicago  Union  Station,  in 
'  downtown  Chicago,  Illinois  on  the  west 
to  a  terminal  in  Pontiac,  Michigan  to  the 
east.  The  Corridor  is  a  federally 
designated  high  speed  rail  (HSR) 
corridor  with  passenger  service 
currently  provided  by  Amtrak’s 
Wolverine  line.  The  Corridor  is  also  one 
of  the  heaviest  freight  railroad  routes  in 
the  country.  The  study  area  identified 
for  the  Tier  1  EIS  includes  portions  of 
Cook  County,  Illinois;  Lake,  Porter,  and 
La  Porte  Counties  in  Indiana;  and 
Berrien,  Cass,  Kalamazoo,  Calhoun, 
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Jackson,  Washtenaw,  Wayne,  and 
Oakland  Counties  in  Michigan. 

Service  Today:  Intercity  passenger  rail 
service  on  the  Corridor  currently 
includes  three  daily  round  trips 
between  Chicago  and  Detroit-Pontiac 
(Amtrak  Wolverine  Service),  with  an 
additional  daily  round  trip  between 
Chicago  and  Battle  Creek,  Michigan 
(Amtrak  Blue  Water  Service),  which 
continues  beyond  the  Corridor  to  Port 
Huron,  Michigan.  In  2011,  over  503,290 
passenger  trips  were  made  between 
Chicago  and  Detroit  using  Amtrak’s 
Wolverine  line.  Currently,  passenger 
trains  take  approximately  6.5  hours  to 
travel  from  Chicago’s  Union  Station  to 
Pontiac,  Michigan.  Existing  passenger 
trains  serve  stations  in  Chicago,  Illinois; 
Hammond-Whiting,  Indiana;  Michigan 
City,  Indiana;  and  New  Buffalo,  Niles, 
Dowagiac,  Battle  Creek,  Kalamazoo, 
Albion,  Jackson,  Ann  Arbor,  Dearborn, 
Detroit,  Royal  Oak,  Birmingham  and 
Pontiac,  Michigan. 

When  operating  on  the  Corridor,  the 
existing  Amtrak  Wolverine  Service 
travels  over  tracks  that  are  owned  by 
several  different  railroads.  In  Illinois, 
the  Amtrak  Wolverine  Service  travels 
over  Amtrak-owned  track  near  Union 
Station  and  then  transitions  to  track 
owned  by  Norfolk  Southern  until  Porter, 
Indiana.  Between  Porter,  Indiana  and 
Kalamazoo,  Michigan,  the  Amtrak 
Wolverine  Service  travels  over  Amtrak- 
owned  track,  which  is  the  only  section 
of  track  on  the  Corridor  (and  outside  the 
Northeast  Corridor)  that  allows  trains  to 
travel  up  to  110  mph  (80  of  the  97  miles 
of  this  Amtrak-owned  track  allow  this 
maximum  speed).  In  2011,  Michigan 
DOT  entered  into  a  purchase  and  sale 
agreement  with  Norfolk  Southern,  with 
financial  assistance  from  FRA,  pursuant 
to  which  Michigan  DOT  will  acquire  the 
135  mile  Norfolk  Southern  right-of-way 
between  Kalamazoo  and  Dearborn, 
Michigan  (with  certain  limited 
exceptions).  At  the  time  of  publication 
of  this  Notice,  that  transaction  had  not 
yet  closed.  Once  the  transaction  has 
been  completed,  Michigan  DOT  will 
own  the  right-of-way  between 
Kalamazoo  and  Dearborn,  Michigan 
(with  certain  limited  exceptions),  and 
Norfolk  Southern  will  operate  freight 
trains  over  that  track  pursuant  to  an 
easement.  From  Dearborn  to  West 
Detroit  Junction,  Michigan,  the  Amtrak 
Wolverine  Service  travels  primarily  on 
track  owned  and  operated  by  Conrail 
Shared  Assets  Operations,  which  is 
jointly  owned  by  CSX  Transportation 
and  Norfolk  Southern.  In  addition, 
Canadian  National  Railroad  owns  the 
'  Corridor  track  between  West  Detroit 
Junction  and  Pontiac,  Michigan,  as  well 


as  a  two-mile  section  of  track  within 
Battle  Creek,  Michigan. 

Travel  Demand:  Over  the  last  decade, 
there  has  been  a  demonstrated  increase 
in  demand  for  passenger  rail  within  the 
Corridor.  This  growth  in  passenger  rail 
travel  will  be  diminished  if  existing 
issues  affecting  reliability  and  comfort 
are  not  addressed.  Population  growth  in 
the  Midwest  is  expected  to  result  in 
increased  congestion  on  area  roadways, 
especially  in  the  metropolita.p  areas. 
Michigan  as  a  whole  and  Detroit  in 
particular  have  seen  population  shrink, 
which  emphasizes  the  need  to 
implement  actions  to  increase  the 
attractiveness  and  competitiveness  of 
the  area  for  new  business  growth  and 
reinvestment.  Other  pertinent 
demographics  are  projected  to  change 
that  are  likely  to  impact  future  ridership 
as  well.  In  the  near  future,  the  number 
of  people  over  age  65  will  steadily 
increase  as  the  baby  boom  generation 
ages.  This  population  will  begin  to  seek 
alternatives  to  driving  automobiles  as 
this  age  group’s  ability  to  safely  operate 
motor  vehicles  decreases.  Passenger  rail 
can  provide  a  needed  alternative  to 
driving  the  long  distances  between 
Chicago  and  Detroit-Pontiac.  MWRRI 
studies  report  that  long-term 
population,  employment  and  income 
across  the  MWRRI  states  are  all 
projected  to  grow  consistently  through 
year  2040.  This  growth  is  expected  to 
result  in  a  13  percent  increase  in 
intercity  travel  throughout  the  Midwest 
between  2010  and  2020  and  a  further  28 
percent  increase  by  2040. 

Trip  Time:  The  current  passenger  rail 
service  is  not  competitive  with  other 
modes  of  travel.  In  2011,  Michigan’s 
Amtrak  corridor  had  the  worst  on-time 
performance  of  the  Amtrak  system, 
being  on  time  only  33.1%  of  the  time 
due  to  infrastructure  and  facility 
deficiencies.  Amtrak’s  shortest  existing 
service  between  Detroit  and  Chicago  is 
estimated  at  5  hours  and  36  minutes.  If 
infrastructure  improvements  are  made 
to  alleviate  the  congested  conditions 
within  the  corridor  and  conditions  are 
improved  to  allow  train  speeds  to 
increase  to  110  mph  along  the  Corridor, 
end-to-end  Chicago  to  Detroit-Pontiac 
travel  time  could  be  reduced  by 
approximately  2  hours.  This  travel  time 
savings  would  make  passenger  rail 
service  more  likely  to  succeed  in 
attracting  ridership,  increasing  mobility 
and  providing  greater  environmental 
benefits  within  the  Corridor. 

Travel  Options:  The  lack  of  existing 
capacity  and  the  sharing  of  track 
between  freight  and  passenger  trains 
currently  create  operational  problems 
that  restrict  both  mobility  and  economic 
development.  These  restrictions  are 


demonstrated  by  the  lengthy  delays  for 
existing  passenger  rail  service  operating 
within  the  study  area,  especially 
between  Chicago,  Illinois  and  Porter, 
Indiana,  near  Battle  Creek,  Michigan,  as 
well  as  in  the  Detroit,  Michigan  region. 

In  addition,  infrastructure 
improvements  have  been  identified  by 
the  MWRRI  as  necessary  for  enhanced 
passenger  rail  service  within  the 
Corridor.  This  includes  operational 
improvements  at  Chicago  Union  Station 
and  upgraded  track  and  signaling 
between  Kalamazoo  and  Detroit-Pontiac. 
Station  facilities  along  the  Corridor  are 
also  not  ideal  for  providing  easy  access 
to  passenger  rail.  A  good  indicator  of  the 
track  condition  is  demonstrated  by  the 
issuance  of  a  number  of  slow  orders  by 
Norfolk  Southern  including  those  most 
recently  issued  in  March  2012.  These 
slow  orders  are  issued  to  decrease  the 
maximum  speed  on  sections  of  track 
where  there  are  safety  concerns.  This 
affects  passenger  rail  service 
performance.  The  latest  slow  order 
decreased  speeds  to  25-30  mph  in  the 
affected  sections  of  track  between 
Kalamazoo  and  Detroit. 

Infrastructure  investment  needed  to 
increase  train  speed  will  also  allow  an 
increase  in  the  frequency  of  service. 
Enhanced  capacity  of  Corridor 
infrastructure  would  make  the  service 
more  reliable  and  more  likely  to  succeed 
in  attracting  ridership,  increasing 
mobility  and  enhancing  transit  oriented 
economic  development  opportunities 
near  proposed  stations.  Improved 
intercity  passenger  rail  service  in  the 
Corridor  would  provide  a  reliable 
alternative  travel  mode  to  avoid 
increasingly  congested  Midwest 
highways  and  airports  and  substantial 
travel  delays  resulting  from  existing 
conditions,  including  peak  hour 
highway  delays,  security,  and  related 
delays  associated  with  air  travel,  and 
adverse  weather  conditions.  The  need  to 
reduce  highway  congestion  and  delays 
at  airports,  and  to  ease  the 
transportation-related  effects  of  further 
population  growth  over  the  long  term,  is 
becoming  increasingly  imperative 
within  the  Corridor. 

Environmental  Review  Process:  FRA 
and  Michigan  DOT  will  use  a  tiered 
process,  as  provided  for  in  40  CFR 
1508.28,  in  the  completion  of  the 
environmental  review  of  the  Chicago  to 
Detroit-Pontiac  Passenger  Rail  Corridor 
Program.  Tiering  is  a  staged 
environmental  review  process  applied 
to  environmental  reviews  for  complex 
projects.  This  process  will  address 
broad  corridor-level  issues  and 
alternatives.  Subsequent  phases  or  tiers 
will  analyze,  at  a  greater  level  of  detail. 
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narrower  site-specific  proposals  based 
on  the  decisions  made  in  the  Tier  1  EIS. 

Tier  1:  The  Tier  1  EIS  and  any 
subsequent  environmental  documents 
will  be  developed  in  accordance  with 
Council  on  Environmental  Quality 
(CEQ)  regulations  (40  CFR  part  1500  et 
seq.)  implementing  NEPA  and  FRA’s 
Procedures  for  Considering 
Environmental  Impacts  (64  FR  28545; 
May  26.  1999).  The  Tier  1  assessment 
will  result  in  an  EIS  with  the 
appropriate  level  of  detail  for  corridor- 
level  decisions  and  will  address  broad 
overall  issues  of  concern,  including  but 
not  limited  to: 

•  Confirming  the  purpose  and  need 
for  the  proposed  action. 

•  Confirming  the  study  area 
appropriate  to  assess  reasonable 
alternatives. 

•  Identifying  a  comprehensive  set  of 
goals  and  objectives  for  the  corridor  in 
conjunction  with  Program  stakeholders. 
These  goals  and  objectives  will  be 
crafted  to  allow  comprehensive 
evaluation  of  all  aspects  of  the  Corridor 
necessary  to  achieve  the  goals, 
including  train  operations,  vehicles,  and 
infrastructure. 

•  Identifying  the  range  of  reasonable 
alternatives  to  be  considered,  consistent 
with  the  current  and  planned  use  of  the 
corridor  and  the  existing  services  within 
and  adjacent  to  the  study  area,  as  well 
as  considering  a  no-action  (no-build) 
alternative. 

•  Developing  alternative  evaluation 
criteria  to  identify'  alternatives  that  meet 
the  purpose  and  need  of  the  proposed 
action  and  those  that  do  dot. 

•  Identifying  the  general  alignment(s) 
of  the  reasonable  build  alternatives. 

•  Identifying  general  right-of-way 
requirements  for  the  reasonable  build 
alternatives. 

•  Identifying,  at  a  corridor  planning 
level,  the  infrastructure  and  equipment 
investment  requirements  for  the 
reasonable  build  alternatives. 

•  Including  the  consideration  of  the 
no-build  alternative  which  will  be 
studied  as  the  baseline  for  comparison 
with  the  build  alternatives.  The  no- 
build  alternative  represents  other 
transportation  modes  such  as  auto,  air 
travel,  intercity  bus,  and  existing  rail 
and  the  physical  characteristics  and 
capacities  as  they  exist  at  the  time  of  the 
Tier  1  EIS,  with  planned  and  funded 
improvements  that  will  be  in  place  at 
the  time  the  Project  becomes 
operational. 

•  Evaluating  and  describing,  at  a 
corridor  planning  level,  the  potential 
environmental  consequences  (benefits 
and  impacts  to  the  built  and  natural 
environment)  associated  with  the 
reasonable  alternative  alignments  and 


proposed  changes  in  passenger  rail  train 
frequency,  speed,  and  on-time 
performance. 

•  Establishing  the  timing  and 
sequencing  of  independent  actions  to 
maintain  a  state  of  good  repair  and  to 
implement  the  proposed  action. 

•  Selecting  a  corridor  route  alignment 
for  further  study  at  Tier  2. 

•  Addressing  subsequent  component 
actions  for  Tier  2  NEPA  documentation 
as  described  below. 

Tier  2:  The  second  tier  assessment(s) 
will  address  component  projects  to  be 
implemented  within  the  general 
corridor  identified  in  the  Tier  1  EIS,  and 
will  incorporate  by  reference  the  data 
and  evaluations  included  in  the  Tier  1 
EIS.  Subsequent  evaluations  will 
concentrate  on  the  issues  specific  to  the- 
component  of  the  selected  alternative 
identified  in  the  Tier  1  EIS,  identify  the 
site-specific  alternatives  that  meet  the 
purpose  and  need  for  each  component 
project,  and  analyze  the  specific 
environmental  consequences  and 
measures  necessary  to  mitigate 
environmental  impacts  at  a  site-specific 
level  of  detail. 

Scoping  and  Public  Involvement:  FRA 
encourages  broad  participation  in  the 
EIS  process  during  scoping  and 
subsequent  review  of  the  resulting 
environmental  documents.  FRA  and 
Michigan  DOT  are  inviting  comments 
and  suggestions  regarding  the  scope  of 
the  Tier  1  EIS  from  all  interested  parties, 
to  ensure  that  all  issues  are  addressed 
related  to  this  proposal  and  that  any 
significant  impacts  are  identified. 
Comments  or  questions  concerning  the 
proposed  Program  and/or  the  Tier  1  EIS 
should  be  directed  to  Mr.  Mohammed 
Alghurabi,  Michigan  DOT  at  the  above 
address.  Letters  that  include  this  Notice 
and  related  study  area  will  be  sent  to  the 
appropriate  Federal,  State  and  local 
agencies,  Native  American  tribes  and  to 
private  organizations  who  might  have 
previously  expressed  or  who  are  known 
to  have  an  interest  in  this  proposal. 

Michigan  DOT  will  lead  the  outreach 
activities,  beginning  with  the  four  (4) 
scoping  meetings  and  the  online 
scoping  meeting  described  above.  Public 
involvement  initiatives,  including 
public  meetings,  newsletters,  and 
outreach  will  be  held  throughout  the 
course  of  this  study.  Opportunities  for 
public  participation  will  be  announced 
through  mailings,  notices, 
advertisements,  press  releases  and  at 
wHiv.  GreatLakesRail.  org. 

Corey  Hill. 

Director,  Rail  Project  Development  and 
Delivery,  Federal  Railroad  Administration. 

[FR  Doc.  2012-21587  Filed  8-30-12;  8:45  am] 

BILLING  CODE  4910-06-P 


DEPARTMENT  OF  TRANSPORTATION 

Surface  Transportation  Board 

[Docket  No.  FD  34554  (Sub-No.  16)] 

Union  Pacific  Railroad  Company — 
Temporary  Trackage  Rights 
Exemption;  BNSF  Railway  Company 

Pursuant  to  a  modified  written 
temporary  trackage  rights  agreement 
dated  August  10,  2012,  BNSF  Railway 
Company  (BNSF)  has  agreed  to  extend 
the  December  18,  2011  expiration  date 
of  the  local  trackage  rights  granted  to 
Union  Pacific  Railroad  Company  (UP)  ’ 
over  BNSF’s  line  of  railroad  extending 
between  BNSF  mileposts  579.3  near 
Mill  Creek,  Okla.,  and  631.1  near  Joe 
Junction,  Tex.,  a  distance  of 
approximately  51  miles. ^ 

The  transaction  is  scheduled  to  be 
consummated  on  or  after  September  15, 


’  UP  .submits  that  the  trackage  rights  being 
granted  here  are  only  temporary  rights  but,  because 
they  are  “local”  rather  than  "overhead”  rights,  they 
do  not  qualify  forthe  Board’s  class  exemption  for 
temporary  trackage  rights  at  49  CFR  1180.2(d)(8). 
See  R.R.  Consolidation  Procedures,  6  S.T.B.  910 
(2003).  Therefore,  UP  concurrently  has  filed  a 
petition  for  partial  revocation  of  this  exemption  in 
Union  Pacific  Railroad  Company — Temporary 
Trackage  Rights  Exemption — BNSF  Railway 
Company,  Docket  No.  FD  34554  (Sub-No.  17), 
wherein  UP  requests  that  the  Board  permit  the 
proposed  local  trackage  rights  arrangement 
described  in  the  present  proceeding  to  expire  on  or 
about  December  31,  2012,  as  provided  in  the 
parties’  agreement.  That  petition  will  be  addressed 
by  the  Board  in  a'separate  decision. 

2  The  trackage  rights  were  originally  granted  in 
Union  Pacific  Railroad  Company — Temporary 
Trackage  Rights  Exemption — The  Burlington 
Northern  and  Santa  Fe  Railway  Company,  FD 
34554  (STB  served  Oct.  7,  2004).  Subsequently,  the 
parties  filed  notices  of  exemption  several  times 
based  on  their  agreements  to  extend  expiration 
dates  of  the  same  trackage  rights.  See  FD  34554 
(Sub-No.  2)  (STB  served  Feb.  11,  2005);  FD  34554 
(Sub-No.  4)  (STB  served  Mar.  3,  2006);  FD  34554 
(Sub-No.  6)  (STB  served  Jan.  12,  2007);  FD  34554 
(Sub-No.  8)  (STB  served  Jan.  4,  2008);  FD  34554 
(Sub-No.  10)  (STB  served  Jan.  8,  2009);  FD  34554 
(Sub-No.  12)  (STB  served  Dec.  31,  2009);  and  FD 
34554  (Sub-No.  14)  (STB  served  Feb.  11,  2011). 
Because  the  original  and  subsequent  trackage  rights 
notices  were  filed  under  the  class  exemption  at  49 
CFR  1180.2(d)(7),  under  which  trackage  rights 
normally  remain  effective  indefinitely,  in  each 
instance  the  Board  granted  partial  revocation  of  the 
class  exemption  to  permit  the  authorized  trackage 
rights  to  expire.  See  FD  34554  (Sub-No.  1)  (STB 
served  Nov.  24,  2004);  FD  34554  (Sub-No.  3)  (STB 
served  Mar.  25,  2005);  FD  34554  (Sub-No.  5)  (STB 
served  Mar.  23,  2006);  FD  34554  (Sub-No.  7)  (STB 
served  Mar.  13,  2007);  FD  34554  (Sub-No.  9)  (STB 
served  Mar.  20,  2008);  FD  34554  (Sub-No.  11)  (STB 
served  Mar.  11,  2009);  FD  34554  (Sub-No.  13)  (STB 
served  Mar.  15,  2010);  and  FD  34554  (Sub-No.  15) 
(STB  served  Apr.  15,  2011).  At  the  time  of  the 
extension  authorized  in  Docket  No.  FD  34554  (Sub- 
No.  14),  the  parties  anticipated  that  the  Authority  to 
allow  the  rights  to  expire  would  be  exercised  by 
December  18,  2011.  However,  the  parties  filed  on 
August  16,  2012,  in  Docket  No.  FD  34554  (Sub-No. 
16)  their  most  recent  notice  of  exemption  to  allow 
the  trackage  rights  to  be  extended  to  on  or  about 
December  31,  2012,  which  we  are  addressing  here. 
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2012,  the  effective  date  of  the  exemption 
(30  days  after  the  exemption  is  filed). 

The  purpose  of  this  transaction  is  to 
modify  the  temporary  trackage  rights 
exempted  in  Docket  No.  FD  34554  (Sub- 
No.  14)  to  further  extend  the  expiration 
date  to  on  or  about  December  31,  2012. 
The  modified  trackage  rights  will  permit 
UP  to  continue  to  move  loaded  and 
empty  ballast  trains  for  use  in  its 
maintenance-of-way  projects. 

As  a  condition  to  this  exemption,  any 
employee  affected  by  the  trackage  rights 
will  be  protected  by  the  conditions 
imposed  in  Norfolk  &-  Western 
Railway — Trackage  Rights — Burlington 
Northern,  Inc.,  354  I.C.C.  605  (1978),  as 
modified  in  Mendocino  Coast  Railway — 
Lease  &■  Operate — California  Western 
Railroad,  360  I.C.C.  653  (1980). 

This  notice  is  filed  under  49  CFR 
1180.2(d)(7).  If  it  contains  false  or 
misleading  information,  the  exemption 
is  void  ab  initio.  Petitions  to  revoke  the 
exemption  under  49  U.S.C.  10502(d) 
may  be  filed  at  any  time.  The  filing  of 
a  petition  to  revoke  will  not 
automatically  stay  the  effectiveness  of 
the  exemption.  Stay  petitions  must  be 
filed  by  September  7,  2012  (at  least  7 
days  before  the  exemption  becomes 
effective). 

An  original  and  10  copies  of  all 
pleadings,  referring  to  Docket  No.  FD 
34554  (Sub-No.  16),  must  be  filed  with 
the  Surface  Transportation  Board,  395  E 
Street,  SW.,  Washington,  DC  20423- 


0001.  In  addition,  a  copy  of  each 
pleading  must  be  served  on  Elisa  B. 
Davies,  General  Attorney,  Union  Pacific 
Railroad  Company,  1400  Douglas  Street, 
Mail  Stop  1580,  Omaha,  NE  68179. 

Board  decisions  and  notices  are 
available  on  our  Web  site  at 
ix’ww.stb.dot.gov. 

Decided:  August  27,  2012. 

By  the  Board,  Rachel  D.  Campbell, 
Director,  Office  of  Proceedings. 

Derrick  A.  Gardner, 

Clearance  Clerk. 

|FR  Doc.  2012-21578  Filed  8-30-12;  8:45  am] 
BILLING  CODE  491 5-01 -P 


DEPARTMENT  OF  THE  TREASURY 

Internal  Revenue  Service 

Art  Advisory  Panel;  Notice  of  Closed 
Meeting 

AGENCY:  Internal  Revenue  Service, 
Treasury. 

ACTION:  Notice  of  Closed  Meeting  of  Art 
Advisory  Panel. 

SUMMARY:  Closed  meeting  of  the  Art 
Advisory  Panel  will  be  held  in 
Washington,  DC. 

DATES:  The  meeting  will  be  held 
September  20,  2012. 

ADDRESSES:  The  closed  meeting  of  the 
Art  Advisory  Panel  will  be  held  on 


September  20,  2012  at  999  North  Capitol 
Street  NE.,  Washington,  DC  20002,  at 
9:00  a.m. 

FOR  FURTHER  INFORMATION  CONTACT: 

Ruth  M.  Vriend,  C:AP:P&V:ART,  999  N. 
Capitol  Street  NE.,  Washington,  DC 
20002.  Telephone  (202)  435-5739  (not  a 
toll  free  number). 

SUPPLEMENTARY  INFORMATION:  Notice  is 
hereby  given  pursuant  to  section 
l-0(a)(2)  of  the  Federal  Advisory 
Committee  Act,  5  U.S.C.  App.,  that  a 
closed  meeting  of  the  Art  Advisory 
Panel  will  be  held  on  September  20, 
2012,  at  999  N.  Capitol  Street  NE., 
Washington,  DC,  at  9:00  a.m. 

The  agenda  will  consist  of  the  review 
and  evaluation  of  the  acceptability  of 
fair  market  value  appraisals  of  works  of 
art  involved  in  Federal  income,  estate, 
or  gift  tax  returns.  This  will  involve  the 
discussion  of  material  in  individual  tax 
returns  made  confidential  by  the 
provisions  of  26  U.S.C.  6103. 

A  determination  as  required  by 
section  10(d)  of  the  Federal  Advisory 
Committee  Act  has  been  made  that  this 
meeting  is  concerned  with  matters  listed 
in  Section  552b(c)(3),  (4),  (6),  and  (7), 
and  that  the  meeting  will  not  be  open 
to  the  public. 

Chris  Wagner, 

Chief,  Appeals. 

[FR  Doc.  2012-21496  Filed  8-30-12;  8:45  am] 
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Medicare  Program;  Hospital  Inpatient  Prospective  Payment  Systems  for 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

42  CFR  Parts  412,  413,  424,  and  476 
[CM&-1588-F] 

RIN0938-AR12 

Medicare  Program;  Hospital  Inpatient 
Prospective  Payment  Systems  for 
Acute  Care  Hospitals  and  the  Long- 
Term  Care  Hospital  Prospective 
Payment  System  and  Fiscal  Year  2013 
Rates;  Hospitals’  Resident  Caps  for 
Graduate  Medical  Education  Payment 
Purposes;  Quality  Reporting 
Requirements  for  Specific  Providers 
and  for  Ambulatory  Surgical  Centers 

AGENCY:  Centers  for  Medicare  and 
Medicaid  Services  (CMS),  HHS. 

ACTION:  Final  rule. 

SUMMARY:  We  are  revising  the  Medicare 
hospital  inpatient  prospective  payment 
systems  (IPPS)  for  operating  and  capital- 
related  costs  of  acute  care  hospitals  to 
implement  changes  arising  from  our 
continuing  experience  with  these 
systems.  Some  of  the  changes 
implement  certain  statutory  provisions 
contained  in  the  Patient  Protection  and 
Affordable  Care  Act  and  the  Health  Care 
and  Education  Reconciliation  Act  of 
2010  (collectively  known  as  the 
Affordable  Care  Act)  and  other 
legislation.  These  changes  will  be 
applicable  to  discharges  occurring  on  or 
after  October  1,  2012,  unless  otherwise 
specified  in  this  final  rule.  We  also  are 
updating  the  rate-of-increase  limits  for 
certain  hospitals  excluded  from  the 
IPPS  that  are  paid  on  a  reasonable  cost 
basis  subject  to  these  limits.  The 
updated  rate-of-increase  limits  will  be 
eff^ective  for  cost  reporting  periods 
beginning  on  or  after  October  1,  2012. 

We  are  updating  the  payment  policies 
and  the  annual  payment  rates  for  the 
Medicare  prospective  payment  system 
(PPS)  for  inpatient  hospital  services 
provided  by  long-term  care  hospitals 
(LTCHs)  and  implementing  certain 
statutory  changes  made  by  the 
Affordable  Care  Act.  Generally,  these 
changes  will  be  applicable  to  discharges 
occurring  on  or  after  October  1,  2012, 
unless  otherwise  specified  in  this  final 
rule. 

In  addition,  we  are  implementing 
changes  relating  to  determining  a 
hospital’s  full-time  equivalent  (FTE) 
resident  cap  for  the  purpose  of  graduate 
medical  education  (GME)  and  indirect 
medical  education  (IME)  payments.  We 
are  establishing  new  requirements  or 


revised  requirements  for  quality 
reporting  by  specific  providers  (acute 
care  hospitals,  PPS-exempt  cancer 
hospitals,  LTCHs,  and  inpatient 
psychiatric  facilities  (IPFs))  that  are 
participating  in  Medicare.  We  also  are 
establishing  new  administrative,  data 
completeness,  and  extraordinary 
circumstance  waivers  or  extension 
requests  requirements,  as  well  as  a 
reconsideration  process,  for  quality 
reporting  by  ambulatory  surgical  centers 
(ASCs)  that  are  participating  in 
Medicare. 

We  are  establishing  requirements  for 
the  Hospital  Value-Based  Purchasing 
(VBP)  Program  and  the  Hospital 
Readmissions  Reduction  Program. 

DATES:  Effective  date:  This  final  rule  is 
effective  on  October  1,  2012. 

FOR  FURTHER  INFORMATION  CONTACT: 

Tzvi  Hefter,  (410)  786—4487,  and  Ing-Jye 
Cheng,  (410)  786—4548,  Operating 
Prospective  Payment,  MS-DRGs, 
Hospital  Acquired  Conditions  (HAC), 
Wage  Index,  New  Medical  Service 
and  Technology  Add-On  Payments, 
Hospital  Geographic  Reclassifications, 
Graduate  Medical  Education,  Capitaf 
Prospective  Payment,  Excluded 
Hospitals,  Medicare  Disproportionate 
Share  Hospital  (DSH),  and  Postacute 
Care  Transfer  Issues. 

Michele  Hudson,  (410)  786—4487,  and 
Judith  Richter,  (410)  786-2590,  Long- 
Term  Care  Hospital  Prospective 
Payment  System  and  MS-LTC-DRG 
Relative  Weights  Issues. 

Bridget  Dickensheets,  (410)  786-8670, 
Market  Basket  for  LTCHs  Issues. 
Siddhartha  Mazumdar,  (410)  786-6673, 
Rural  Community  Hospital 
Demonstration  Program  Issues. 

James  Poyer,  (410)  786-2261,  Hospital 
Inpatient  Quality  Reporting  and 
Hospital  Value-Based  Purchasing — 
Program  Administration,  Validation, 
and  Reconsideration  Issues. 

Shaheen  Halim,  (410)  786-0641, 
Hospital  Inpatient  Quality 
Reporting — Measures  Issues  Except 
Hospital  Consumer  Assessment  of 
Healthcare  Providers  and  Systems 
Issues:  and  Readmission  Measures  for 
Hospitals  Issues. 

Elizabeth  Goldstein,  (410)  786-6665, 
Hospital  Inpatient  Quality 
Reporting — Hospital  Consumer 
Assessment  of  Healthccure  Providers 
and  Systems  Measures  Issues. 

Mary  Pratt,  (410)  786-6867,  LTCH 
Quality  Data  Reporting  Issues. 

Kim  Spalding  Bush,  (410)  786-3232, 
Hospital  Value-Based  Purchasing 
Efficiency  Measures  Issues. 

James  Poyer,  (410)  786-2261,  and 
Barbara  Choo,  (410)  786-4449, 
Inpatient  Psychiatric  Facility  Quality 


Reporting  Issues  and  PPS-Exempt 
Cancer  Hospital  Quality  Reporting 
Issues. 

Anita  Bhatia,  (410)  786-7236, 

Ambulatory  Surgical  Center  Quality 
Reporting  (ASCQR)  Program  Issues. 

SUPPLEMENTARY  INFORMATION: 

Electronic  Access 

This  Federal  Register  document  is 
also  available  from  the  Federal  Register 
online  database  through  the  U.S. 
Government  Printing  Office  Web  page 
at:  http :/ /www.gpo.gov/fdsys/browse/ 
col  lection. action  ?colIectionCode=FR.  • 
Free  public  access  is  available  on  a 
Wide  Area  Information  Server  (WAIS) 
through  the  Internet  and  via 
asynchronous  dial-in.  Internet  users  can 
access  the  database  by  using  the  World 
Wide  Web  (the  Superintendent  of 
Documents’  home  Web  page  address), 
by  using  local  WAIS  client  software,  dr 
by  telnet  to  swais.access.gpo.gov,  then 
login  as  guest  (no  password  required). 
Dial-in  users  should  use 
communications  software  and  modem 
to  call  (202)  512-1661;  type  swais,  then 
login  as  guest  (no  password  required). 

Tables  Available  Only  Through  the 
Internet  on  the  CMS  Web  Site 

In  the  past,  a  majority  of  the  tables 
referred  to  throughout  this  preamble 
and  in  the  Addendum  to  this  final  rule 
were  published  in  the  Federal  Register 
as  part  of  the  annual  proposed  and  final 
rules.  However,  beginning  in  FY  2012, 
some  of  the  IPPS  tables  and  LTCH  PPS 
tables  are  no  longer  published  in  the 
Federal  Register.  Instead,  these  tables 
will  be  available  only  through  the 
Internet.  The  IPPS  tables  for  this  final 
rule  are  available  only  through  the 
Internet  on  the  CMS  Web  site  at: 
http://www.cms.hhs.gov/Medicare/ 
medicare-Fee-for-Service-Payment/ 
AcutelnpatientPPS/ index.html.  Click  on 
the  link  on  the  left  side  of  the  screen 
titled,  “FY  2013  IPPS  Final  Rule  Home 
Page”  or  “Acute  Inpatient — Files  for 
Download”.  The  LTCH  PPS  tables  for 
this  FY  2013  final  rule  are  available 
only  through  the  Internet  on  the  CMS 
Web  site  at:  http://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Puym  en  t/LongT erm  CareHos pi  talPPS/ 
index.html  under  the  list  item  for 
Regulation  Number  CMS-1588-F.  For 
complete  details  on  the  availability  of 
the  tables  referenced  in  this  final  rule, 
we  refer  readers  to  section  VI.  of  the 
Addendum  to  this  final  rule. 

Readers  who  experience  any  problems 
accessing  any  of  the  tables  that  are 
posted  on  the  CMS  Web  sites  identified 
above  should  contact  Nisha  Bhat  at 
(410)  786-4487. 
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Acronyms 

3M  3M  Health  Information  System 
AAMC  Association  of  American  Medical 
Colleges 

ACGME  Accreditation  Council  for  Graduate 
•  Medical  Education 
AHA  American  Hospital  Association 
AHIC  American  Health  Information 
Community 

AHIMA  American  Health  Information 
Management  Association  ' 

AHRQ  Agency  for  Healthcare  Research  and 
Quality 

ALOS  Average  length  of  stay 
ALTHA  Acute  Long  Term  Hospital 
Association 

AMA  American  Medical  Association 
AMGA  American  Medical  Group 
Association  • 

AOA  American  Osteopathic  Association 
APR  DRG  All  Patient  Refined  Diagnosis 
Related  Group  System 
ARRA  American  Recovery  and 
Reinvestment  Act  of  2009,  Public  Law 
111-5 

ASC  Ambulatory  Surgical  Center 
ASCA  Administrative  Simplification 
Compliance  Act  of  2002,  Public  Law  107- 
105 

ASCQR  Ambulatory  Surgical  Center 
Quality  Reporting 

ASITN  American  Society  of  Interventional 
and  Therapeutic  Neuroradiology 
BBA  Balanced  Budget  Act  of  1997,  Public 
Law  105-33 

BBRA  Medicare,  Medicaid,  and  SCHIP 
[State  Children’s  Health  Insurance 
Program]  Balanced  Budget  Refinement  Act 
of  1999,  Public  Law  106-113 
BIPA  Medicare,  Medicaid,  and  SCHIP  [State 
Children’s  Health  Insurance  Program] 
Benefits  Improvement  and  Protection  Act 
of  2000,  Public  Law  106-554 
BLS  Bureau  of  Labor  Statistics 
CAH  Critical  access  hospital 
CARE  [Medicare]  Continuity  Assessment 
Record  &  Evaluation  [Instrument] 

CART  CMS  Abstraction  &  Reporting  Tool 
CBSAs  Core-based  statistical  areas 
CC  Complication  or  comorbidity 
CCR  Cost-to-charge  ratio 
CDAC  [Medicare]  Clinical  Data  Abstraction 
Center 

CDAD  Clostridium  difficile-associated 
disease 

CDC  Center  for  Disease  Control  and 
Prevention 

CIPI  Capital  input  price  index 
CMI  Case-mix  index 
CMS  Centers  for  Medicare  &  Medicaid 
Services 

CMSA  Consolidated  Metropolitan 
Statistical  Area 

COBRA  Consolidated  Omnibus 
Reconciliation  Act  of  1985,  Public  Law  99- 
272 

COLA  Cost-of-living  adjustment 
CoP  [Hospital]  condition  of  participation 
CPI  Consumer  price  index 
CRNA  Certified  Registered  Nurse 
Anesthetist 
CY  Calendar  year 

DPP  Disproportionate  patient  percentage 
DRA  Deficit  Reduction  Act  of  2005,  Public 
Law  109-171 

DRG  Diagnosis-related  group 


DSH  Disproportionate  share  hospital 

EGI  Employment  cost  index 

EDB  [Medicare]  Enrollment  Database 

EHR  Electronic  health  record 

EMR  Electronic  medical  record 

FAH  Federation  of  Hospitals 

FDA  Food  and  Drug  Administration 

FFY  Federal  fiscal  year 

FQHC  Federally  qualified  health  center 

FTE  Full-tiihe  equivalent 

FY  Fiscal  year 

GAAP  Generally  Accepted  Accounting 
Principles 

GAF  Geographic  Adjustment  Factor 
GME  Graduate  medical  education 
HACs  Hospital-acquired  conditions 
HCAHPS  Hospital  Consumer  Assessment  of 
Healthcare  Providers  and  Systems 
HCFA  Health  Care  Financing 
Administration 
HCO  High-cost  outlier 
HCRIS  Hospital  Cost  Report  Information 
System 

HHA  Home  health  agency 
HHS  Department  of  Health  and  Human 
Services 

HICAN  Health  Insurance  Claims  Account 
Number 

HIPAA  Health  Insurance  Portability  and 
Accountability  Act  of  1996,  Public  Law 
104-191 

HIPC  Health  Information  Policy  Council 
HIS  Health  information  system 
HIT  Health  information  technology 
HMO  Health  maintenance  organization 
HPMP  Hospital  Payment  Monitoring 
Program 

HSA  Health  savings  account 
HSCRC  [Maryland]  Health  Services  Cost 
Review  Commission 
HSRV  Hospital-specific  relative  value 
HSRVcc  Hospital-specific  relative  value 
cost  center 

HQA  Hospital  Quality  Alliance 
HQI  Hospital  Quality  Initiative 
ICD-9-CM  International  Classification  of 
Diseases,  Ninth  Revision,  Clinical 
Modification 

ICD-IO-CM  International  Classification  of 
Diseases,  Tenth  Revision,  Clinical 
Modification 

ICD— 10-PCS  International  Classification  of 
Diseases,  Tenth  Revision,  Procedure 
Coding  System 

ICR  Information  collection  requirement 
IGI  IHS  Global  Insight,  Inc. 

IHS  Indian  Health  Service 
IME  Indirect  medical  education 
I-O  Input-Output 
lOM  Institute  of  Medicine 
IPF  Inpatient  psychiatric  facility 
IPPS  [Acute  care  hospital]  inpatient 
prospective  payment  system 
IRF  Inpatient  rehabilitation  facility 
IQR  Inpatient  Quality  Reporting 
LAMCs  Large  area  metropolitan  counties 
LOS  Length  of  stay 

LTC-DRG  Long-term  care  diagnosis-related 
group 

LTCH  Long-term  care  hospital 
LTCHQR  Long-Term  Gare  Hospital  Quality 
Reporting 

MA  Medicare  Advantage 
MAC  Medicare  Administrative  Contractor 
MCC  Major  complication  or  comorbidity 
MCE  Medicare  Code  Editor 


MCO  Managed  care  organization 
MCV  Major  cardiovascular  condition 
MDC  Major  diagnostic  category 
MDH  Medicare-dependent,  small  rural 
hospital 

MedPAC  Medicare  Payment  Advisory 
Commission 

MedPAR  Medicare  Provider  Analysis  and 
Review  File 

MEI  Medicare  Economic  Index 
MGCRB  Medicare  Geographic  Classification 
Review  Board 

MIEA— TRHCA  Medicare  Improvements  and 
Extension  Act,  Division  B  of  the  Tax  Relief 
and  Health  Care  Act  of  2006,  Public  Law 

109- 432 

MIPPA  Medicare  Improvements  for  Patients 
and  Providers  Act  of  2008,  Public  Law 

110- 275 

MMA  Medicare  Prescription  Drug, 
Improvement,  and  Modernization  Act  of 
2003,  Public  Law  108-173 
MMEA  Medicare  and  Medicaid  Extenders 
Act  of  2010,  Public  Law  111-309 
MMSEA  Medicare,  Medicaid,  and  SCHIP 
Extension  Act  of  2007,  Public  Law  110-173 
MRHFP  Medicare  Rural  Hospital  Flexibility 
Program 

MRSA  Methicillin-resistant  Staphylococcus 
aureus 

MSA  Metropolitan  Statistical  Area 
MS-DRG  Medicare  severity  diagnosis- 
related  group 

MS-LTC-DRG  Medicare  severity  long-term 
care  diagnosis-related  group 
NAICS  North  American  Industrial 
Classification  System 

NALTH  National  Association  of  Long  Term 
Hospitals 

NCD  National  coverage  determination 
NCHS  National  Center  for  Health  Statistics 
NCQA  National  Committee  for  Quality 
Assurance 

NCVHS  National  Committee  on  Vital  and 
Health  Statistics 

NECMA  New  England  County  Metropolitan 
Areas 

NHSN  National  Healthcare  Safety  Network 
NQF  National  Quality  Forum 
NTIS  National  Technical  Information 
Service 

NTTAA  National  Technology  Transfer  and 
Advancement  Act  of  1991  (Pub.  L.  104- 
113) 

NVHRI  National  Voluntary  Hospital 
Reporting  Initiative 
OACT  [CMS’]  Office  of  the  Actuary 
OBRA  86  Omnibus  Budget  Reconciliation 
Act  of  1986,  Public  Law  99-509 
OES  Occupational  employment  statistics 
OIG  Office  of  the  Inspector  General 
OMB  Executive  Office  of  Management  and 
Budget 

OPM  U.S.  Office  of  Personnel  Management 
O.R.  Operating  room 
OSCAR  Online  Survey  Certification  and 
Reporting  [System] 

PCH  PPS-exempt  cancer  hospital 
PCHQR  PPS-exempt  cancer  hospital  quality 
reporting 

PMSAs  Primary  metropolitan  statistical 
areas 

POA  Present  on  admission 
PPI  Producer  price  index 
PPS  Prospective  payment  system 
PRM  Provider  Reimbursement  Manual 
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ProPAC  Prospective  Payment  Assessment 
Commission 

PRRB  Provider  Reimbursement  Review 
Board 

PRTFs  Psychiatric  residential  treatment 
facilities 

PSF  Provider-Specific  File 
PS&R  Provider  Statistical  and 
Reimbursement  (System) 

QIC  Quality  Improvement  Group,  CMS 
QIO  Quality  Improvement  Organization 
RCE '  Reasonable  compensation  equivalent 
RHC  Rural  health  clinic 
RHQDAPU  Reporting  hospital  quality  data 
for  annual  payment  update 
RNHCI  Religious  nonmedical  health  care 
institution 

RPL  Rehabilitation  psychiatric  long-term 
care  (hospital) 

RRC  Rural  referral  center 
RTl  Research  Triangle  Institute, 

International 

RUCAs  Rural-urban  commuting  area  codes 
RY  Rate  year 

SAF  Standard  Analytic  File 

SCH  Sole  community  hospital 

SFY  State  fiscal  year 

SIC  Standard  Industrial  Classification 

SNF  Skilled  nursing  facility 

SOCs  Standard  occupational  classifications 

SOM  State  Operations  Manual 

SSO  Short-stay  outlier 

TEFRA  Tax  Equity  and  Fiscal 

Responsibilitv  Act  of  1982,  Public  Law  97- 
248 

TEP  Technical  expert  panel 
TMA  TMA  (Transitional  Medical 

Assistance],  Abstinence  Education,  and  Q1 
[Qualifi'ing  Individuals]  Programs 
Extension  Act  of  2007,  Public  Law  110-90 
TPS  Total  Performance  Score 
UHDDS  Uniform  hospital  discharge  data  set 
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Payment  Adjustment  and  the  IME 
Payment  Adjustment 

G.  Expiration  of  the  Medicare-Dependent, 
Small  Rural  Hospital  (MDH)  Program 
(§412.108) 

H.  Changes  in  the  Inpatient  Hospital 
Update 

I.  FY  2013  Inpatient  Hospital  Update 

2.  FY  2013  Puerto  Rico  Hospital  Update 
I.  Payment  for  Graduate  Medical  Education 
(GME)  and  Indirect  Medical  Education 
(IME)  Costs  (§§412.105,  413.75  through 
413.83) 

1.  Background 

2.  Teaching  Hospitals:  Change  in  New 
Program  Growth  from  3  Years  to  5  Years 

3.  Policies  and  Clarifications  Related  to  5-. 
Year  Period  Following  Implementation 
of  Reductions  and  Increases  to  Hospitals’ 
FTE  Resident  Caps  for  GME  Payment 
Purposes  Under  Section  5503  of  the 
Affordable  Care  Act 

4.  Preservation  of  Resident  Cap  Positions 
From  Closed  Hospitals  (Section  5506  of 
the  Affordable  Care  Act) 

a.  Background 

b.  Change  in  Amount  of  Time  Provided  for 
Submitting  Applications  Under  Section 
5506  of  the  Affordable  Care  Act 

c.  Change  to  the  Ranking  Criteria  Under 
Section  5506 

d.  Effective  Dates  of  Slots  Awarded  Under 
Section  5506 

e.  Clarification  of  Relationship  Between 
Ranking  Criteria  One,  Two,  and  Three 

f.  Modifications  to  the  Section  5506  CMS 
Evaluation  Form 

5.  Notice  of  Closure  of  Teaching  Hospitals 
and  Opportunity  to  Apply  for  Available 
Slots 

a.  Background 

b.  Notice  of  Closure  of  Teaching  Hospitals 

c.  Application  Process  for  Available 
Resident  Slots 

J.  Changes  to  the  Reporting  Requirements 
for  Pension  Costs  for  Medicare  Cost- 
Finding  Purposes 

K.  Rural  Community  Hospital 
Demonstration  Program 

1.  Background 

2.  Budget  Neutrality  Offset  Amount  for  FY 
2013 

L.  Hospital  Routine  Services  Furnished 
Under  Arrangements 

M.  Technical  Change 

V.  Changes  to  the  IPPS  for  Capital-Related 
Costs 

A.  Overview 

B.  Additional  Provisions 

1.  Exception  Payments 

2.  New  Hospitals 

3.  Hospitals  Located  in  Puerto  Rico 

C.  Prospective  Adjustment  for  the  FY  2010 
Documentation  and  Coding  Effect 

1.  Background 
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2.  Prospective  Adjustment  for  the  Effect  of 
Documentation  and  Coding  in  FY  2010 

3.  Documentation  and  Coding  Adjustment 
to  the  Puerto  Rico-Specific  Capital  Rate 

D.  Changes  for  Annual  Update  for  FY  2013 
V!.  Changes  for  Hospitals  Excluded  From  the 
IPPS 

A.  Excluded  Hospitals 

B.  Report  of  Adjustment  (Exceptions) 
Payments 

VII.  Changes  to  the  Long-Term  Care  Hospital 
Prospective  Payment  System  (LTCH  PPS) 
for  FY  2013 

A.  Background  of  the  LTCH  PPS 

1.  Legislative  and  Regulatory  Authority 

2.  Criteria  for  Classification  as  a  LTCH 

a.  Classification  as  a  LTCH 

b.  Hospitals  Excluded  From  the  LTCH  PPS 

3.  Limitation  on  Charges  to  Beneficiaries 

4.  Administrative  Simplification 
Compliance  Act  (ASCA)  and  Health 
Insurance  Portability  and  Accountability 
Act  (HIP.^A)  Compliance 

B.  Medicare  Severity  Long-Term  Care 
Diagnosis-Related  Group  (MS-LTC- 
DRC)  Classificiations  and  Relative 
Weights  for  FY  2013 

1.  Background 

2.  Patient  Classifications  into  MS-LTC- 
DRGs 

a.  Background 

b.  Changes  to  the  MS-LTC-DRCs  for  FY 
2013 

3.  Development  of  the  FY  2013  MS-LTC- 
DRG  Relative  Weights 

a.  General  Overview  of  the  Development  of 
the  MS-LTC-DRG  Relative  Weights 

b.  Development  of  the  MS-LTC-DRG 
Relative  Weights  for  FY  2013 

c.  Data 

d.  Hospital-Specific  Relative  Value  (HSRV) 
Methodology 

e.  Treatment  of  Severity  Levels  in 
Developing  the  MS-LTC-DRG  Relative 
Weights 

f.  Low-Volume  MS-LTC— DRGs 

g.  Steps  for  Determining  the  FY  2013  MS- 
LTC-DRG  Relative  Weights 

C.  Use  of  a  LTCH-Specific  Market  Basket 
Under  the  LTCH  PPS 

1.  Background 

2.  Over\  iew'  of  the  FY  2009-Based  LTCH- 
Specific  Market  Basket 

3.  Development  of  a  LTCH-Specific  Market 
Basket 

a.  Development  of  Cost  Categories 

b.  Cost  Categon,'  Computation 

c.  Selection  of  Price  Proxies 

d.  Methodology  for  the  Capital  Portion  of 
the  FY  2009-Based  LTCH-Specific 
Market  Basket 

e.  FY  2013  Market  Basket  for  LTCHs 

f.  FY  2013  Labor-Related  Share 

D.  Changes  to  the  LTCH  Payment  Rates  for 
FY  2013  and  Other  Changes  to  the  LTCH 
PPS  for  FY  2013 

1.  Overview  of  Development  of  the  LTCH 

-  Payment  Rates 

2.  FY  2013  LTCH  PPS  Annual  Market 
Basket  Update 

a.  Overview 

b.  Revision  of  Certain  Market  Basket 
Updates  as  Required  by  the  Affordable 
Care  Act 

c.  Market  Basket  Under  the  LTCH  PPS  for 
FY  2013 


d.  Annual  Market  Basket  Update  for  LTCHs 
for  FY  2013 

3.  LTCH  PPS  Cost-of-Living  Adjustment 
(COLA)  for  LTCHs  Located  in  Alaska  and 
Hawaii 

E.  Expiration  of  Certain  Payment  Rules  for 
LTCH  Services  and  the  Moratorium  on 
the  Establishment  of  Certain  Hospitals 
and  Facilities  and  the  Increase  in 
Number  of  Beds  in  LTCHs  and  LTCH 
Satellite  Facilities 

1.  Background 

2.  The  25-Percent  Payment  Adjustment 
Threshold 

3.  The  “IPPS  Comparable  Per  Diem 
Amount”  Payment  Option  for  Very  Short 
Stays  Under  the  Short-Stay  Outlier  (SSO) 
Policy 

4.  One-Time  Prospective  Adjustment  to  the 
Standard  Federal  Rate  Under 

§  412.523(d)(3) 

a.  OveiA'iew 

b.  Data  Used  to  Estimate  Aggregate  FY 
2003  TEFRA  Payments 

c.  Data  Used  to  Estimate  Aggregate  FY  2003 
LTCH  PPS  Payments 

d.  Methodology  to  Evaluate  Whether  a 
One-Time  Prospective  Adjustment 
Under  §41 2.523(d)(3)  is  VVarranted 

e.  Methodology  to  Estimate  FY  2003  LTCH 
Payments  Under  the  TEFRA  Payment 
System 

f.  Methodology  to  Estimate  FY  2003  LTCH 
PPS  Payments 

g.  Methodology  for  Calculating  the  One- 
Time  Prospective  Adjustment  Under 
§  412.523(d)(3) 

h.  Public  Comments  and  CMS’  Responses 

i.  Final  Policy  Regarding  the  One-Time 
Prospective  Adjustment  Under 

§  412.523(d)(3) 

VIII.  Quality  Data  Reporting  Requirements  for 
Specific  Providers  and  Suppliers 

A.  Hospital  Inpatient  Quality  Reporting 
(IQR)  Program 

1.  Background 

a.  History  of  Measures  Adopted  for  the 
Hospital  IQR  Program 

b.  Maintenance  of  Technical  Specifications 
for  Quality  Measures 

c.  Public  Display  of  Quality  Measures 

2.  Removal  and  Suspension  of  Hospital 
IQR  Program  Measures 

a.  Considerations  in  Removing  Quality 
Measures  From  the  Hospital  IQR 
Program  b.  Hospital  IQR  Program 
Measures  Removed  in  Previous 
Rulemakings 

c.  Removal  of  Hospital  IQR  Program 
Measures  for  the  FY  2015  Payment 
Determination  and  Subsequent  Years 

(1)  Removal  of  One  Chart-Abstracted 
Measure 

(2)  Removal  of  16  Claims-Based  Measures 

d.  Suspension  of  Data  Collection  for  the  FY 
2014  Payment  Determination  and 
Subsequent  Years 

3.  Measures  for  the  FY  2015  and  FY  2016 
Hospital  IQR  Program  Payment 
Determinations 

a.  Additional  Considerations  in  Expanding 
and  Updating  Quality  Measures  Under 
the  Hospital  IQR  Program 

b.  Hospital  IQR  Program  Measures  for  the 
FY  2015  Payment  Determination  and 
Subsequent  Years 


(1)  Process  for  Retention  of  Hospital  IQR 
Program  Measures  Adopted  in  Previous 
Payment  Determinations 

(2)  Additional  Hospital  IQR  Program 
Measures  for  FY  2015  Payment 
Determination  and  Subsequent  Years 

c.  Hospital  IQR  Program  Quality  Measures 
for  the  FY  2016  Payment  Determination 
and  Subsequent  Years 

4.  Possible  New  Quality  Measures  and 
Measure  Topics  for  Future  Years 

5.  Form,  Manner,  and  Timing  of  Quality 
Data  Submission 

a.  Background 

b.  Procedural  Requirements  for  the  FY 
2015  Payment  Determination  and 
Subsequent  Years 

c.  Data  Submission  Requirements  for 
Chart-Abstracted  Measures 

d.  Sampling  and  Case  Thresholds 
Beiginning  With  the  FY  2015  Payment 
Determination 

e.  HCAHPS  Requirements  for  the  FY  2014, 
FY  2015,  and  FY  2016  Payment 
Determinations 

f.  Data  Submission  Requirements  for 
Structural  Measures 

g.  Data  Submission  and  Reporting 
Requirements  for  Healthcare-Associated 
Infec'tion  (HAI)  Measures  Reported  via 
NHSN 

6.  Supplements  to  the  Chart  Validation 
Process  for  the  Hospital  IQR  Program  for 
the  FY  2015  Payment  Determination  and 
SLrf)sequent  Years 

a.  Separate  Processes  for  Sampling  and 
Scoring  for  Chart-Abstracted  Clinical 
Process  of  Care  and  HAI  Measures 

(1)  Background  and  Rationale 

(2)  Selection  and  Sampling  of  Clinical 
Process  of  Care  Measures  for  Validation 

(3)  Selection  and  Sampling  of  HAI 
Measures  for  Validation 

(4)  Validation  Scoring  for  Chart-Abstract 
Clinical  Process  of  Care  and  HAI 
Measures 

(5)  Criteria  to  Evaluate  Whether  a  Score 
Passes  or  Fails' 

b.  Number  and  Manner  of  Selection  for 
Hospitals  Included  in  the  Base  Annual 
Validation  Random  Sample 

c.  Targeting  Criteria  for  Selection  of 
Supplemental  Hospitals  for  Validation 

7.  Data  Accuracy  and  Completeness 
Acknowledgement  Requirements  for  the 
FY  2015  Payment  Determination  and 
Subsequent  Years 

8.  Public  Display  Requirements  for  the  FY 
2015  Payment  Determination  and 
Subsequent  Years 

9.  Reconsideration  and  Appeal  Procedures 
for  the  FY  2015  Payment  Determination 

10.  Hospital  IQR  Program  Disaster 
Extensions  or  Waivers 

11.  Electronic  Health  Records  (EHRs) 

a.  Background 

b.  HITECH  Act  EHR  Provisions 

B.  PPS-Exempt  Cancer  Hospital  Quality 
Reporting  (PCHQR)  Program 

1.  Statutory  Authority 

2.  Covered  Entities 

3.  Quality  Measures  for  PCHs  for  FY  2014 
Program  and  Subsequent  Program  Years 

a.  Considerations  in  the  Selection  of  the 
Quality  Measures 
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b.  PCHQR  Program  Quality  Measures  for 
FY  2014  Program  and  Subsequent 
Program  Years 

(1)  CDC/NHSN-Based  Healthcare- 
Associated  Infection  (HAI)  Measures 

12)  Cancer-Specific  Measures 

4.  Possible  New  Quality  Measure  Topics 
for  Future  Years 

5.  Maintenance  of  Technical  Specifications 
for  Quality  Measures 

6.  Public  Display  Requirements  for  the  FY 
2014  Program  and  Subsequent  Program 
Years 

7.  Form,  Manner,  and  Timing  of  Data 
Submission  for  FY  2014  Program  and 
Subsequent  Program  Years 

a.  Background 

b.  Procedural  Requirements  for  FY  2014 
Program  and  Subsequent  Program  Years 

c.  Reporting  Mechanisms  for  FY  2014 
Program  and  Subsequent  Program  Years 

(1)  Reporting  Mechanism  for  the  HAI 
Measures 

(2)  Reporting  Mechanism  for  the  Cancer- 
Specific  Measures 

d.  Data  Submission  Timelines  for  FY  2014 
Program  and  Subsequent  Program  Years 

e.  Data  Accuracy  and  Completeness 
Acknowledgement  (DACA) 

Requirements  for  the  FY  2014  Program 
and  Subsequent  Program  Years 

C.  Hospital  Value-Based  Purchasing  (VBP) 
Program 

1.  Statutory  Background 

2.  Overview  of  the  FY  2013  Hospital  VBP 
Program 

3.  FY  2014  Hospital  VBP  Program 
Measurfes 

4.  Other  Previously  Finalized 
Requirements  for  the  Hospital  VBP 
Program 

5.  Hospital  VBP  Payment  Adjustment 
Calculation  Methodology 

a.  Definitions  of  the  Term  “Base  Operating 
DRG  Payment  Amount”  for  Purposes  of 
the  Hospital  VBP  Program 

b.  Calculating  the  Funding  Amount  for 
Value-Based  Incentive  Payments  Each 
Year 

c.  Methodology  To  Calculate  the  Value- 
Based  Incentive  Payment  Adjustment 
Factor 

d.  Timing  of  the  Base  Operating  DRG 
Payment  Amount  Reduction  and  Value- 
Based  Incentive  Payment  Adjustment  for 
FY  2013  and  Future  Hospital  VBP 
Program  Years 

e.  Process  for  Reducing  the  Base  Operating 
DRG  Payment  Amount  and  Applying  the 
Value-Based  Incentive  Payment 
Adjustment  for  FY  2013 

6.  Review  and  Corrections  Processes 

a.  Background 

b.  Review  and  Corrections  Process  for 
Claims-Based  Measure  Rates 

c.  Review  and  Corrections  Process  for 
Condition-Specific  Scores,  Domain- 
Specific  Scores,  and  Total  Performance 
Scores 

7.  Appeal  Process  Under  the  Hospital  VBP 
Program 

a.  Background  , 

b.  Appeal  Process 

8.  Measures  for  the  FY  2015  Hospital  VBP 
Program 

a.  Relationship  Between  the  National 
Strategy  and  the  Hospital  VBP  Program 


b.  FY  2015  Measures 

c.  General  Process  for  Hospital  VBP 
Program  Measure  Adoption  for  Future 
Program  Years 

9.  Measures  and  Domains  for  the  FY  2016 
Hospital  VBP  Program 

a.  FY  2016  Measures 

b.  Quality  Measure  Domains  for  the  FY 
2016  Hospital  VBP  Program 

10.  Performance  Periods  and  Baseline 
Periods  for  the  FY  2015  Hospital  VBP 
Program 

a.  Clinical  Process  of  Care  Domain  * 
Performance  Period  and  Baseline  Periods 
for  FY  2015 

b.  Patient  Experience  of  Care  Domain 
Performance  Period  and  Baseline  Period 
for  FY  2015 

c.  Efficiency  Domain  Measure  Performance 
Period  and  Baseline  Period  for  FY  2015 

d.  Outcome  Domain  Performance  Periods 
for  FY  2015 

(1)  Mortality  Measures 

(2)  AHRQ  PSI  Composite  Measure 

(3)  CLABSI  Measure 

e.  Performance  Periods  for  FY  2016 
Measures 

11.  Performance  Standards  for  the  Hospital 
VBP  Program  for  FY  2015  and  FY  2016 

a.  Background 

b.  Performance  Standards  for  the  FY  2015 
Hospital  VBP  Program  Measures 

c.  Performance  Standards  for  FY  2016 
Hospital  VBP  Program  Measures 

d.  Adopting  Performance  Periods  and 
Standards  for  Future  Program  Years 

12.  FY  2015  Hospital  VBP  Program  Scoring 
Methodology 

a.  General  Hospital  VBP  Program  Scoring 
Methodology 

b.  Domain  Weighting  for  the  FY  2015 
Hospital  VBP  Program  for  Hospitals  That 
Receive  a  Score  on  all  Four  Proposed 
Domains 

c.  Domain  Weighting  for  Hospitals 
Receiving  Scores  on  Fewer  Than  Four 
Domains 

13.  Applicability  of  the  Hospital  VBP 
Program  to  Hospitals 

a.  Background 

b.  Exemption  Request  Process  for  Maryland 
Hospitals 

14.  Minimum  Numbers  of  Cases  and 
Measures  for  the  FY  2015  Program 

a.  Background 

b.  Minimum  Numbers  of  Cases  and 
Measures  for  the  FY  2015  Outcome 
Domain 

c.  Medicare  Spending  Per  Beneficiary 
Measure  Case  Minimum 

15.  Immediate  Jeopardy  Citations 

D.  Long-Term  Care  Hospital  Quality 

Reporting  (LTCHQR)  Program 

1.  Statutory  History 

2.  LTCH  Program  Measures  for  the  FY  2014 
Payment  Determination  and  Subsequent 
Fiscal  Years  Payment  Determinations 

a.  Process  for  Retention  of  LTCHQR 
Program  Measures  Adopted  in  Previous 
Payment  Determinations 

b.  Process  for  Adopting  Changes  to 
LTCHQR  Program  Measures 

3.  CLABSI,  CAUTI,  AND  Pressure  Ulcer 
Measures 

4.  LTCHQR  Program  Quality  Measures  for 
the  FY  2016  Payment  Determinations 


and  Subsequent  Fiscal  Years  Payment 
Determinations 

a.  Considerations  in  Updating  and 
Expanding  Quality  Measures  Under  the 
LTCHQR  Program  for  FY  2016  and 
Subsequent  Payment  Update 
Determinations 

b.  New  LTCHQR  Program  Quality 
Measures  Beginning  With  the  FY  2016 
Payment  Determination 

(1)  Quality  Measure  #1  for  the  FY  2016 
Payment  Determination  and  Subsequent 
Fiscal  Years  Payment  Determinations: 
Percent  of  Nursing  Home  Residents  who 
Were  Assessed  and  Appropriately  Given 
the  Seasonal  Influenza  Vaccine  (Short- 
Stay)  (NQF  #0680) 

(2)  LTCH  Quality  Measure  #2  for  the  FY 
2016  Payment  Determination  and 
Subsequent  Fiscal  Years  Payment 
Determinations:  Percentage  of  Residents 
or  Patients  who  Were  Assessed  and 
Appropriately  Given  the  Pneumococcal 
Vaccine  (Short-Stay)  (NQF  #0682) 

(3)  LTCH  Quality  Measure  #3  for  the  FY 
2016  Payment  Determination  and 
Subsequent  Fiscal  Years  Payment 
Determinations:  Influenza  Vaccination 
Coverage  Among  Healthcare  Personnel 
(NQF  #0431) 

(4)  LTCH  Quality  Measure  #4  for  the  FY 
2016  Payment  Determination  and 
Subsequent  Fiscal  Years  Payment 
Determinations:  Ventilator  Bundle 
(Application  of  NQF  #0302) 

(5)  LTCH  Quality  Measure  #5  for  the  FY 
2016  Payment  Determination  and 
Subsequent  Fiscal  Years  Payment 
Determinations:  Restraint  Rate  per  1,000 
Patient  Days 

5.  Timeline  for  Data  Submission  Under  the 
LTCHQR  Program  for  the  FY  2015 
Payment  Determination 

6.  Timeline  for  Data  Submission  Under  the 
LTCHQR  Program  for  the  FY  2016 
Payment  Determination 

7.  Public  Display  of  Data  Quality  Measures 

E.  Quality  Reporting  Requirements  Under 

the  Ambulatory  Surgical  Centers  Quality 
Reporting  (ASCQRJ  Program 

1.  Background 

2.  Requirements  for  Reporting  Under  the 
ASCQR  Program 

a.  Administrative  Requirements 

(1)  Requirements  Regarding  QualityNet 
Account  and  Administrator  for  the  CYs 
2014  and  2015  Payment  Determinations 

(2)  Requirements  Regarding  Participation 
Status  for  the  CY  2014  Payment 
Determination  and  Subsequent  Payment 
Determination  Years 

b:  Requirements  Regarding  Form,  Manner, 
and  Timing  for  Claims-Based  Measures 
for  CYs  2014  and  2015  Payment 
Determinations 

(1)  Background 

(2)  Minimum  Threshold  for  Claims-Based 
Measures  Using  QDCs 

c.  ASCQR  Program  Validation  of  Claims- 
Based  and  Structural  Measures 

3.  Extraordinary  Circumstances  Extension 
or  Waiver  for  the  CY  2014  Payment 
Determination  and  Subsequent  Payment 
Determination  Years 

4.  ASCQR  Program  Reconsideration 
Procedures  for  the  CY  2014  Payment 
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Determination  and  Subsequent  Payment 
Determination  Years 

F.  Inpatient  Psychiatric  Facilities  Quality 
Reporting  (IPFQR)  Program 

1.  Statutory  Authority 

2.  Application  of  the  Payment  Update 
Reduction  for  Failure  To  Report  for  FY 
2014  Payment  Determination  and 
Subsequent  Years 

3.  Covered  Entities 

4.  Quality  Measures 

a.  Considerations  in  Selecting  Quality 
Measures 

b.  Quality  Measures  Beginning  With  FY 
2014  Payment  Determination  and 
Subsequent  Years 

(1)  HBIPS-2  (Hours  of  Physical  Restraint 
Use) 

(2)  HBIPS-3  (Hours  of  Seclusion  Use) 

(3)  HBlPS-4  (Patients  Discharged  on 
Multiple  Antipsychotic  Medications) 

(4)  HBIPS-5  (Patients  Discharged  on 
Multiple  Antipsychotic  Medications 
With  Appropriate  fustification) 

(5)  HBIPS^  (Post  Discharge  Continuing 
Care  Plan  Created) 

(6)  HBlPS-7  (Post  Discharge  Continuing 
Care  Plan  Transmitted  to  the  Next  Level 
of  Care  Provider  Upon  Discharge) 

c.  Maintenance  of  Technical  Specifications 
for  Quality  Measures 

5.  Possible  New  Quality  Measures  for 
Future  Years 

6.  Public  Display  Requirements  for  the  FY 
2014  Payment  Determination  and 
Subsequent  Years 

7.  Form.  Manner,  and  Timing  of  Quality 
Data  Submission  for  the  FY  2014 
Payment  Determination  and  Subsequent 
Years 

a.  Background 

b.  Procedural  Requirements  for  the  FY 
2014  Payment  Determination  and 
Subsequent  Years 

c.  Reporting  and  Submission  Requirements 
for  the  FY  2014  Payment  Determination 

d.  Reporting  and  Submission  Requirements 
for  the  FY  2015  and  FY  2010  Payment 
Determinations 

e.  Population,  SampHng,  and  Minimum 
Case  Threshold  for  FY  2014  and 
Subsequent  Years 

f.  Data  Accuracy  and  Completeness 
Acknowledgement  Requirements  for  the 
FY  2014  Payment  Determination  and 
Subsequent  Years 

8.  Reconsideration  and  Appeals  Procedure 
for  the  FY  2014  Payment  Determination 
and  Subsequent  Years 

9.  Waivers  From  Quality  Reporting 
Requirements  for  the  FY  2014  Payment 
Determination  and  Subsequent  Years 

10.  Electronic  Health  Records  (EHRs) 

IX.  MedPAC  Recommendations  and  Other 

Related  Reports  and  Studies  for  the  IPPS 
and  LTCH  PPS 

A.  MedPAC  Recommendations  for  the  IPPS 
forFY  2013 

B.  Studies  and  Reports  on  Reforming  the 
Hospital  Wage  Index 

1.  Secretary’s  Report  to  Congress  on  Wage 
Index  Reform 

2.  Institute  of  Medicine  (lOM)  Study  on 
Medicare’s  Approach  to  Measuring 
Geographic  Variations  in  Hospitals’ 

Wage  Costs 


X.  Quality  Improvement  Organization  (QIO) 

Regulation  Changes  Relating  to  Provider 
and  Practitioner  Medical  Record 
Deadlines  and  Claim  Denials 

XI.  Other  Required  Information 

A.  Requests  for  Data  From  the  Public 

B.  Collection  of  Information  Requirements 

1.  Statutory  Requirement  for  Solicitation  of 
Comments 

2.  ICRs  for  Add-On  Payments  for  New 
Services  and  Technologies 

3.  ICRs  for  the  Occupational  Mix 

•  Adjustment  to  the  FY  2013  Index 

(Hospital  Wage  Index  Occupational  Mix 
Survey) 

4.  Hospital  Applications  for  Geographic 
Reclassifications  by  the  MGCRB 
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3.  Anticipated  Effects  of  LTCH  PPS 
Payment  Rate  Change  and  Policy 
Changes 

4.  Effect  on  the  Medicare  Program 

5.  Effect  on  Medicare  Beneficiaries 

K.  Effects  of  Requirements  for  Hospital 
Inpatient  Quality  Reporting  (IQR) 

Program 

L.  Effects  of  PPS-Exempt  Cancer  Hospital 
Quality  Reporting  (PCHQR)  Program 

M.  Effects  of  Hospital  Value-Based 
Purchasing  (VBP)  Program  Requirements 
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LTCH  Quality  Reporting  (LTCHQR) 
Program 

O.  Effects  of  Quality  Reporting 
Requirements  for  Ambulatory  Surgical 
Centers 

P.  Effects  of  Requirements  for  the  Inpatient 
Psychiatric  Facilities  Quality  Reporting 
(IPFQR)  Program 

Q.  Effects  of  Requirements  for  Provider  and 
Practitioner  Medical  Record  Deadlines 
and  Claims  Denials 
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1.  Acute  Care  Hospitals 

2.  LTCHs 
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A.  Acute  Care  Hospitals 

B.  LTCHs 

III.  Regulatory  Flexibility  Act  (RFA)  Analysis 

IV.  Impact  on  Small  Rural  Hospitals 

V.  Unfunded  Mandate  Reform  Act  (UMRA) 

Analysis 

VI.  Executive  Order  12866 

Appendix  B:  Recommendation  of  Update 
Factors  for  Operating  Cost  Rates  of 
Payment  for  Inpatient  Hospital  Services 

I.  Background 

II.  Inpatient  Hospital  Update  for  FY  2013 

A.  FY  2013  Inpatient  Hospital  Update 

B.  Update  for  SCHs  for  FY  2013 

C.  FY  2013  Puerto  Rico  Hospital  Update 

D.  Update  for  Hospitals  Excluded  From  the 
IPPS 

E.  Update  for  LTCHs 

III.  Secretary's  Recommendation 

IV.  MedPAC  Recommendation  for  Assessing 

Payment  Adequacy  and  Updating 
Payments  in  Traditional  Medicare 

I.  Executive  Summary  and  Background 

A.  Execulive  Summary 
1.  Purpose  and  Legal  Authority 

This  final  rule  makes  payment  and 
policy  changes  under  the  Medicare 
inpatient  prospective  payment  systems 
(IPPS)  for  operating  and  capital-related 
costs  of  acute  care  hospitals  as  well  as 
for  certain  hospitals  and  hospital  units 
excluded  from  the  IPPS.  In  addition,  it 
makes  payment  and  policy  changes  for 
inpatient  hospital  services  provided  by 
long-term  care  hospitals  (LTCHs)  under 
the  long-term  ceure  hospital  prospective 
payment  system  (LTCH  PPS).  It  also 
makes  policy  changes  to  programs 
associated  with  Medicare  IPPS  hospitals 
and  LTCHs. 

Under  various  statutory  authorities, 
we  are  making  changes  to  the  Medicare 
IPPS,  to  the  LTCH  PPS,  and  to  other 


related  payment  methodologies  and 
programs  for  FY  2013.  These  statutory 
authorities  include,  but  are  not  limited 
to,  the  following: 

•  Section  1886(d)  of  the  Social 
Security  Act  (the  Act),  which  sets  forth 
a  system  of  payment  for  the  operating 
costs  of  acute  care  hospital  inpatient 
stays  under  Medicare  Part  A  (Hospital 
Insurance)  based  on  prospectively  set 
rates.  Section  1886(g)  of  the  Act  requires 
that,  instead  of  paying  for  capital -related 
costs  of  inpatient  hospital  services  on  a 
reasonable  cost  basis,  the  Secretary  use 
a  prospective  payment  system  (PPS). 

•  Section  1886(d)(1)(B)  of  the  Act, 
which  specifies  that  certain  hospitals 
and  hospital  units  are  excluded  from  the 
IPPS.  These  hospitals  and  units  are: 
Rehabilitation  hospitals  and  units; 
LTCHs;  psychiatric  hospitals  and  units; 
children’s  hospitals;  and  cancer 
hospitals.  Religious  nonmedical  health 
care  institutions  (RNHCIs)  are  also 
excluded  from  the  IPPS. 

•  Sections  123(a)  and  (c)  of  Public 
Law  106-113  and  section  307(b)(1)  of 
Public  Law  106-554  (as  codified  under 
section  1886(m)(l)  of  the  Act),  which 
provide  for  the  developrhent  and 
implementation  of  a  prospective 
payment  system  for  payment  for 
inpatient  hospital  services  of  long-term 
care  hospitals  (LTCHs)  described  in 
section  1886(d)(l)(B)(iv)  of  the  Act. 

•  Sections  1814(1),  1820,  and  1834(g) 
of  the  Act,  which  specifies  that 
payments  are  made  to  critical  access 
hospitals  (CAHs)  (that  is,  rural  hospitals 
or  facilities  that  meet  certain  statutory 
requirements)  for  inpatient  and 
outpatient  services  and  that  these 
payments  are  generally  based  on  101 
percent  of  reasonable  cost. 

•  Section  1886(d)(3)(A)(vi)  of  the  Act, 
which  authorizes  us  to  maintain  budget 
neutrality  by  adjusting  the  national 
standardized  amount,  to  eliminate  the 
estimated  effect  of  changes  in  coding  or 
classification  that  do  not  reflect  real 
changes  in  case-mix. 

•  Section  1886(d)(4)(D)  of  the  Act, 
which  addresses  certain  hospital- 
acquired  conditions  (HACs),  including 
infections.  Section  1886(d)(4)(D)  of  the 
Act  specifies  that,  by  October  1,  2007, 
the  Secretary  was  required  to  select,  in 
consultation  with  the  Centers  for 
Disease  Control  and  Prevention  (CDC), 
at  least  two  conditions  that:  (a)  Are  high 
cost,  high  volume,  or  both:  (b)  are 
assigned  to  a  higher  paying  MS-DRG 
when  present  as  a  secondary  diagnosis 
(that  is,  conditions  under  the  MS-DRG 
system  that  are  CCs  or  MCCs);  and  (c) 
could  reasonably  have  been  prevented 
through  the  application  of  evidence- 
based  guidelines.  Section  1886(d)(4)(D) 
of  the  Act  also  specifies  that  the  list  of 


conditions  may  be  revised,  again  in 
consultation  with  CDC,  from  time  to 
time  as  long  as  the  list  contains  at  least 
two  conditions.  Section 
1886(d)(4)(D)(iii)  of  the  Act  requires  that 
hospitals,  effective  with  discharges 
occurring  on  or  after  October  1,  2007, 
submit  information  on  Medicare  claims 
specifying  whether  diagnoses  were 
present  on  admission  (POA).  Section 
1886(d)(4)(D)(i)  of  the  Act  specifies  that 
effective  for  discharges  occurring  on  or 
after  October  1,  2008,  Medicare  no 
longer  assigns  an  inpatient  hospital 
discharge  to  a  higher  paying  MS-DRG  if 
a  selected  condition  is  not  POA. 

•  Section  1886(a)(4)  of  the  Act,  which 
specifies  that  costs  of  approved 
educational  activities  are  excluded  from 
the  operating  costs  of  inpatient  hospital 
services.  Hospitals  with  approved 
graduate  medical  education  (GME) 
programs  are  paid  for  the  direct  costs  of 
GME  in  accordance  with  section  1886(h) 
of  the  Act. 

•  Section  1886(b)(3)(B)(viii)  of  the 
Act,  which  requires  the  Secretary  to 
reduce  the  applicable  percentage 
increase  in  payments  to  a  subsection  (d) 
hospital  for  a  fiscal  year  if  the  hospital 
does  not  submit  data  on  measures  in  a 
form  and  manner,  and  at  a  time, 
specified  by  the  Secretary. 

•  Section  1886(o)  of  the  Act,  which 
requires  the  Secretary  to  establish  a 
Hospital  Value-Based  Purchasing  (VBP) 
Program  under  which  value-based 
incentive  payments  are  made  in  a  fiscal 
year  to  hospitals  meeting  performance 
standards  established  for  a  performance 
period  for  such  fiscal  year.  Both  the 
performance  standards  and  the 
performance  period  for  a  fiscal  year  are 
to  be  established  by  the  Secretary. 
Section  1886(o)(l)(B)  of  the  Act  directs 
the  Secretary  to  begin  making  value- 
based  incentive  payments  under  the 
Hospital  Inpatient  VBP  Program  to 
hospitals  for  discharges  occurring  on  or 
after  October  1,  2012. 

•  Section  1886(q)  of  the  Act,  as  added 
by  section  3025  of  the  Affordable  Care 
Act  and  amended  by  section  10309  of 
the  Affordable  Care  Act,  which 
establishes  the  “Hospital  Readmissions 
Reduction  Program”  effective  for 
discharges  from  an  “applicable 
hospital”  beginning  on  or  after  October 
1,  2012,  under  which  payments  to  those 
hospitals  under  section  1886(d)  of  the 
Act  will  be  reduced  to  account  for 
certain  excess  readmissions. 
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2.  Summary  of  the  Major  Provisions 

a.  MS-DRG  Documentation  and  Coding 
Adjustment.  Including  the  Applicability 
to  the  Hospital-Specific  Rates  and  the 
Puerto  Rico-Specific  Standardized 
Amount 

Section  7(b)(1)(A)  of  Public  Law  110- 
90  requires  that,  if  the  Secretary 
determines  that  implementation  of  the 
MS-DRG  system  resulted  in  changes  in 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2008  or 
FY  2009  that  are  different  than  the 
prospective  documentation  and  coding 
adjustments  applied  under  section  7(a) 
of  Public  Law  110-90,  the  Secretary 
shall  malte  an  appropriate  prospective 
adjustment  under  section 
1886(d)(3)(A)(vi)  of  the  Act. 

Section  7(b)(1)(B)  of  Public  Law  110- 
90  requires  the  Secretary  to  make  an 
additional  one-time  adjustment  to  the 
standardized  amounts  to  offset  the 
estimated  increase  or  decrease  in 
aggregate  payments  for  FYs  2008  and 
2009  resulting  from  the  difference 
between  the  estimated  actual 
documentation  and  coding  effect  and 
the  documentation  and  coding 
adjustment  applied  under  section  7(a)  of 
Public  Law  110-90. 

After  accounting  for  adjustments 
made  in  FYs  2008  and  2009.  we  have 
found  a  remaining  documentation  and 
coding  effect  of  3.9  percent.  As  we  have 
discussed,  an  additional  cumulative 
adjustment  of  —  3.9  percent  would  be 
necessaiy  to  meet  the  requirements  of 
section  7(b)(1)(A)  of  Public  Law  110-90. 
Without  making  this  adjustment,  our 
actuaries  estimated  that  annual 
aggregate  payments  would  be  increased 
by  approximately  S4  billion. 
Furthermore,  an  additional  one-time 
adjustment  of  —  5.8  percent  would  be 
required  to  fully  recapture 
overpayments  (estimated  at 
approximately  $6.9  billion)  due  to 
documentation  and  coding  that 
occurred  in  FY  2008  and  FY  2009,  as 
required  by  section  7(b)(1)(B)  of  Public 
Law  110-90. 

CMS  has  thus  far  implemented  a  —  2.0 
percent  (of  a  required  —  3.9  percent) 
prospective  adjustment,  and  completed 
the  {nil  one-time  -  5.8  percent 
recoupment  adjustment  (-2.9  percent 
in  both  FYs  2011  and  2012).  In  FY  2013, 
w’e  are  completing  the  remaining  - 1.9 
percent  prospective  adjustment,  while 
also  making  a  +  2.9  percent  adjustment 
to  remove  the  effect  of  the  FY  2012  one¬ 
time  recoupment  adjustment.  We  have  • 
also  determined  that  a  cumulative 
adjustment  of  —  5.4  percent  is  required 
to  eliminate  the  full  effect  of 
documentation  and  coding  changes  on 


future  payments  to  SCHs  and  MDHs. 

After  accounting  for  adjustments  inade 
to  the  hospital-specific  rate  in  FY  2011 
and  FY  2012,  an  additional  prospective 
adjustment  of  -0.5  percent  is  necessary 
to  complete  the  full  —5.4  adjustment. 

For  FY  2013,  we  are  making  a  full  -  0.5 
percent  adjustment  to  the  hospital- 
specific  rate,  in  keeping  with  our  policy 
of  applying  equivalent  adjustments, 
when  applicable,  to  other  subsection  (d) 
hospital  payment  systems. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule,  we  proposed  to  make  an 
additional  adjustment  to  account  for 
documentation  and  coding  effects  that 
occurred  in  FY  2010.  After  review  of 
comments  and  recommendations  from 
MedPAC,  CMS  analyzed  FY  2010  claims 
using  the  same  methodology  as 
previously  applied  to  FYs  2008  and 
2009  claims.  CMS  estimated  that  there 
w'as  a  0.8  percentage  point  effect  due  to 
documentation  and  coding  that  did  not 
reflect  an  actual  increase  in  patient 
severity.  However,  in  light  of  public 
comments  w’e  received  on  the  proposed 
rule,  we  are  not  making  an  adjustment 
to  account  for  this  effect  at  this  time. 
Therefore,  the  total  documentation  and 
coding  adjustment  for  FY  2013  is  a  +  1.0 
percent  adjustment  (-1.9  plus  +  2.9)  to 
the  standardized  amount  and  a  —0.5 
percent  adjustment  to  the  hospital- 
specific  rates 

b.  Hospital-Acquired  Conditions  (HACs) 

Section  1886(d)(4)(D)  specifies  that, 
by  October  1,  2007,  the  Secretary  was 
required  to  select,  in  consultation  with 
the  Centers  for  Disease  Control  and 
Prevention  (CDC),  at  least  two 
conditions  that:  (a)  Are  high  cost,  high 
volume,  or  both;  (b)  are  assigned  to  a 
higher  paying  MS-DRC  when  present  as 
a  secondary  diagnosis  (that  is, 
conditions  under  the  MS-DRG  system 
that  are  CCs  or  MCCs);  and  (c)  could 
reasonably  have  been  prevented  through 
the  application  of  evidence-based 
guidelines.  Section  1886(d)(4)(D)  of  the 
Act  also  specifies  that  the  list  of 
conditions  may  be  revised,  again  in 
consultation  with  CDC,  from  time  to 
time  as  long  as  the  list  contains  at  least 
two  conditions. 

In  this  final  rule,  we  are  adding  two 
new  conditions.  Surgical  Site  Infection 
(SSI)  Following  Cardiac  Implantable 
Electronic  Device  (CIED)  Procedures 
and  Pneumothorax  with  Venous 
Catheterization,  for  the  HAC  payment 
provisions  for  FY  2013  under  section 
1886(d)(4)(D)  of  the  Act.  We  note  that 
the  SSI  Following  CEID  Procedures 
condition  will  be  a  new  subcategory  of 
the  SSI  HAC  category.  We  also  are 
adding  diagnosis  codes  999.32 
(Bloodstream  infection  due  to  central 


venous  catheter)  and  999.33  (Local 
infection  due  to  central  venous  catheter) 
to  the  existing  Vascular  Catheter- 
Associated  Infection  HAC  category  for 
FY  2013. 

c.  Reduction  of  Hospital  Payments  for 
Excess  Readmissions 

We  are  finalizing  a  number  of  policies 
to  implement  section  1886(q)  of  the  Act, 
as  added  by  section  3025  of  the 
Affordable  Care  Act,  which  establishes 
the  Hospital  Readmissions  Reduction 
Program.  The  Hospital  Readmissions 
Reduction  Program  requires  a  reduction 
to  a  hospital’s  base  operating  DRG 
payments  to  account  for  excess 
readmissions  of  selected  applicable 
conditions,  which  are  acute  myocardial 
infarction,  heart  failure,  and 
pneumonia.  We  are  finalizing 
provisions  related  to  the  applicable 
hospitals  that  are  included  in  the 
Hospital  Readmissions  Reduction 
Program,  the  methodology  to  calculate 
the  adjustment  factor,  the  portion  of  the 
hospital’s  payment  that  is  reduced  by 
the  adjustment  factor,  and  the  process 
under  which  the  hospitals  have  the 
opportunity  to  review  and  submit 
corrections  for  their  readmissions 
information  prior  to  the  information 
being  posted  on  the  Hospital  Compare 
Web  site. 

d.  Long-Term  Care  Hospital-Specific 
Market  Basket 

We  are  updating  LTCH  payment  rates 
with  a  separate  market  basket  comprised 
of  data  from  only  LTCHs,  which  we 
refer  to  as  a  “LTCH-specific  market 
basket.”  We  are  implementing  a  stand¬ 
alone  LTCH  market  basket  based  on  FY 
2009  Medicare  cost  report  data.  The 
method  used  to  calculate  the  cost 
weights  and  the  price  proxies  used  are 
generally  similar  to  those  used  in  the  FY 
2008-based  RPL  market  basket  that  was 
finalized  for  the  FY  2012  IPPS/LTCH 
PPS  final  rule.  The  primary  difference  is 
that  we  are  using  data  from  LTCH 
providers  only. 

e.  Expiration  of  Certain  Payment  Rules 
for  LTCH  Services  and  the  Moratorium 
on  the  Establishment  of  Certain 
Hospitals  and  Satellite  Facilities  and  the 
Increase  in  the  Number  of  Beds  in 
LTCHs  and  LTCH  Satellite  Facilities 

Moratoria  on  the  implementation  of 
certain  LTCH  payment  policies  and  on 
the  development  of  new  LTCHs  and 
LTCH  satellite  facilities  and  on  bed 
increases  in  existing  LTCHs  and  LTCH 
satellite  facilities  established  under 
sections  114(c)  and  (d)  of  the  MMSEA 
(Pub.  L.  110—173)  as  amended  by 
section  4302  of  the  ARRA  (Pub.  L.  111- 
5)  and  further  amended  by  sections 
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3106  and  10312  of  the  Affordable  Care 
Act  are  set  to  expire  during  CY  2012, 
under  current  law. 

The  moratoria  established  by  these 
provisions  delayed  the  full 
implementation  of  the  following 
policies  for  5  years  beginning  at  various 
times  in  CY  2007: 

•  The  full  application  of  the  “25- 
percent  payment  adjustment  threshold” 
to  certain  LTCHs,  including  hospitals- 
within-hospitals  (HwHs)  and  LTCH 
satellite  facilities  for  cost  reporting 
periods  beginning  on  or  after  July  1, 

2007,  and  before  July  1,  2012,  or  cost 
reporting  periods  beginning  on  or  after 
October  1,  2007*  and  before  October  1, 
2012,  as  applicable  under  the 
regulations  at  §§412.534  and  412.536. 

•  The  inclusion  of  an  “IPPS 
comparable  per  diem  amount”  option 
for  payment  determinations  under  the 
short  stay  outlier  (SSO)  adjustment  at 
§412.529  of  the  regulations  for  LTCH 
discharges  occurring  on  or  after 
December  29,  2007,  but  prior  to 
December  29,  2012. 

•  The  application  of  any  one-time 
budget  neutrality  adjustment  to  the 
LTCH  PPS  standard  Federal  rate 
provided  for  in  §  412.523(d)(3)  of  the 
regulations  from  December  29,  2007, 
through  December  28,  2012. 

•  In  general,  the  development  of  new 
LTCHs  and  LTCH  satellite  facilities,  or 
increases  in  the  number  of  beds  in 
existing  LTCHs  and  LTCH  satellite 
facilities  from  December  29,  2007, 
through  December  28,  2012,  unless  one 
of  the  specified  exceptions  to  the 
particular  moratorium  was  met. 

In  this  final  rule,  we  are  extending  the 
existing  delay  of  the  full 
•  implementation  of  the  25-percent 
payment  adjustment  threshold  for  an 
additional  year;  that  is,  for  cost¬ 
reporting  periods  beginning  on  or  after 
October  1,  2012,  and  before  October  1, 
2013,  as  applicable.  We  are  providing  a 
1-year  moratorium  on  the  application  of 
the  “25-percent  threshold”  payment 
adjustment  for  cost  reporting  periods 
beginning  on  or  after  October  1,  2012, 
and  before  October  1,  2013.  However, 
the  moratorium  will  expire  for  several 
types  of  LTCHs  with  cost  reporting 
periods  beginning  before  July  1,  2012 
and  September  30,  2012,  prior  to  the 
effective  date  of  the  moratorium 
finalized  in  this  rule.  This  gap  in  the 
continued  application  of  the 
moratorium  is  a  result  of  the  July  1, 

2007  effective  date  of  section  114(c)(1) 
of  the  MMSEA,  as  amended  by  section 
4302(a)(1)  of  the  ARRA,  which  was 
based  on  the  former  July  1  through  June 
30  regulatory  cycle  for  the  LTCH  PPS. 

In  order  to  address  this  situation  for  this 
group  of  LTCHs,  we  are  finalizing  a 


policy  that  applies  a  supplemental 
moratorium  on  a  per  discharge  basis 
beginning  with  discharges  occurring  on 
or  after  October  1,  2012,  and  continuing 
through  the  LTCH’s  cost  reporting 
period. 

We  are  providing  for  an  additional  1- 
year  extension  in  the  delay  of  the  full 
application  of  the  25-percent  payment 
adjustment  threshold  policy  because  we 
believe  that,  based  on  a  recent  research 
initiative,  we  could  soon  be  in  a 
position  to  propose  revisions  to  our 
payment  policies  that  could  render  the 
25-percent  payment  adjustment 
threshold  policy  unnecessary.  In  light  of 
this  potential  result,  we  believe  it  is 
prudent  to  avoid  requiring  LTCHs  (or 
CMS  systems)  to  implement  the  full 
reinstatement  of  the  policy  for  what 
could  be  a  relatively  short  period  of 
time. 

We  are  not  making  any  changes  to  the 
SSO  policy  as  it  currently  exists  in  the 
regulations  at  §412.529.  Accordingly, 
consistent  with  the  existing  regulations 
at  §  412.529(c)(3),  for  SSO  discharges 
occurring  on  or  after  December  29,  2012, 
the  “IPPS  comparable  per  diem 
amount”  option  at  §  412.529(c)(3)(i)(D) 
will  apply  to  payment  determinations 
for  cases  with  a  covered  length  of  stay 
that  was  equal  to  or  less  than  one 
standard  deviation  from  the  geometric 
average  length  of  stay  for  the  same  MS- 
DRG  under  the  IPPS  (that  is,  the  “IPPS 
comparable  threshold”). 

The  moratoria  on  the  development  of 
new  LTCHs  or  LTCH  satellite  facilities 
and  on  an  increase  in  the  number  of 
beds  in  existing  LTCHs  or  LTCH 
satellite  facilities  are  set  to  expire  on 
December  29,  2012,  under  current  law. 

We  are  making  a  one-time  prospective 
adjustment  under  §  412.523(d)(3)  of  the 
regulations  (which  will  not  apply  to 
payments  for  discharges  occurring  on  or 
before  December  28,  2012,  consistent 
with  the  statute)  and  to  transition  the 
application  of  this  adjustment  over  a  3- 
year  period.  Regulations  at 
§  412.523(d)(3)  provide  for  the 
possibility  of  making  a  one-time 
•  prospective  adjustment  to  the  LTCH 
PPS  rates  so  that  the  effect  of  any 
significant  difference  between  the  data 
used  in  the  original  computations  of 
budget  neutrality  for  FY  2003  and  more 
recent  data  to  determine  budget 
neutrality  for  FY  2003  is  not 
perpetuated  in  the  prospective  payment 
rates  for  future  years. 

f.  Hospital  Inpatient  Quality  Reporting 
(IQR)  Program 

Under  section  1886(b)(3)(B)(viii)  of 
the  Act,  hospitals  are  required  to  report 
data  on  measures  selected  by  the 
Secretary  for  the  Hospital  IQR  Program 


in  order  to  receive  the  full  annual 
percentage  increase.  In  past  rules,  we 
have  established  measures  for  reporting 
and  the  process  for  submittal  and 
validation  of  the  data. 

In  this  final  rule,  we  are  making 
programmatic  changes  to  the  Hospital 
IQR  Program  for  the  FY  2015  payment 
determination  and  subsequent  years. 
These  changes  will  streamline  and 
simplify  the  process  for  hospitals  and 
reduce  burden.  We  are  reducing  the 
number  of  measures  in  the  Hospital  IQR 
Program  from  72  to  59  for  the  FY  2015 
payment  determination.  We  are 
removing  1  chart-abstracted  measure 
and  16  claims-based  measures  from  the 
program  for  the  FY  2015  payment 
determination  and  subsequent  years.  We 
are  removing  these  measures  for  a 
number  of  reasons,  including  that  these 
measures  are  losing  NQF  endorsement, 
are  included  in  an  existing  composite 
measure,  are  duplicative  of  other 
measures  in  the  Hospital  IQR  Program, 
or  could  otherwise  be  reported  on 
Hospital  Compare  in  the  future  under 
the  authority  of  section  3008  of  the 
Affordable  Care  Act.  In  addition,  we  are 
adopting  three  claims-based  measures,  . 
one  chart-abstracted  measure  and  a 
survey-based  measure. regarding  care 
transitions,  which  we  will  collect  using 
the  existing  HCAHPS  survey,  to  the 
measure  set  for  the  FY  2015  payment 
determination  and  subsequent  years.  We 
are  adopting  a  structural  measure  for  the 
FY  2016  payment  determination  and 
subsequent  years. 

In  an  effort  to  streamline  the 
rulemaking  process,  we  are  retaining 
measures  for  all  subsequent  payment 
determinations,  unless  specifically 
stated  otherwise,  through  rulemaking. 
We  are  adopting  a  policy  under  which 
we  will  use  a  subregulatory  process  to 
make  nonsubstantive  updates  to  the 
Hospital  IQR  Program  measures.  To 
ensure  that  hospitals  that  participate  in 
the  Hospital  IQR  Program  are  submitting 
data  for  a  full  year,  we  are  providing 
that  hospitals  that  would  like  to 
participate  in  the  Hospital  IQR  Program 
for  the  first  time,  or  that  previously 
withdrew  from  the  Program  and  would 
like  to  participate  again,  must  submit  a 
completed  Notice  of  Participation  by 
December  31  of  the  calendar  year 
preceding  the  first  quarter  of  the 
calendar  year  in  which  chart-abstracted 
data  submission  is  required  for  any 
given  fiscal  year.  In  addition,  if  a 
hospital  wishes  to  withdraw  from  the 
program,  it  will  have  until  May  15  prior 
to  the  start  of  the  payment  year  affected 
to  do  so.  In  order  to  reduce  the  burden 
associated  with  validation,  we  are 
reducing  the  base  annual  validation 
sample  from  800  to  400,  with  an 


53268 


Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


additional  targeted  sample  of  up  to  200 
hospitals.  All  hospitals  failing 
validation  in  a  previous  year  will  be 
included  in  the  200  hospital 
supplement,  with  a  random  sample 
drawn  from  hospitals  meeting  one  or 
more  additional  targeting  criteria.  We 
are  calculating  scores  for  both  the  chart- 
abstracted  clinical  process  of  care  and 
HAC  measure  sets  and  then  calculating 
a  total  score  reflecting  a  weighted 
average  of  each  of  the  two  individual 
scores.  Hospitals  must  achieve  a  total 
score  of  75  percent  to  pass  validation. 

g.  Hospital  V'alue-Based  Purchasing 
(VBP)  Program 

Section  1886(o)(l)(B)  of  the  Act 
directs  the  Secretary  to  begin  making 
value-based  incentive  payments  under 
the  Hospital  Inpatient  VBP  Program  to 
hospitals  for  discharges  occurring  on  or 
after  October  1,  2012.  These  incentive 
payments  will  be  funded  for  FY  2013 
through  a  reduction  to  the  FY  2013  base 
operating  MS-DRG  payment  for  each 
discharge  of  1  percent,  as  required  by 
section  1886(o)(7)(BKi)  of  the  Act.  The 
applicable  percentage  for  FY  2014  is 
1.25  percent,  for  FY  2015  is  1.5  percent, 
for  FY  2016  is  1.75  percent,  and  for  FY 
2017  and  subsequent  years  is  2  percent. 

We  previously  published  the 
requirements  and  related  measures  to 
implement  the  Hospital  Inpatient  VBP 
Program  in  a  final  rule  issued  in  the 
Federal  Register  on  April  29,  2011  (76 
FR  26490,  Mav  6,  2011),  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule  (76  FR  51653 
through  51660),  and  in  the  CY  2012 
OPPS/ASC  final  rule  (76  FR  74527 
through  74547).  In  this  final  rule,  we  are 
adding  requirements  for  the  Hospital 
V^BP  Program.  Specifically,  we  are 
adding  for  the  FY  2015  program  two 
additional  outcome  measures — an 
AHRQ  Patient  Safety  Indicators 
composite  measure  and  CLABSI:  Central 
Line-Associated  Blood  Stream  Infection. 
We  are  adding  a  measure  of  Medicare 
Spending  per  Beneficiary  in  the 
Efficiency  domain.  We  are  also 
finalizing  a  number  of  other 
requirements  for  the  program,  including 
an  appeals  process,  case  minimums,  a 
review  and  corrections  process  for 
claims-based  measures,  and  the  scoring 
methodology  for  FY  2015. 

3.  Summary  of  Costs  and  Benefits 
•  FY  2013  Documentation  and 
Coding  Adjustment:  Section  7(b)(1)(A) 
of  Public  Law  110—90  requires  that,  if 
the  Secretary  determines  that 
implementation  of  the  MS-DRC  system 
resulted  in  changes  in  documentation 
•and  coding  that  did  not  reflect  real 
changes  in  case-mix  for  discharges 
occurring  during  FY  2008  or  FY  2009 


that  are  different  than  the  prospective 
documentation  and  coding  adjustments 
applied  under  section  7(a)  of  Public  Law 
110-90,  the  Secretary  shall  make  an 
appropriate  prospective  adjustment 
under  section  1886(d)(3)(A)(vi)  of  the 
Act.  Section  7(b)(1)(B)  of  Public  Law 
110-90  requires  the  Secretary  to  make 
an  additional  one-time  adjustment  to 
the  standardized  amounts  to  offset  the 
estimated  increase  or  decrease  in 
aggregate  payments  for  FYs  2008  and 
2009  resulting  from  the  difference 
between  the  estimated  actual 
documentation  and  coding  effect  and 
the  documentation  and  coding 
adjustment  applied  under  section  7(a)  of 
Public  Law  110-90. 

After  accounting  for  adjustments 
made  in  FYs  2008  and  2009,  we  have 
found  a  remaining  documentation  and 
coding  effect  of  3.9  percent.  As  we  have 
discussed  in  prior  rules,  an  additional 
cumulative  adjustment  of  -3.9  percent 
will  be  necessary  to  meet  the 
requirements  of  section  7(b)(1)(A)  of 
Public  Law  110—90.  Without  making 
this  adjustment,  our  actuaries  estimated 
that  annual  aggregate  payments  would 
be  increased  by  approximately  S4 
billion.  Furthermore,  an  additional  one¬ 
time  adjustment  of  —  5.8  percent  will  be 
required  to  fully  recapture 
overpayments  (estimated  at 
approximately  S6.9  billion)  due  to 
documentation  and  coding  that 
occurred  in  FY  2008  and  FY  2009,  as 
required  by  section  7(b)(1)(B)  of  Public 
Law  110-90. 

CMS  has  thus  far  implemented  a  —2.0 
percent  (of  a  required  —3.9  percent) 
prospective  adjustment,  and  completed 
the  full  one-time  —  5.8  percent 
recoupment  adjustment  (  —  2.9  percent 
in  both  FYs  2011  and  2012).  In  FY  2013, 
we  are  completing  the  remaining  - 1.9 
percent  prospective  adjustment,  while 
also  making  a  +2.9  percent  adjustment 
to  remove  the  effect  of  the  FY  2012  one¬ 
time  recoupment  adjustment.  We  have 
also  determined  that  a  cumulative 
adjustment  of  -  5.4  percent  is  required 
to  eliminate  the  full  effect  of 
documentation  and  coding  changes  on 
future  payments  to  SCHs  and  MDHs. 
After  accounting  for  adjustments  made 
to  the  hospital-specific  rate  in  FY  2011 
and  FY  2012,  an  additional  prospective 
adjustment  of  -  0.5  percent  is  necessary 
to  complete  the  full  -5.4  percent 
adjustment.  We  are  making  a  full  -0.5 
percent  adjustment  to  the  hospital- 
specific  rate,  in  keeping  with  our  policy 
of  applying  equivalent  adjustments, 
when  applicable,  to  other  subsection  (d) 
hospital  payment  systems. 

In  addition,  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule,  we  proposed 
to  make  an  additional  adjustment  to 


account  for  documentation  and  coding 
effects  that  occurred  in  FY  2010.  After 
review  of  comments  and 
recommendations  from  MedPAC,  CMS 
analyzed  FY  2010  claims  using  the  same 
methodology  as  previously  applied  to 
FYs  2008  and  2009  claims.  CMS 
estimated  that  there  was  a  0.8 
percentage  point  effect  due  to 
documentation  and  coding  that  did  not 
reflect  an  actual  increase  in  patient 
severity.  However,  in  light  of  the  public 
comments  that  we  received  on  the 
proposed  rule,  we  are  not  making  an 
adjustment  to  account  for  this  effect  at 
this  time.  Therefore,  the  total  IPPS 
documentation  and  coding  adjustment 
of  +1.0  percent  ( -  1.9  plus  +2.9)  will 
increase  total  payments  by 
approximately  SI. 069  billion.  The  total 
adjustment  to  the  hospital-specific  rate 
will  be  -0.5,  and  will  decrease  total 
payment  by  $22.7  million.  The 
combined  impact  of  the  final  FY  2013 
documentation  and  coding  adjustments 
will  increase  total  payments  by 
approximately  Si. 042  billion. 

•  Hospital-Acquired  Conditions 
(HACs).  For  FY  2013,  we  are  continuing 
to  implement  section  1886(d)(4)(D)  of 
the  Act  that  addresses  certain  hospital- 
acquired  conditions  (HACs),  including 
infections.  We  are  adding  two 
additional  conditions  for  FY  2013, 
Surgical  Site  Infection  (SSI)  Following 
Cardiac  Implantable  Electronic  Device 
(CIED)  Procedures  and  Iatrogenic 
Pneumothorax  with  Venous 
Catheterization.  The  projected  savings 
estimate  for  these  two  conditions  is  less 
than  $1  million,  with  the  total  estimated 
savings  from  HACs  for  FY  2013 
projected  at  $24  million  dollars. 

•  Reduction  to  Hospital  Payments  for 
Excess  Readmissions.  We  are  making  a 
number  of  policies  to  implement  section 
1886(q)  of  the  Act,  as  added  by  section 
3025  of  the  Affordable  Care  Act,  which 
establishes  the  Hospital  Readmissions 
Reduction  Program.  The  Hospital 
Readmissions  Reduction  Program 
requires  a  reduction  to  a  hospital’s  base 
operating  DRC  payment  amount  to 
account  for  excess  readmissions  of 
selected  applicable  conditions,  which 
are  acute  myocardial  infarction,  heart 
failure,  and  pneumonia.  This  provision 
is  not  budget  neutral.  A  hospital’s 
readmission  payment  adjustment  is  the 
higher  of  a  ratio  of  a  hospital’s  aggregate 
dollars  for  excess  readmissions  to  their 
aggregate  dollars  for  all  discharges,  or 
0.99  (that  is,  or  a  1-percent  reduction) 
for  FY  2013.  In  this  final  rule,  we 
estimate  that  the  Hospital  Readmissions 
Reduction  Program  will  result  in  a  0.3 
percent  decrease,  or  approximately  $280 
million,  in  payments  to  hospitals. 
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•  Long-Term  Care  Hospital-Specific 
Market  Basket.  The  FY  2009-based 
LTCH-specific  market  basket  update  (as 
measured  by  percentage  increase)  for  FY 
2013  is  currently  estimated  to  be  2.6 
percent, -which  is  slightly  lower  than  the 
market  basket  update  based  on  the  FY 
2008-based  RPL  market  basket  at  2.7 
percent  (currently  used  under  the  LTCH 
PPS).  Therefore,  we  project  that  there 
will  be  no  significant  fiscal  impact  on 
the  LTCH  PPS  payment  rates  in  FY  2013 
as  a  result  of  this  policy.  In  addition,  we 
are  updating  the  labor-related  share 
under  the  LTCH  PPS  for  FY  2013  based 
on  the  relative  importance  of  each  labor- 
related  cost  category  in  the  FY  2009- 
based  LTCH-specific  market  basket. 
Although  this  policy  will  result  in  a 
decrease  in  the  LTCH  PPS  labor-related 
share  for  FY  2013,  we  are  projecting  that 
there  will  be  no  effect  on  aggregate 
LTCH  PPS  payments  due  to  the 
regulatory  requirement  that  any  changes 
to  the  LTCH  area  wage  adjustment 
(including  the  labor-related  share)  are 
adopted  in  a  budget  neutral  manner. 

•  Update  to  the  LTCH  PPS  Standard 
Federal  Rate,  including  the  Expiration 
of  Certain  Payment  Rules  for  LTCH 
Services  and  the  Moratorium  on  the 
Establishment  of  Certain  Hospitals  and 
Satellite  Facilities  and  the  Increase  in 
the  Number  of  Beds  in  LTCHs  and  LTCH 
Satellite  Facilities.  Based  oh  the  best 
available  data  for  the  428  LTCHs  in  our 
database,  we  estimate  that  the  changes 
we  are  presenting  in  the  preamble  and 
Addendum  of  this  final  rule,  including 
the  update  to  the  standard  Federal  rate 
for  FY  2013,  the  changes  to  the  area 
wage  adjustment  for  FY  2013,  and 
changes  to  short-stay  outliers  and  high- 
cost  outliers  will  result  in  an  increase  in 
estimated  payments  from  FY  2012  of 
approximately  $92  million  (or 
approximately  1.7  percent).  Although 
we  generally  project  an  increase  in 
payments  for  all  LTCHs  in  FY  2013  as 
compared  to  FY  2012,  we  expect  rural 
LTCHs  to  experience  a  larger  than 
average  increase  in  payments  (3.3 
percent)  primarily  due  to  the  changes  to 
the  area  wage  level  adjustment.  Rural 
hospitals  generally  have  a  wage  index  of 
less  than  1;  therefore,  the  decrease  to  the 
labor-related  share  results  in  their  wage 
index  reducing  a  smaller  portion  of  the 
standard  Federal  rate,  resulting  in  an 
estimated  increase  in  payments  in  FY 
2013  as  compared  to  FY  2012.  In 
addition,  the  effect  of  the  extension  of 
the  moratorium  on  the  application  of 
the  “25  percent  threshold,”  payment 
adjustment  policy,  as  provided  by 
section  114(c)  of  the  MMSEA,  as 
amended  by  section  4302(a)  of  the 
ARRA  and  sections  3106(a)  and 


10312(a)  of  the  Affordable  Care  Act,  that 
is  generally  effective  for  cost  reporting 
periods  beginning  on  or  after  October  1, 
2012,  and  before  October  1,  2013,  is 
estimated  to  result  in  a  payment  impact 
of  approximately  $170  million  to 
LTCHs.  (We  note  that,  for  certain  LTCHs 
and  LTCH  satellite  facilities  with  cost 
reporting  periods  beginning  or  after  July 
1,  2012,  and  before  October  1,  2012,  we 
are  providing  a  supplemental 
moratorium  for  discharges  beginning  on 
or  after  October  1,  2012,  and  through  the 
end  of  the  cost  reporting  period. 

Overall,  we  estimate  that  the  increase  in 
aggregate  LTCH  PPS  payments  in  FY 
2013  will  be  $262  million. 

•  Hospital  Inpatient  Quality 
Reporting  (IQB)  Program.  In  this  final 
rule,  we  discuss  our  requirements  for 
hospitals  to  report  quality  data  under 
the  Hospital  IQR  Program  in  order  to 
receive  the  full  annual  percentage 
increase  for  FY  2015.  We  estimate  that 
approximately  95  hospitals  may  not 
receive  the  full  annual  percentage 
increase  in  any  fiscal  year.  However,  at 
this  time,  information  is  not  available  to 
determine  the  precise  number  of 
hospitals  that  will  not  meet  the 
requirements  to  receive  the  full  annual 
percentage  increase  for  FY  2015. 

We  are  adding  supplements  to  the 
chart  validation  process  for  the  Hospital 
IQR  Program.  Starting  with  the  FY  2015 
payment  determination,  we  are 
finalizing  a  modest  increase  to  the 
current  Hospital  IQR  Program  validation 
sample  of  18  cases  per  quarter  to  27 
cases  per  quarter  in  order  to  capture 
data  on  CLABSI,  CAUTI,  and  SSI 
measures.  However,  in  order  not  to 
increase  the  Hospital  IQR  validation 
program’s  overall  burden  to  hospitals, 
we  are  reducing  the  total  sample  size  of 
hospitals  included  in  the  annual 
validation  sample  from  800  eligible 
hospitals  to  up  to  600  eligible  hospitals. 

VVe  provide  payment  to  hospitals  for 
the  cost  of  sending  charts  to  the  CDAC 
contractor  at  the  rate  of  12  cents  per 
page  for  copying  and  approximately 
$4.00  per  chart  for  postage.  Our 
experience  shows  that  the  average  chart 
received  by  the  CDAC  contractor  is 
approximately  275  pages.  The 
requirement  of  an  additional  9  charts 
pep-hospital  submitted  for  validation, 
combined  with  the  decreased  sample 
size,  will  result  in  approximately  1,800 
additional  charts  per  quarter  being 
submitted  to  CMS  by  all  selected 
hospitals.  Thus,  we  estimate  that  we 
would  expend  approximately  $66,600 
per  quarter  to  collect  the  additional 
charts  we  need  to  validate  all  measures. 

•  Hospital  VBP  Program.  The 
Hospital  VBP  Program  is  statutorily 
mandated  to  be  budget  neutral.  We 


believe  that  the  program’s  benefits  will 
be  seen  in  improved  patient  outcomes, 
safety,  and  experience  of  care.  We 
cannot  estimate  these  benefits  in  actual 
dollars  and  improved  quality  of  care 
because  the  payment  adjustments  based 
on  hospital  performance  will  not  begin 
to  be  made  until  FY  2013. 

B.  Summary 

1.  Acute  Care  Hospital  Inpatient 
Prospective  Payment  System  (IPPS) 

Section  1886(d)  of  the  Social  Security 
Act  (the  Act)  sets  forth  a  system  of 
payment  for  the  operating  costs  of  acute 
care  hospital  inpatient  stays  under 
Medicare  Part  A  (Hospital  Insurance) 
based  on  prospectively  set  rates.  Section 
1886(g)  of  the  Act  requires  the  Secretary 
to  use  a  prospective  payment  system 
(PPS)  to  pay  for  the  capital-related  costs 
of  inpatient  hospital  services  for  these 
“subsection  (d)  hospitals.”  Under  these 
PPSs,  Medicare  payment  for  hospital 
inpatient  operating  and  capital-related 
costs  is  made  at  predetermined,  specific 
rates  for  each  hospital  discharge. 
Discharges  are  classified  according  to  a 
list  of  diagnosis-related  groups  (DRGs). 

The  base  payment  rate  is  comprised  of 
a  standardized  amount  that  is  divided 
into  a  labor-related  share  and  a 
nonlabor-related  share.  The  labor- 
related  share  is  adjusted  by  the  wage 
index  applicable  to  the  area  where  the 
hospital  is  located.  If  the  hospital  is 
located  in  Alaska  or  Hawaii,  the 
nonlabor-related  share  is  adjusted  by  a 
cost-of-living  adjustment  factor.  This 
base  payment  rate  is  multiplied  by  the 
DRG  relative  weight. 

If  the  hospital  treats  a  high  percentage 
of  certain  low-income  patients,  it 
receives  a  percentage  add-on  payment 
applied  to  the  DRG-adjusted  base 
payment  rate.  This  add-on  payment, 
known  as  the  disproportionate  share 
hospital  (DSH)  adjustment,  provides  for 
a  percentage  increase  in  Medicare 
payments  to  hospitals  that  qualify  under 
either  of  two  statutory  formulas 
designed  to  identify  hospitals  that  serve 
a  disproportionate  share  of  low-income 
patients.  For  qualifying  hospitals,  the 
amount  of  this  adjustment  varies  based 
on  the  outcome  of  the  statutory 
calculations. 

If  the  hospital  is  an  approved  teaching 
hospital,  it  receives  a  percentage  add-on 
payment  for  each  case  paid  under  the 
IPPS,  known  as  the  indirect  medical 
education  (IME)  adjustment.  This 
percentage  varies,  depending  on  the 
ratio  of  residents  to  beds. 

Additional  payments  may  be  made  for 
cases  that  involve  new  technologies  or 
medical  services  that  have  been 
approved  for  special  add-on  payments. 
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To  qualify,  a  new  technology  or  medical 
service  must  demonstrate  that  it  is  a 
substantial  clinical  improvement  over 
technologies  or  services  otherwise 
available,  and  that,  absent  an  add-on 
payment,  it  would  be  inadequately  paid 
under  the  regular  DRG  payment. 

The  costs  incurred  by  the  hospital  for 
a  case  are  evaluated  to  determine 
whether  the  hospital  is  eligible  for  an 
additional  payment  as  an  outlier  case. 
This  additional  payment  is  designed  to 
protect  the  hospital  from  large  financial 
losses  due  to  unusually  expensive  cases. 
Any  eligible  outlier  payment  is  added  to 
the  DRG-adjusted  base  payment  rate, 
plus  any  DSH,  IME.  and  new  technology 
or  medical  service  add-on  adjustments. 

Although  payments  to  most  hospitals 
under  the  IPPS  are  made  on  the  basis  of 
the  standardized  amounts,  some 
categories  of  hospitals  are  paid  in  whole 
or  in  part  based  on  their  hospital- 
specific  rate,  which  is  determined  from 
their  costs  in  a  base  year.  For  example, 
sole  community  hospitals  (SCHs) 
receive  the  higher  of  a  hospital-specific 
rate  based  on  their  costs  in  a  base  year 
(the  highest  of  FY  1982,  FY  1987,  FY 
1996,  or  FY  2006)  or  the  IPPS  Federal 
rate  based  on  the  standardized  amount. 
Through  and  including  FY  2006,  a 
Medicare-dependent,  small  rural 
hospital  (MDH)  received  the  higher  of 
the  Federal  rate  or  the  Federal  rate  plus 
50  percent  of  the  amount  by  which  the 
Federal  rate  is  exceeded  by  the  higher 
of  its  FY  1982  or  FY  1987  hospital- 
specific  rate.  As  discussed  below,  for 
discharges  occurring  on  or  after  October 
1,  2007,  but  before  October  1,  2012,  an 
MDH  will  receive  the  higher  of  the 
Federal  rate  or  the  Federal  rate  plus  75 
percent  of  the  amount  by  which  the 
Federal  rate  is  exceeded  bv  the  highest 
of  its  FY  1982,  FY  1987,  or  FY  2002 
hospital-specific  rate.  (We  note  that  the 
statutory  provision  for  payments  to 
MDHs  expires  at  the  end  of  FY  2012, 
that  is,  after  September  30,  2012.)  SCHs 
are  the  sole  source  of  care  in  their  areas, 
and  MDHs  are  a  major  source  of  care  for 
Medicare  beneficiaries  in  their  areas. 
Specifically,  section  1886(d)(5)(D)(iii)  of 
the  Act  defines  an  SCH  as  a  hospital 
that  is  located  more  than  35  road  miles 
from  another  hospital  or  that,  by  reason 
of  factors  such  as  isolated  location, 
weather  conditions,  travel  conditions,  or 
absence  of  other  like  hospitals  (as 
determined  by  the  Secretary),  is  the  sole 
source  of  hospital  inpatient  services 
reasonably  available  to  Medicare 
beneficiaries.  In  addition,  certain  rural 
hospitals  previously  designated  by  the 
Secretary  as  essential  access  community 
hospitals  are  considered  SCHs.  Section 
1886(d)(5)(G)(iv)  of  the  Act  defines  an 
MDH  as  a  hospital  that  is  located  in  a 


rural  area,  has  not  more  than  100  beds, 
is  not  an  SCH,  and  has  a  high 
percentage  of  Medicare  discharges  (not 
less  than  60  percent  of  its  inpatient  days 
or  discharges  in  its  cost  reporting  year 
beginning  in  FY  1987  or  in  two  of  its 
three  most  recently  settled  Medicare 
cost  reporting  years).  Both  of  these 
categories  of  hospitals  are  afforded  this 
special  payment  protection  in  order  to 
maintain  access  to  services  for 
beneficiaries. 

Section  1886(g)  of  the  Act  requires  the 
Secretary  to  pay  for  the  capital-related 
costs  of  inpatient  hospital  services  “in 
accordance  with  a  prospective  payment 
system  established  by  the  Secretary.” 

The  basic  methodology  for  determining 
capital  prospective  payments  is  set  forth 
in  our  regulations  at  42  CFR  412.308 
and  412.312.  Under  the  capital  IPPS, 
payments  are  adjusted  by  the  same  DRG 
for  the  case  as  they  are  under  the 
operating  IPPS.  Capital  IPPS  payments 
are  also  adjusted  for  IME  and  DSH, 
similar  to  the  adjustments  made  under 
the  operating  IPPS.  In  addition, 
hospitals  may  receive  outlier  payments 
for  those  cases  that  have  unusually  high 
costs. 

The  existing  regulations  governing 
payments  to  hospitals  under  the  IPPS 
are  located  in  42  CFR  Part  412,  Subparts 
A  through  M. 

2.  Hospitals  and  Hospital  Units 
Excluded  From  the  IPPS 

Under  section  1886(d)(1)(B)  of  the 
Act,  as  amended,  certain  hospitals  and 
hospital  units  are  excluded  from  the 
IPPS.  These  hospitals  and  units  are: 
Rehabilitation  hospitals  and  units;  long¬ 
term  care  hospitals  (LTCHs);  psychiatric 
hospitals  and  units;  children’s  hospitals; 
and  cancer  hospitals.  Religious 
nonmedical  health  care  institutions 
(RNHCIs)  are  also  excluded  from  the 
IPPS.  Various  sections  of  the  Balanced 
Budget  Act  of  1997  (BBA,  Pub.  L.  105- 
33),  the  Medicare,  Medicaid  and  SCHIP 
[State  Children’s  Health  Insurance 
Program]  Balanced  Budget  Refinement 
Act  of  1999  (BBRA,  Pub.  L.  106-113), 
and  the  Medicare,  Medicaid,  and  SCHIP 
Benefits  Improvement  and  Protection 
Act  of  2000  (BIPA,  Pub.  L.  106-554) 
provide  for  the  implementation  of  PPSs 
for  rehabilitation  hospitals  and  units 
(referred  to  as  inpatient  rehabilitation 
facilities  (IRFs)),  LTCHs,  and  psychiatric 
hospitals  and  units  (referred  to  as 
inpatient  psychiatric  facilities  (IPFs)). 
(We  note  that  the  annual  updates  to  the 
LTCH  PPS  are  now  included  as  part  of 
the  IPPS  annual  update  document. 
Updates  to  the  IRF  PPS  and  IPF  PPS  are 
issued  as  separate  documents.) 
Children’s  hospitals,  cancer  hospitals, 
and  RNHCIs  continue  to  be  paid  solely 


under  a  reasonable  cost-based  system 
subject  to  a  rate-of-increase  ceiling  on 
inpatient  operating  costs. 

The  existing  regulations  governing 
payments  to  excluded  hospitals  and 
hospital  units  are  located  in  42  CFR 
Parts  412  and  413. 

3.  Long-Term  Care  Hospital  Prospective 
Payment  System  (LTCH  PPS) 

The  Medicare  prospective  payment 
system  (PPS)  for  LTCHs  applies  to 
hospitals  described  in  section 
1886(d)(l)(B)(iv)  of  the  Act  effective  for 
cost  reporting  periods  beginning  on  or 
after  October  1,  2002.  The  LTCH  PPS 
was  established  under  the  authority  of 
sections  123(a)  and  (c)  of  Public  Law 
106-113  and  section  307(b)(1)  of  Public 
Law  106-554  (as  codified  under  section 
1886(m)(l)  of  the  Act).  During  the  5-year 
(optional)  transition  period,  a  LTCH’s 
payment  under  the  PPS  was  based  on  an 
increasing  proportion  of  the  LTCH 
Federal  rate  with  a  corresponding 
decreasing  proportion  based  on 
reasonable  cost  principles.  Effective  for 
cost  reporting  periods  beginning  on  or 
after  October  1,  2006,  all  LTCHs  are 
paid  100  percent  of  the  Federal  rate.  The 
existing  regulations  governing  payment 
under  the  LTCH  PPS  are  located  in  42 
CFR  Part  412,  Subpart  O.  Beginning 
October  1,  2009,  we  issue  the  annual 
updates  to  the  LTCH  PPS  in  the  same 
documents  that  update  the  IPPS  (73  FR 
26797  through  26798). 

4.  Critical  Access  Hospitals  (CAHs) 

Under  sections  1814(1),  1820,  and 
1834(g)  of  the  Act,  payments  are  made 
to  critical  access  hospitals  (CAHs)  (that 
is,  rural  hospitals  or  facilities  that  meet 
certain  statutory  requirements)  for 
inpatient  and  outpatient  services  are 
generally  based  on  101  percent  of 
reasonable  cost.  Reasonable  cost  is 
determined  under  the  provisions  of 
section  1861(v)(l)(A)  of  the  Act  and 
existing  regulations  under  42  CFR  Parts 
413  and  415. 

5.  Payments  for  Graduate  Medical 
Education  (GME) 

Under  section.l 886(a)(4)  of  the  Act, 
costs  of  approved  educational  activities 
are  excluded  from  the  operating  costs  of 
inpatient  hospital  services.  Hospitals 
with  approved  graduate  medical 
education  (GME)  programs  are  paid  for 
the  direct  costs  of  GME  in  accordance 
with  section  1886(h)  of  the  Act.  The 
amount  of  payment  for  direct  GME  costs 
for  a  cost  reporting  period  is  based  on 
the  hospital’s  number  of  residents  in 
that  period  and  the  hospital’s  costs  per 
resident  in  a  base  year.  The  existing 
regulations  governing  payments  to  the 
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various  types  of  hospitals  are  located  in 
42  CFR  Part  413. 

C.  Provisions  of  the  Patient  Protection 
and  Affordable  Care  Act  (Pub.  L.  111- 
148)  and  the  Health  Care  and  Education 
Reconciliation  Act  of  2010  (Pub.  L.  111- 
152)  Applicable  to  FY  2013 

The  J’atient  Protection  and  Affordable 
Care  Act  (Pub.  L.  111-148),  enacted  on 
March  23,  2010,  and  the  Health  Care 
and  Education  Reconciliation  Act  of 
2010  (Pub.  L.  111-152),  enacted  on 
March  30,  2010,  made  a  number  of 
changes  that  affect  the  IPPS  and  the 
ETCH  PPS.  (Pub.  L.  111-148  and  Pub. 

L.  111-152  are  collectively  referred  to  as 
the  “Affordable  Care  Act.”)  A  number  of 
the  provisions  of  the  Affordable  Care 
Act  affect  the  updates  to  the  IPPS  and 
the  LTCH  PPS  and  providers  and 
suppliers.  The  provisions  of  the 
Affordable  Care  Act  that  were 
applicable  to  the  IPPS  and  the  LTCH 
PPS  for  FYs  2010,  2011,  and  2012  were 
implemented  in  the  June  2,  2010 
Federal  Register  notice  (75  FR  31118), 
the  FY  2011  IPPS/LTCH  PPS  final  rule 
(75  FR  50042)  and  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51476). 

In  this  final  rule,  we  are 
implementing,  or  continuing  in  FY  2013 
to  implement,  the  following  provisions 
(or  portions  of  the  following  provisions) 
of  the  Affordable  Care  Act  that  are 
applicable  to  the  IPPS,  the  LTCH  PPS, 
and  PPS-exempt  cancer  hospitals: 

•  Section  3001  of  Public  Law  111- 
148,  which  provides  for  establi.shment 
of  a  hospital  inpatient  value-based 
purchasing  program  under  which  value- 
based  incentive  payments  will  be  made 
in  a  fiscal  year  to  hospitals  that  meet 
performance  standards  for  the 
performance  period  for  that  fiscal  year. 

•  Section  3004  of  Public  Law  111- 
148,  which  provides  for  the  submission 
of  quality  data  for  LTCHs  in  order  to 
receive  the  full  annual  update  to  the 
payment  rates  beginning  with  the  FY 
2014  rate  year. 

•  Section  3005  of  Public  Law  111- 
148,  which  provides  for  the 
establishment  of  a  quality  reporting 
program  for  PPS-exempt  cancer 
hospitals  with  respect  to  FY  2014,  and 
for  subsequenfprogram  years. 

•  Section  3025  of  Public  Law  111- 
148,  which  establishes  a  hospital 
readmissions  reduction  program  and 
requires  the  Secretary  to  reduce 
payments  to  applicable  hospitals  with 
excess  readmissions  effective  for 
discharges  beginning  on  or  after  October 
1,  2012. 

•  Section  3125  and  10314  of  Public 
Law  111-148,  which  modified  the 
definition  of  a  low-volume  hospital  and 
the  methodology  for  calculating  the 


payment  adjustment  for  low-volume 
hospitals,  effective  only  for  discharges 
occurring  during  FYs  2011  and  2012. 
Beginning  with  FY  2013,  the  preexisting 
low-volume  hospital  qualifying  criteria 
and  payment  adjustment,  as 
implemented  in  FY  2005,  will  resume. 

•  Section  3401  of  Public  Law  111- 
148,  which  provides  for  the 
incorporation  of  productivity 
adjustments  into  the  market  basket 
updates  for  IPPS  hospitals  and  LTCHs. 

•  Section  10324  of  Public  Law  111- 
148,  which  provides  for  a  wage 
adjustment  for  hospitals  located  in 
frontier  States. 

•  Sections  3401  and  10319  of  Public 
Law  111-148  and  section  1105  of  Public 
Law  111-152,  which  revise  certain 
market  basket  update  percentages  for 
IPPS  and  LTCH  PPS  payment  rates  for 
FY  2013. 

•  Section  3137  of  Public  Law  111- 
148,  which  requires  the  Secretary  to 
submit  to  Congress  a  report  that 
includes  a  plan  to  comprehensively 
reform  the  Medicare  wage  index  under 
the  IPPS.  In  developing  the  plan,  the 
Secretary  was  directed  to  take  into 
consideration  the  goals  for  reforming  the 
wage  index  that  were  set  forth  by 
MedPAC  in  its  June  2007  Report  to 
Congress  and  to  consult  with  relevant 
affected  parties. 

•  Section  5503  of  Public  Law  111- 
148,  as  amended  by  Public  Law  111-152 
and  section  203  of  Public  Law  111-309, 
which  provides  for  the  reduction  in  FTE 
resident  caps  for  direct  GME  under 
Medicare  for  certain  hospitals,  and  the 
“redistribution”  of  the  estimated 
number  of  FTE  resident  slots  to  other 
qualified  hospitals.  In  addition,  section 
5503  requires  the  application  of  these 
provisions  to  IME  in  the  same  manner 
as  the  FTE  resident  caps  for  direct  GME. 

•  Section  5506  of  Public  Law  111- 
148,  which  added  a  provision  to  the  Act 
that  instructs  the  Secretary  to  establish 
a  process  by  regulation  under  which,  in 
the  event  a  teaching  hospital  closes,  the 
Secretary  will  permanently  increase  the 
FTE  resident  caps  for  hospitals  that 
meet  certain  criteria  up  to  the  number 
of  the  closed  hospital’s  FTE  resident 
caps.  The  .Secretary  is  directed  to  ensure 
that  the  aggregate  number  of  FTE 
resident  cap  slots  distributed  is  equal  to 
the  amount  of  slots  in  the  closed 
hospital’s  direct  GME  and  IME  FTE 
resident  caps,  respectively. 

D.  Issuance  of  a  Notice  of  Proposed 
Rulemaking 

On  May  11,  2012,  we  published  in  the 
Federal  Register  (77  FR  27870),  a 
proposed  rule  that  set  forth  proposed 
changes  to  the  Medicare  IPPS  for 
operating  costs  and  for  capital-related 


costs  of  acute  care  hospitals  in  FY  2013. 
VVe  also  set  fcrih  proposed  changes 
relating  to  payments  for  IME  costs  and 
payments  to  certain  hospitals  that 
continue  to  be  excluded  from  the  IPPS 
and  paid  on  a  reasonable  cost  basis.  In 
addition,  in  the  proposed  rule,  we  set 
forth  proposed  changes  to  the  payment 
rates,  factors,  and  other  payment  rate 
policies  under  the  LTCH  PPS  for  FY 
2013. 

Below  is  a  summary  of  the  major 
changes  that  we  proposed  to  make: 

1.  Changes  to  MS-DRG  Glassifications 
and  Recalibrations  of  Relative  Weights 

In  section  11.  of  the  preamble  of  the 
proposed  rule,  we  include — 

•  Proposed  changes  to  MS-DRG 
classifications  based  on  our  yearly 
review. 

•  Proposed  application  of  the 
documentation  and  coding  adjustment 
for  FY  2013  resulting  from 
implementation  of  the  MS-DRG  system. 

•  A  discussion  of  the  Research 
Triangle  Institute,  International  (RTI) 
reports  and  recommendations  relating  to 
charge  compression. 

•  Proposed  recalibrations  of  the  MS- 
DRG  relative  weights. 

•  Proposed  changes  to  hospital- 
acquired  conditions  (HACs)  and  a 
listing  and  discussion  of  HACs, 
including  infections,  that  would  be 
subject  to  the  statutorily  required 
adjustment  in  MS-DRG  payments  for 
FY  2013. 

•  A  discussion  of  the  FY  2013  status 
of  new  technologies  approved  for  add¬ 
on  payments  for  FY  2012  and  a 
presentation  of  our  evaluation  and 
analysis  of  the  FY  2013  applicants  for 
add-on  payments  for  high-cost  new 
medical  services  and  technologies 
(including  public  input,  as  directed  by 
Pub.  L.  108-173,  obtained  in  a  town  hall 
meeting). 

2.  Ghanges  to  the  Hospital  Wage  Index 
for  Acute  Care  Hospitals 

In  section  III.  of  the  preamble  to  the 
proposed  rule,  we  are  proposing 
revisions  to  the  wage  index  for  acute 
care  hospitals  and  the  annual  update  of 
the  wage  data.  Specific  issues  addressed 
include  the  following: 

•  The  proposed  FY  2013  wage  index 
update  using  wage  data  from  cost 
reporting  periods  beginning  in  FY  2009. 

•  Analysis  and  implementation  of  the 
proposed  FY  2013  occupational  mix 
adjustment  to  the  wage  index  for  acute 
care  hospitals. 

•  Proposed  revisions  to  the  wage 
index  for  acute  care  hospitals  based  on 
hospital  redesignations  and 
reclassifications. 

•  The  proposed  adjustment  to  the 
wage  index  for  acute  care  hospitals  for 
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FY  2013  based  on  commuting  patterns 
of  hospital  employees  who  reside  in  a 
county  and  work  in  a  different  area  with 
a  higher  wage  index. 

•  The  timetable  for  reviewing  and 
verifying  the  wage  data  used  to  compute 
the  proposed  FY  2013  hospital  wage 
index. 

•  Determination  of  the  labor-related 
share  for  the  proposed  FY  2013  wage 
index. 

3.  Other  Decisions  and  Proposed 
Changes  to  the  IPPS  for  Operating  Costs 
and  GME  Costs 

In  section  IV.  of  the  preamble  of  the 
proposed  rule,  we  discussed  proposed 
changes  or  clarifications  of  a  number  of 
the  provisions  of  the  regulations  in  42 
CFR  Parts  412,  413,  and  476,  including 
the  following: 

•  The  proposed  rules  for  payment 
adjustments  under  the  Hospital 
Readmissions  Reduction  Program  based 
on  hospital  readmission  measures  and 
the  process  for  hospital  review  and 
correction  of  those  rates. 

•  Proposed  clarification  regarding  the 
duration  of  the  classification  status  of 
SCHs. 

•  The  proposed  updated  national  and 
regional  case-mix  values  and  discharges 
for  purposes  of  determining  RRC  status. 

•  Proposed  payment  adjustment  for 
low-volume  hospitals  for  FY  2013. 

•  The  statutorily  required  IME 
adjustment  factor  for  FY  2013,  a 
clarification  of  the  requirements  of 
timely  filing  of  claims  for  Medicare 
Advantage  enrollees  for  IME,  direct 
GME,  and  nursing  and  allied  health 
education  payment  purposes,  and  a 
proposal  to  apply  the  timely  filing 
requirements  to  the  submission  of  no¬ 
pay  bills  for  purposes  of  calculating  the 
DSH  payment  adjustment. 

•  Proposal  for  counting  labor  and 
delivery  beds  in  the  formula  for 
determining  the  payment  adjustment  for 
disproportionate  share  hospitals  and 
IME  payments. 

•  Discussion  of  the  expiration  of  the 
MDH  program  in  FY  2012. 

•  Proposed  changes  to  the  inpatient 
hospital  update  for  FY  2013,  including 
incorporation  of  a  productivity 
adjustment. 

•  Proposed  changes  relating  to  GME 
and  IME  payments,  including  proposed 
changes  in  new  growth  period  for  new 
residency  programs  from  3  years  to  5 
years  for  new  teaching  hospitals; 
proposals  and  clariHcations  related  to 
the  5-year  period  following 
implementation  of  reductions  and 
increases  to  hospitals’  FTE  resident 
caps;-  and  proposals  and  clarifications 
related  to  the  preservation  of  resident 
cap  positions  from  closed  hospitals. 


•  Proposed  conforming  changes  to 
regulations  relating  to  reporting 
requirements  for  pension  costs  for 
Medicare  cost-finding  purposes. 

•  Discussion  of  the  Rural  Community 
Hospital  Demonstration  Program  and  a 
proposal  for  making  a  budget  neutrality 
adjustment  for  the  demonstration 
program. 

•  Proposed  delay  in  the  effective  date 
of  policies  relating  to  hospital  routine 
services  furnished  under  arrangements. 

4.  FY  2013  Policy  Governing  the  IPPS 
for  Capital-Related  Costs 

In  section  V.  of  the  preamble  to  the 
proposed  rule,  we  discussed  the 
proposed  payment  policy  requirements 
for  capital-related  costs  and  capital 
payments  to  hospitals  for  FY  2013  and 
the  proposed  MS-DRG  documentation 
and  coding  adjustment  for  FY  2013. 

5.  Changes  to  the  Payment  Rates  for 
Certain  Excluded  Hospitals:  Rate-of- 
Increase  Percentages 

In  section  VI.  of  the  preamble  of  the 
proposed  rule,  we  discuss  proposed 
changes  to  payments  to  certain  excluded 
hospitals. 

6.  Changes  to  the  LTCH  PPS 

In  section  VII.  of  the  preamble  of  the 
proposed  rule,  we  set  forth  proposed 
changes  to  the  payment  rates,  factors, 
and  other  payment  rate  policies  under 
the  LTCH  PPS  for  FY  2013.  Specifically, 
we  proposed  the  following  major 
changes:  A  1-year  extension  of  the 
moratorium  on  the  full  implementation 
of  the  “25-percent  threshold”  payment 
adjustment  at  42  CFR  412.534  and 
412.536;  a  “one-time  prospective 
adjustment”  to  the  standard  Federal  rate 
phased  in  over  a  3-year  period  (which 
would  not  be  applicable  to  payments  for 
discharges  occurring  on  or  before- 
December  28,  2012,  consistent  with  the 
statute);  an  LTCH-specific  market 
basket;  and  annual  updates  to  the  LTCH 
PPS  standard  Federal  rate  and  to  other 
payment  factors. 

7.  Changes  Relating  to  Quality  Data 
Reporting  for  Specific  Providers  and 
Suppliers 

In  section  VIII.  of  the  preamble  of  the 
proposed  rule,  we  address — 

•  Proposed  requirements  for  the 
Hospital  Inpatient  Quality  Reporting 
(IQR)  Program  as  a  condition  for 
receiving  the  full  applicable  percentage 
increase. 

•  The  proposed  establishment  of  a 
quality  reporting  program  for  PPS- 
exempt  cancer  hospitals. 

•  Proposed  requirements  for  the 
Hospital  Value-Based  Purchasing 
Program. 


•  Proposed  requirements  for  the 
quality  reporting  measures  under  the 
LTCH  Quality  Reporting  (LTCHQR) 
Program. 

•  Proposed  quality  data  reporting  and 
other  requirements  for  the  Ambulatory 
Surgical  Center  Quality  Reporting 
(ASCQR)  Program. 

•  The  establishment  of  the  Inpatient 
Psychiatric  Facility  Quality  Reporting 
Program  (IPFQRP). 

8.  Determining  Prospective  Payment 
Operating  and  Capital  Rates  and  Rate-of- 
Increase  Limits  for  Acute  Care  Hospitals 

In  the  Addendum  to  the  proposed 
rule,  we  set  forth  proposed  changes  to 
the  amounts  and  factors  for  determining 
the  proposed  FY  2013  prospective 
payment  rates  for  operating  costs  and 
capital-related  costs  for  acute  care 
hospitals.  We  proposed  to  establish  the 
threshold  amounts  for  outlier  cases.  In 
addition,  we  addressed  the  proposed 
update  factors  for  determining  the  rate- 
of-increase  limits  for  cost  reporting 
periods  beginning  in  FY  2013  for  certain 
hospitals  excluded  from  the  IPPS. 

9.  Determining  Prospective  Payment 
Rates  for  LTCHs 

In  the  Addendum  to  the  proposed 
rule,  we  set  forth  proposed  changes  to 
the  amounts  and  factors  for  determining 
the  proposed  FY  2013  prospective 
standard  Federal  rate.  We  proposed  to 
establish  the  adjustments  for  wage 
levels,  the  labor-related  share,  the  cost- 
of-living  adjustment,  and  high-cost 
outliers,  including  the  fixed-loss 
amount,  and  the  LTCH  cost-to-charge 
ratios  (CCRs)  under  the  LTCH  PPS. 

10.  Impact  Analysis 

In  Appendix  A  of  the  proposed  rule, 
we  set  forth  an  analysis  of  the  impact 
that  the  proposed  changes  would  have 
on  affected  acute  care  hospitals,  LTCHs, 
ASCs,  and  IPFs. 

11.  Recommendation  of  Update  Factors 
for  Operating  Cost  Rates  of  Payment  for 
Hospital  Inpatient  Services 

In  Appendix  B  of  the  proposed  rule, 
as  required  by  sections  1886(e)(4)  and 
(e)(5)  of  the  Act,  we  provided  our 
recommendations  of  the  appropriate 
percentage  changes  for  FY  2013  for  the 
following: 

•  A  single  average  standardized 
amount  for  all  areas  for  hospital 
inpatient  services  paid  under  the  IPPS 
for  operating  costs  of  acute  care 
hospitals  (and  hospital-specific  rates 
applicable  to  SCHs). 

•  Target  rate-of-increase  limits  to  the 
allowable  operating  costs  of  hospital 
inpatient  services  furnished  by  certain 
hospitals  excluded  from  the  IPPS. 
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•  The  standard  Federal  rate  for 
hospital  inpatient  services  furnished  by 
LTCHs. 

12.  Discussion  of  Medicare  Payment 
Advisory  Commission 
Recommendations 

Under  section  1805(b)  of  the  Act, 
MedPAC  is  required  to  submit  a  report 
to  Congress,  no  later  than  March  15  of 
each  year,  in  which  MedPAC  reviews 
and  makes  recommendations  on 
Medicare  payment  policies.  MedPAC’s 
March  2012  recommendations 
concerning  hospital  inpatient  payment 
policies  address  the  update  factor  for 
hospital  inpatient  operating  costs  and 
capital-related  costs  under  the  IPPS,  for 
hospitals  and  distinct  part  hospital  units 
excluded  from  the  IPPS.  We  addressed 
these  recommendations  in  Appendix  B 
of  the  proposed  rule.  For  further 
information  relating  specifically  to  the 
MedPAC  March  2012  report  or  to  obtain 
a  copy  of  the  report,  contact  MedPAC  at 
(202)  220-3700  or  visit  MedPAC’s  Web 
site  at:  http:/ /wwv^'. medpac.gov. 

We  received  approximately  436 
timely  pieces  of  correspondence  from 
the  public  in  response  to  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule.  We 
summarize  these  public  comments  and 
present  our  responses  under  the  specific 
subject  areas  of  this  final  rule. 

II.  Changes  to  Medicare  Severity 
Diagnosis-Related  Group  (MS-DRG) 
Classifications  and  Relative  Weights 

A.  Background 

Section  1886(d)  of  the  Act  specifies 
that  the  Secretary  shall  establish  a 
classification  system  (referred  to  as 
DRGs)  for  inpatient  discharges  and 
adjust  payments  under  the  IPPS  based 
on  appropriate  weighting  factors 
assigned  to  each  DRG.  Therefore,  under 
the  IPPS,  Medicare  pays  for  inpatient 
hospital  services  on  a  rate  per  discharge 
basis  that  varies  according  to  the  DRG 
to  which  a  beneficiary’s  stay  is  assigned. 
The  formula  used  to  calculate  payment 
for  a  specific  case  multiplies  an 
individual  hospital’s  payment  rate,  per 
case  by  the  weight  of  the  DRG  to  which 
the  case  is  assigned.  Each  DRG  weight 
represents  the  average  resources 
required  to  care  for  cases  in  that 
particular  DRG,  relative  to  the  average 
resources  used  to  treat  cases  in  all 
ClRGs. 

Congress  recognized  that  it  would  be 
necessary  to  recalculate  the  DRG 
relative  weights  periodically  to  account 
for  changes  in  resource  consumption. 
Accordingly,  section  1886(d)(4)(C)  af 
the  Act  requires  that  the  Secretary 
adjust  the  DRG  classifications  and 
relative  weights  at  least  annually.  These 


adjustments  are  made  to  reflect  changes 
in  treatment  patterns,  technology,  and 
any  other  factors  that  may  change  the 
relative  use  of  hospital  resources. 

B.  MS-DRG  Beclassifications 

For  general  information  about  the 
MS-DRG  system,  including  yearly 
reviews  and  changes  to  the  MS-DRGs, 
we  refer  readers  to  the  previous 
discussions  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  final  rule  (74  FR  43764 
through  43766),  the  FY  2011  IPPS/LTCH 
PPS  final  rule  (75  FR  50053  through 
50055),  and  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51485  through 
51487). 

C.  Adoption  of  the  MS-DRGs  in  FY  2008 

For  information  on  the  adoption  of 
the  MS-DRGs  in  FY  2008,  we  refer 
readers  to  the  FY  2008  IPPS  final  rule 
with  comment  period  (72  FR  47140 
through  47189). 

D.  FY  2013  MS-DRG  Documentation 
and  Coding  Adjustment,  Including  the 
Applicability  to  the  Hospital-Specific 
Rates  and  the  Puerto  Rico-Specific 
Standardized  Amount 

1.  Background  on  the  Prospective  MS- 
DRG  Documentation  and  Coding 
Adjustments  for  FY  2008  and  FY  2009 
Authorized  by  Public  Law  110-90 

In  the  FY  2008  IPPS  final  rule  with 
comment  .period  (72  FR  47140  through 
47189),  we  adopted  the  MS-DRG 
patient  classification  system  for  the 
IPPS,  effective  October  1,  2007,  to  better 
recognize  severity  of  illness  in  Medicare 
payment  rates  for  acute  care  hospitals. 
The  adoption  of  the  MS-DRG  system 
resulted  in  the  expansion  of  the  number 
of  DRGs  from  538  in  FY  2907  to  745  in 
FY  2008.  (Currently,  there  are  751  MS- 
DRGs.  By  increasing  the  number  of  MS- 
DRGs  and  more  fully  taking  into 
account  patient  severity  of  illness  in 
Medicare  payment  rates  for  acute  care 
hospitals,  MS-DRGs  encourage 
hospitals  to  improve  their 
documentation  and  coding  of  patient 
diagnoses. 

In  the  FY  2008  IPPS  final  rule  with 
comment  period  (72  FR  47175  through 
47186),  we  indicated  that  the  adoption 
of  the  MS-DRGs  had  the  potential  to 
lead  to  increases  in  aggregate  payments 
without  a  corresponding  increase  in 
actual  patient  severity  of  illness  due  to 
the  incentives  for  additional 
documentation  and  coding.  In  that  final 
rule  with  comment  period,  we  exercised 
our  authority  under  section 
1886(d)(3)(A)(vi)  of  the  Act,  which 
authorizes  us  to  maintain  budget 
neutrality  by  adjusting  the  national 
standardized  amount,  to  eliminate  the 


estimated  effect  of  changes  in  coding  or 
classification  that  do  not  reflect  real 
changes  in  case-mix.  Our  actuaries 
estimated  that  maintaining  budget 
neutrality  required  an  adjustment  of 
-4.8  percent  to  the  national 
standardized  amount.  We  provided  for 
phasing  in  this  -4.8  percent  adjustment 
over  3  years.  Specifically,  we 
established  prospective  documentation 
and  coding  adjustments  of  - 1.2  percent 
for  FY  2008,  — 1.8  percent  for  FY  2009, 
and  - 1.8  percent  for  FY  2010. 

On  September  29,  2007,  Gongress 
enacted  the  TMA  [Transitional  Medical 
Assistance],  Abstinence  Education,  and 
QI  [Qualifying  Individuals]  Programs 
Extension  Act  of  2007,  Public  Law  110- 
90.  Section  7(a)  of  Public  Law  110-90 
reduced  the  documentation  and  coding 
adjustment  made  as  a  result  of  the  MS- 
DRG  system  that  we  adopted  in  the  FY 
2008  IPPS  final  rule  with  comment 
period  to  -  0.6  percent  for  FY  2008  and 
—  0.9  percent  for  FY  2009,  and  we 
finalized  the  FY  2008  adjustment 
through  rulemaking,  effective  October  1, 
2007  (72  FR  66886). 

For  FY  2009,  section  7(a)  of  Public 
Law  110-90  required  a  documentation 
and  coding  adjustment  of  —  0.9  percent, 
and  we  finalized  that  adjustment 
through  rulemaking  (73  FR  48447).  The 
documentation  and  coding  adjustments 
established  in  the  FY  2008  IPPS  final 
rule  with  comment  period,  which 
reflected  the  amendments  made  by 
Public  Law  110-90,  are  cumulative.  As 
a  result,  the  —0.9  percent 
documentation  and  coding  adjustment 
for  FY  2009  was  in  addition  to  the  —  0.6 
percent  adjustment  for  FY  2008, 
yielding  a  combined  effect  of  — 1.5 
percent. 

2.  Prospective  Adjustment  to  the 
Average  Standardized  Amounts 
Required  by  Section  7(b)(1)(A)  of  Public 
Law  110-90 

Section  7(b)(1)(A)  of  Public  Law  110— 
90  requires  that,  if  the  Secretary 
determines  that  implementation  of  the 
MS-DRG  system  resulted  in  changes  in 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2008  or 
FY  2009  that  are  different  than  the 
prospective  documentation  and  coding 
adjustments  applied  under  section  7(a) 
of  Public  Law  110-90,  the  Secretary 
shall  make  an  appropriate  adjustment 
under  section  1886(d)(3)(A)(vi)  of  the 
Act.  Section  1886(d)(3)(A)(vi)  of  the  Act 
authorizes  adjustments  to  the  average 
standardized  amounts  for  subsequent 
fiscal  years  in  order  to  eliminate  the 
effect  of  such  coding  or  classification 
changes.  These  adjustments  are 
intended  to  ensure  that  future  annual 
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aggregate  IPPS  payments  are  the  same  as 
the  payments  that  otherwise  would  have 
been  made  had  the  prospective 
adjustments  for  documentation  and 
coding  applied  in  FY  2008  and  FY  2009 
reflected  the  change  that  occurred  in 
those  years. 

3.  Recoupment  or  Repayment 
Adjustments  in  FYs  20io  Through  2012 
Required  by  Public  Law  110-90 

If.  based  on  a  retroactive  evaluation  of 
claims  data,  the  Secretary  determines 
that  implementation  of  the  MS-DRG 
system  resulted  in  changes  in 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2008  or 
FY  2009  that  are  different  from  the 
prospective  documentation  and  coding 
adjustments  applied  under  section  7(a) 
of  Public  Law  110-90,  section  7(b)(1)(B) 
of  Public  Law  110-90  requires  the 
Secretary  to  make  an  additional 
adjustment  to  the  standardized  amounts 
under  section  1886(d)  of  the  Act.  This 
adjustment  must  offset  the  estimated 
increase  or  decrease  in  aggregate 
payments  for  FYs  2008  and  2009 
(including  interest)  resulting  from  the 
difference  between  the  estimated  actual 
documentation  and  coding  effect  and 
the  documentation  and  coding 
adjustment  applied  under  section  7(a)  of 
Public  Law  110-90.  This  adjustment  is 
in  addition  to  making  an  appropriate 
adjustment  to  the  standardized  amounts 
under  section  1886(d)(3)(A)(vi)  of  the 
Act  as  required  by  section  7(b)(1)(A)  of 
Public  Law  110-90.  That  is,  these 
adjustments  are  intended  to  recoup  (or 
repay,  in  the  case  of  underpayments) 
spending  in  excess  of  (or  less  than) 
spending  that  would  have  occurred  had 
the  prospective  adjustments  for  changes 
in  documentation  and  coding  applied  in 
FY  2008  and  FY  2009  precisely  matched 
the  changes  that  occurred  in  those  years. 
Public  Law  110-90  requires  that  the 
Secretarv’  only  make  these  recoupment 
or  repayment  adjustments  for  discharges 
occurring  during  FYs  2010,  2011,  and 
2012. 

4.  Retrospective  Evaluation  of  FY  2008 
and  FY  2009  Claims  Data 

In  order  to  implement  the 
requirements  of  section  7  of  Public  Law 
110-90,  we  performed  a  retrospective 
evaluation  of  the  FY  2008  data  for 
claims  paid  through  December  2008 
using  the  methodology  first  described  in 
the  FY  2009  IPPS/LTCH  PPS  final  rule 
(73  FR  43768  and  43775)  and  later 
discussed  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  final  rule  (74  FR  43768 
through  43772).  We  performed  the  same 
analysis  for  FY  2009  claims  data  using 
the  same  methodology  as  we  did  for  FY 


2008  claims  (75  FR  50057  through 
50068).  The  results  of  the  analysis  for 
the  FY  2011  proposed  and  final  rules, 
and  subsequent  ev'aluations  in  FY  2012, 
supported  that  the  5.4  percent  estimate 
accurately  reflected  the  FY  2009 
increases  in  documentation  and  coding 
under  the  MS-DRG  system.  We  were 
persuaded  by  both  MedPAC’s  analysis 
(as  discussed  in  the  FY  2011  IPPS/LTCH 
PPS  final  rule  (75  FR  50064  through 
50065))  and  our  own  review  of  the 
methodologies  recommended  by  various 
commenters  that  the  methodology  we 
employed  to  determine  the  required 
documentation  and  coding  adjustments 
was  sound. 

5.  Prospective  Adjustments  for  FY  2008 
and  FY  2009  Authorized  by  Section 
7(b)(1)(A)  of  Public  Law  110-90  and 
Section  1886(d)(3)(A)(vi)  of  the  Act 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  final  rule  (74  FR  43767  through 
43777),  we  opted  to  delay  the 
implementation  of  any  documentation 
and  coding  adjustment  until  a  full 
analysis  of  case-mix  changes  based  on 
FY  2009  claims  data  could  be 
completed.  We  refer  readers  to  the  FY 
2010  IPPS/RY  LTCH  PPS  final  rule  for 
a  detailed  description  of  our  proposal, 
responses  to  comments,  and  finalized 
policy.  After  analysis  of  the  FY  2009 
claims  data  for  the  FY  2011  IPPS/LTCH 
PPS  final  rule  (75  FR  50057  through 
50073),  we  found  a  total  prospective 
documentation  and  coding  effect  of 
1.054  percent.  After  accounting  for  the 
-0.6  percent  and  the  -0.9  percent 
documentation  and  coding  adjustments 
in  FYs  2008  and  2009,  we  found  a 
remaining  documentation  and  coding 
effect  of  3.9  percent.  As  we  have 
discussed,  an  additional  cumulative 
adjustment  of  —3.9  percent  would  be 
necessary  to  meet  the  requirements  of 
section  7(b)(1)(A)  of  Public  Law  110-90 
to  make  an  adjustment  to  the  average 
standardized  amounts  in  order  to 
eliminate  the  full  effect  of  the 
documentation  and  coding  changes  that 
do  not  reflect  real  changes  in  case-mix 
on  future  payments.  Unlike  section 
7(b)(1)(B)  of  Public  Law  110-90,  section 
7(b)(1)(A)  does  not  specify  when  we 
must  apply  the  prospective  adjustment, 
but  merely  requires  us  to  make  an 
“appropriate”  adjustment.  Therefore,  as 
we  stated  in  the  FY  2011  IPPS/LTCH 
PPS  final  rule  (75  FR  50061),  we  believe 
we  have  some  discretion  as  to  the 
manner  in  which  we  apply  the 
prospective  adjustment  of  -  3.0  percent. 
We  indicated  that  applying  the  full 
prospective  adjustment  of  -  3.9  percent 
for  FY  2011,  in  combination  with  the 
proposed  recoupment  adjustment  of 
-2.9  percent  in  FY  2011  (discussed 


below)  would  require  an  aggregate 
adjustment  of  —6.8  percent.  As  we 
discussed  extensivelv  in  the  FY  2011 
IPPS/LTCH  PPS  final  rule,  it  has  been 
our  practice  to  moderate  payment 
adjustments  when  necessary  to  mitigate 
the  effects  of  significant  downward 
adjustments  on  hospitals,  to  avoid  what 
could  be  widespread,  disruptive  effects 
of  such  adjustments  on  hospitals. 
Therefore,  we  stated  that  we  believed  it 
was  appropriate  to  not  implement  the 
—  3.9  percent  prospective  adjustment  in 
FY  2011  because  we  finalized  a  —2.9 
percent  recoupment  adjustment  for  that 
year.  Accordingly,  we  did  not  propose 
a  prospective  adjustment  under  section 
7(b)(1)(A)  of  Public  Law  110-90  for  FY 
2011  (75  FR  23868  through  23870).  We 
note  that,  as  a  result,  payments  in  FY 
2011  (and  in  each  future  year  until  we 
implement  the  requisite  adjustment) 
would  be  3.9  percent  higher  than  they 
would  have  been  if  we  had 
implemented  an  adjustment  under 
section  7(b)(1)(A)  of  Public  Law  110-90. 
Our  actuaries  estimate  that  this  3.9 
percentage  point  increase  will  result  in 
an  aggregate  payment  of  approximately 
S4  billion.  We  also  noted  that  payments 
in  FY  2010  were  also  expected  to  be  3.9 
percent  higher  than  they  would  have 
been  if  we  had  implemented  an 
adjustment  under  section  7(b)(1)(A)  of 
Public  Law  110-90,  which  our  actuaries 
estimated  increased  aggregate  payments 
by  approximately  $4  billion  in  FY  2010. 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51489  and  51497),  we 
indicated  that  because  further  delay  of 
this  prospective  adjustment  will  result 
in  a  continued  accrual  of  unrecoverable 
overpayments,  it  was  imperative  that  we 
implement  a  prospective  adjustment  for 
FY  2012,  while  recognizing  CMS’ 
continued  desire  to  mitigate  the  effects 
of  any  significant  downward 
adjustments  to  hospitals.  Therefore,  we 
implemented  a  —2.0  percent 
prospective  adjustment  (a  reduction  of  a 
proposed  -3.15  percent  adjustment)  to 
the  standardized  amount  to  partially 
eliminate  the  full  effect  of  the 
documentation  and  coding  changes  that 
do  not  reflect  real  changes  in  case-mix 
on  future  payments. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27887),  for  FY 
2013,  we  proposed  to  complete  the 
prospective  portion  of  the  adjustment 
required  under  section  7(b)(1)(B)  of 
Public  Law  110-90.  We  proposed  a 
- 1.9  percent  adjustment  to  the 
standardized  amount  for  FY  2013.  We 
stated  that  this  adjustment  would 
remove  the  remaining  effect  of  the 
documentation  and  coding  changes  that 
do  not  reflect  real  changes  in  case-mix 
that  occurred  in  FY  2008  and  FY  2009. 
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We  indicated  we  believe  it  is  imperative 
to  implement  the  full  remaining 
adjustment,  as  any  further  delay  would 
result  in  an  overstated  standardized 
amount  in  FY  2013  and  any  future  years 
until  a  full  adjustment  is  made.  We 
believe  that  the  offsetting  nature  of  the 
FY  2012  recoupment  adjustment 
(described  in  section  11. D. 6.  of  the 
proposed  rule  (77  FR  27887  through 
27888)  and  the  preamble  of  this  final 
rule)  will  mitigate  any  negative  financial 
impacts  of  this  prospective  adjustment. 

Comment:  MedPAC  submitted  a 
comment  fully  supporting  the  proposed 
documentation  and  coding  adjustments, 
citing  its  2011  comment  letter  regarding 
the  FY  2012  IPPS/LTCH  PPS  proposed 
rule  for  its  support  of  the  CMS 
methodology  and  the  calculation  of 
documentation  and  coding  effect 
estimates.  MedPAC  reiterated  its 
recommendation  that  Congress  grant  the 
Secretary  the  authority  to  recapture 
overpayments  due  to  documentation 
and  coding  effects  that  occurred  after  FY 
2009. 

Response:  We  appreciate  MedPAC’s 
analysis  and  continued  support  of  the 
methodology  to  calculate  the  impact  of 
documentation  and  coding  on  hospital 
payments.  As  stated  in  the  proposed 
rule,  at  this  point,  we  only  have  the 
authority  to  prospectively  adjust  the 
standardized  amount  to  prevent  future 
overpayments  due  to  the  effects  of 
documentation  and  coding.  We  believe 
that  any  overpayments  made  in  FY  2008 
and  FY  2009  have  already  been 
recaptured,  and  any  additional  past 
overpayments  cannot  be  recovered 
without  additional  statutory  authority. 

Comment:  Many  commenters, 
including  national  hospital  associations, 
continue  to  argue  that  the  methodology 
employed  by  CMS  significantly 
overstated  the  impact  of  documentation 
and  coding  changes.  Commenters ' 
believed  that  the  CMS  methodology 
assumes  that  case-mix  index  has  held 
constant  over  several  fiscal  years,  and 
they  view  this  as  a  flawed  assumption. 
Commenters  submitted  a  case-mix  trend 
analysis,  noting  that  this  analysis  was 
updated  for  new  claims  data  and  revised 
relative  to  similar  analyses  submitted  as 
public  comment  on  documentation  and 
coding  in  prior  IPPS  rulemaking. 
According  to  the  commenters,  their 
case-mix  trend  analysis  indicated  only  a 
3.5  percent  documentation  and  coding 
increase,  which  equals  the  total 
adjustment  already  implemented  by 
CMS.  These  commenters  argued  that  no 
further  cuts  are  necessary  to  the 
standardized  amount,  and  that  the 
proposed  adjustments  are  excessive. 

Response:  We  disagree  that  the 
presented  trend  analysis  provides  a 


more  accurate  estimate  of  the 
documentation  and  coding  effect.  We 
continue  to  believe  that  the  proposed 
methodology,  which  removes  real-case 
mix  growth  from  the  calculation,  yields 
a  more  straightforward  and  direct 
estimate.  We  also  believe  that  the 
estimates  obtained  using  our 
methodology  are  consistent  with  real 
case-mix  growth  as  demonstrated  by 
MedPAC  in  its  2011  public  comment 
submitted  on  the  FY  2012  IPPS/LTCH 
PPS  proposed  rule.  We  refer  readers  to 
our  response  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51494-51496)  for 
a  more  detailed  response. 

Comment:  One  commenter,  a  national 
hospital  association,  di.sagreed  with 
CMS’  response  from  prior  year 
rulemaking  that  “changes  in  case-mix 
do  not  necessarily  follow  a  consistent 
pattern  over  time.”  The  commenter 
indicated  that  the  simple  linear 
regression  of  case-mix  growth  it 
submitted  was  the  most  conservative 
estimate  of  potential  documentation  and 
coding  effect,  and  that  more  advanced, 
nonlinear  statistical  methods  were 
better  statistical  fits,  and  suggested  an 
even  smaller  impact  due  to 
documentation  and  coding. 

Response:  We  are  not  convinced  that 
further  statistical  testing  of  a  case-mix 
trend  based  analysis  would  yield  more 
accurate  results,  nor  did  we  intend  to 
suggest  that  nonlinear  regression  of 
case-mix  growth  would  be  a  more 
appropriate  measure  of  documentation 
and  coding  effects.  The  estimates 
submitted  by  the  commenter  presented 
a  theoretical  documentation  and  coding 
effect  ranging  from  +3.5  percent  to  — 1.9 
percent.  As  discussed  in  prior  year 
rulemaking,  the  inclusion  of  additional 
years  in  the  suggested  CMI  trend  based 
analysis  caused  documentation  and 
coding  effect  estimates  to  vary 
significantly,  and  now  the  commenter 
argues  that  different  statistical 
interpretations  also  may  cause  large 
fluctuations.  With  respect  to  the  trend 
analysis,  we  continue  to  believe  that  the 
determination  of  an  appropriate 
historical  trend  is  less  straightforward 
than  our  proposed  methodology,  which 
removes  real  case-mix  growth  from  the, 
calculation.  Again,  we  refer  readers  to 
our  more  detailed  response  to  public 
comments  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51494  through 
51496). 

Comment:  One  commenter  stated  that 
coding  offsets  exceeding  total  case-mix 
growth  duplicate  the  productivity 
adjustment  mandated  by  the  Affordable 
Care  Act  and  should  not  be 
implemented.  The  commenter  stated 
that  decreases  in  real  case-mix  represent 
an  improvement  in  productivity  already 


adjusted  for  in  the  productivity 
adjustment. 

Response:  Section  3401(a)  of  the 
Affordable  Care  Act  requires  that  the 
IPPS  operating  market  basket  update  be 
adjusted  by  changes  in  economy-wide 
productivity  for  FY  2012  (and  each 
subsequent  fiscal  year).  The  statute 
defines  the  productivity  adjustment  to 
be  equal  to  the  10-year  moving  average 
of  changes  in  annual  economy-wide 
private  nonfarm  business  multifactor 
productivity  (as  projected  by  the 
Secretary  for  the  10-year  period  ending 
with  the  applicable  fiscal  year,  cost 
reporting  period,  or  other  annual 
period).  We  disagree  with  the 
commenter  that  this  statutory  provision 
somehow  interacts  with  our 
documentation  and  coding  adjustment 
authority.  This  statutory  provision  does 
not  in  any  way  reference  our  statutory 
documentation  and  coding  adjustment 
authority,  nor  does  our  documentation 
and  coding  authority  in  any  way 
reference  the  market  basket  adjustment 
for  economy-wide  productivity.  The 
methodology  used  for  determining  the 
IPPS  rates,  and  specifically  our 
methodology  for  estimating 
documentation  and  coding  effects  was 
made  available  to  the  general  public 
(through  notice  and  comment 
rulemaking)  prior  to  the  enactment  of 
the  Affordable  Care  Act.  However  the 
law  did  not  reference  nor  change  our 
authority  in  light  of  the  productivity 
adjustment. 

In  addition,  as  we  have  previously 
indicated,  our  methodology  for 
estimating  documentation  and  coding 
removes  changes  in  real  case-mix  from 
the  calculation.  Although  we  disagree 
that  decreases  in  real  case-mix  represent 
an  improvement  in  productivity  in  the 
context  of  section  3401(a),  even  if  for 
purposes  of  discussion  one  were  to 
accept  this  assertion,  this  is  not  a 
documentation  and  coding  adjustment 
issue.  The  proper  place  for  any  offset 
would  be  to  the  productivity 
adjustment.  Section  3401(a)  of  the 
Affordable  Care  Act  provides  no 
■authority  for  such  an  adjustment  for 
decreases  in  real  case-mix. 

After  consideration  of  the  public 
comments  we  received,  we  do  not 
believe  that  any  alternative 
methodologies  would  produce  more 
accurate  estimates  of  documentation 
and  coding  effects.  We  are  finalizing,  as 
proposed,  a  —1.9  percent 
documentation  and  coding  adjustment 
to  the  standardized  amount.  This 
adjustment  will  complete  our  statutory 
obligation  to  account  for  remainder  of 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  for 
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discharges  occurring  during  FY  2008  or 
FY  2009. 

6.  Recoupment  or  Repayment 
Adjustment  Authorized  by  Section 
7(b)(1)(B)  of  Public  Law  110-90 

As  discussed  in  section  II. D. 3.  of  this 
preamble,  section  7(h)(1)(B)  of  Public 
Law  1 10-90  requires  the  Secretary  to 
make  an  adjustment  to  the  standardized 
amounts  under  section  1886(d)  of  the 
Act  to  offset  the  estimated  increase  or 
decrease  in  aggregate  payments  for  FY 
2008  and  FY  2009  (including  interest) 
resulting  from  the  difference  between 
the  estimated  actual  documentation  and 
coding  effect  and  the  documentation 
and  coding  adjustments  applied  under 
section  7(a)  of  Public  Law  110-90.  This 
determination  must  be  based  on  a 
retrospective  evaluation  of  claims  data. 
Our  actuaries  estimated  that  this’5.8 
percentage  point  increase  resulted  in  an 
increase  in  aggregate  payments  of 
approximately  S6.9  billion.  Therefore, 
as  discussed  in  the  FY  2011  IPPS/LTCH 
PPS  final  rule  (75  FR  50062  through 
50067).  we  determined  that  an  aggregate 
adjustment  of  -5.8  percent  in  FYs  2011 
and  2012  would  be  necessary  in  order 
to  meet  the  requirements  of  section 
7(b)(1)(B)  of  Public  Law  110-90  to 
adjust  the  standardized  amounts  for 
discharges  occurring  in  FYs  2010,  2011, 
and/or  2012  to  offset  the  estimated 
amount  of  the  increase  in  aggregate 
pavments  (including  interest)  in  FYs 
2008  and  2009. 

It  is  often  our  practice  to  phase  in  rate 
adjustments  over  more  than  one  year  in 
order  to  moderate  the  effect  on  rates  in 
any  one  year.  Therefore,  consistent  with 
the  policies  that  we  have  adopted  in 
many  similar  cases,  in  the  FY  2011 
IPPS/LTCH  PPS  final  rule,  we  made  an 
adjustment  to  the  standardized  amount 
of  -2.9  percent,  representing 
approximately  half  of  the  aggregate 
adjustment  required  under  section 
7(b)(1)(B)  of  Public  Law  110-90,  for  FY 
2011.  An  adjustment  of  this  magnitude 
allow'ed  us  to  moderate  the  effects  on 
hospitals  in  one  year  while 
simultaneously  making  it  possible  to 
implement  the  entire  adjustment  within 
the  timeframe  required  under  section 
7(b)(1)(B)  of  Public  Law  110-90  (that  is, 
no  later  than  FY  2012). 

As  we  stated  in  prior  rulemaking,  a 
major  advantage  of  making  the  -  2.9 
percent  adjustment  to  the  standardized 
amount  in  FY  2011  was  that,  because 
the  required  recoupment  adjustment  is 
not  cumulative,  we  anticipated 
removing  the  FY  2011  —2.9  percent 
adjustment  from  the  rates  (in  other 
words,  making  a  positive  2.9  percent 
adjustment  to  the  rates)  in  FY  2012,  at 
the  same  time  that  the  law  required  us 


to  apply  the  remaining  approximately 
-2.9  percent  adjustment  required  by 
section  7(b)(1)(B)  of  Public  Law  110-90. 

Therefore,  for  FY  2012,  in  accordance 
with  the  timeframes  set  forth  by  section 
7(b)(1)(B)  of  Public  Law  110-90.  and 
consistent  with  the  discu.ssion  in  the  FY 
2011  IPPS/LTCH  PPS  final  rule,  we 
completed  the  recoupment  adjustment 
by  implementing  tbe  remaining  —2.9 
percent  adjustment,  in  addition  to 
removing  the  effect  of  the  -  2.9  percent 
adjustment  to  the  standardized  amount 
finalized  for  FY  2011  (76  FR  51489  afid 
51498).  Because  these  adjustments,  in 
effect,  balanced  out,  there  was  no  year- 
to-year  change  in  the  standardized 
amount  due  to  this  recoupment 
adjustment  for  FY  2012. 

The  -  2.9  percent  adjustment  in  each 
of  the  two  previous  fiscal  years 
completed  the  required  recoupment  for 
overpayments  due  to  documentation 
and  coding  effects  on  discharges 
occurring  in  FYs  2008  and.  2009.  In  the 
FY  2013  IPPS/LTCH  PPS  proposed  rule 
(77  FR  27888),  we  proposed  to  make  a 
final  +2.9  percent  adjustment  to  the 
standardized  amount.  This  adjustment 
would  remove  the  effect  of  the  one-time 
—  2.9  percent  adjustment  implemented 
in  FY  2012.  As  stated  in  the  proposed 
rule,  we  continue  to  believe  that  this  is 
a  reasonable  and  fair  approach  that 
satisfies  the  requirements  of  the  statute 
while  substantially  moderating  tbe 
financial  impact  on  hospitals. 

We  did  not  receive  any  specific  public 
comments  regarding  tbis  adjustment. 

We  did  receive  public  comments 
requesting  an  additional  +0.72  percent 
adjustment  to  account  for  cumulative 
overestimates  of  documentation  and 
coding  effects.  We  will  address  these 
commenfTin  a  later  section.  We  are 
finalizing  a  +2.9  percent  adjustment,  as 
proposed,  completing  the  recoupment 
portion  of  section  7(b)(1)(B)  of  Public 
Law  110-90.  We  note  that  with  this 
positive  adjustment,  according  to  our 
estimates,  all  overpayments  made  in  FY 
2008  and  FY  2009  have  been  fidly 
recaptured  with  appropriate  interest, 
and  the  standardized  amount  has  been 
returned  to  the  appropriate  baseline. 

7.  Background  on  the  Application  of  the 
Documentation  and  Coding  Adjustment 
to  the  Hospital-Specific  Rates 

Under  section  1886(d)(5)(D)(i)  of  the 
Act,  SCHs  are  paid  based  on  whichever 
of  the  following  rates  yields  the  greatest 
aggregate  payment:  the  Federal  rate;  the 
updated  hospital-specific  rate  based  on 
FY  1982  costs  per  discharge:  the 
updated  hospital-specific  rate  based  on 
FY  1987  costs  per  discharge;  the 
updated  hospital-specific  rate  based  on 
FY  1996  costs  per  discharge;  or  the 


I 


updated  hospital-specific  rate  based  on 
FY  2006  costs  per  discharge.  Under 
section  1886(d)(5)(G)  of  the  Act,  MDHs 
are  paid  based  on  the  Federal  national 
rate  or,  if  higher,  the  Federal  national 
rate  plus  75  percent  of  the  difference 
between  tbe  Federal  national  rate  and 
the  updated  hospital-specific  rate  based 
on  the  greatest  of  the  FY  1982,  FY  1987, 
or  FY  2002  costs  per  discharge.  (We 
note  that,  under  current  law,  the  MDH 
program  expires  at  the  end  of  FY  2012, 
as  discussed  in  section  IV. G.  of  this  final 
rule.)  In  the  FY  2008  IPPS  final  rule 
with  comment  period  (72  FR  47152 
through  47188),  we  established  a  policy 
of  applying  the  documentation  and 
coding  adjustment  to  the  hospital- 
specific  rates.  In  that  final  rule  with 
comment  period,  we  indicated  that 
because  SCHs  and  MDHs  use  the  same 
DRG  system  as  all  other  hospitals,  we 
believe  they  should  be  equally  subject  to 
the  budget  neutrality  adjustment  that  w^e 
are  applying  for  adoption  of  the  MS- 
DRGs  to  all  other  hospitals.  In 
establishing  this  policy,  we  relied  on 
section  1886(d)(3)(A)(vi)  of  the  Act, 
which  provides  us  with  the  authority  to 
adjust  “the  standardized  amount”  to 
eliminate  the  effect  of  changes  in 
documentation  and  coding  that  do  not 
reflect  real  changes  in  case-mix. 

However,  in  the  final  rule  that 
appeared  in  the  Federal  Register  on 
November  27,  2007  (72  FR  66887 
through  67888),  we  rescinded  the 
application  of  the  documentation  and 
coding  adjustment  to  the  hospital- 
specific  rates  effective  October  1,  2007. 

In  that  final  rule,  we  indicated  that, 
while  we  still  believe  it  would  be 
appropriate  to  apply  the  documentation 
and  coding  adjustment  to  the  hospital- 
specific  rates,  upon  further  review,  we 
decided  that  the  application  of  the 
documentation  and  coding  adjustment 
to  the  hospital-specific  rates  is  not 
consistent  with  the  plain  meaning  of 
section  1886(d)(3)(A)(vi)  of  the  Act, 
which  only  mentions  adjusting  “the 
standardized  amount”  under  section 
1886(d)  of  the  Act  and  does  not  mention 
adjusting  the  hospital-specific  rates. 

In  the  FY  2009  IPPS  proposed  rule  (73 
FR  23540),  we  indicated  that  we 
continued  to  have  concerns  about  this 
issue.  Because  hospitals  paid  based  on 
the  hospital-specific  rate  have  their 
Medicare  claims  grouped  using  the 
same  MS-DRG  system  as  other  IPPS 
hospitals,  we  believe  they  have  the 
potential  to  realize  increased  payments 
from  documentation  and  coding 
changes  that  do  not  reflect  real  increases 
in  patient  severity  of  illness.  In  section 
1886(d)(3)(A)(vi)  of  the  Act,  Gongress 
stipulated  that  hospitals  paid  based  on 
the  standardized  amount  should  not 
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receive  additional  payments  based  on 
the  effect  of  documentation  and  coding 
changes  that  do  not  reflect  real  changes 
in  case-mix.  Similarly,  we  believe  that 
hospitals  paid  based  on  the  hospital- 
specific  rates  should  not  have  the 
potential  to  realize  increased  payments 
due  to  documentation  and  coding 
changes  that  do  not  reflect  real  increases 
in  patient  severity  of  illness.  While  we 
continue  to  believe  that  section 
1886(dK3)(A)(vi)  of  the  Act  does  not 
provide  explicit  authority  for 
application  of  the  documentation  and 
coding  adjustment  to  the  hospital- 
specific  rates,  we  believe  that  we  have 
the  authority  to  apply  the 
documentation  and  coding  adjustment 
to  the  hospital-specific  rates  using  our 
special  exceptions  and  adjustment 
authority  under  section  1886(d)(5)(I)(i) 
of  the  Act.  The  special  exceptions  and 
adjustment  provision  authorizes  us  to 
provide  “for  such  other  exceptions  and 
adjustments  to  [IPPS]  payment  amounts 
*  *  *  as  the  Secretary  deems 
appropriate.”  In  the  FY  2009  IPPS  final 
rule  (73  FR  48448  through  48449),  we 
indicated  that,  for  the  FY  2010 
rulemaking,  we  planned  to  examine  our 
FY  2008  claims  data  for  hospitals  paid 
based  on  the  hospital-specific  rate.  We 
further  indicated  that  if  we  found 
evidence  of  significant  increases  in  case- 
mix  for  patients  treated  in  these 
hospitals  that  do  not  reflect  real  changes 
in  case-mix,  we  would  consider 
proposing  application  of  the 
documentation  and  coding  adjustments 
to  the  FY  2010  hospital-specific  rates 
under  our  authority  in  section 
1886(d)(5){I)(i)  of  the  Act. 

In  response  to  public  comments 
received  on  the  FY  2009  IPPS  proposed 
rule,  we  stated  in  the  FY  2009  IPPS  final 
rule  that  we  would  consider  whether 
such  a  proposal  was  warranted  for  FY 
2010.  To  gather  information  to  evaluate 
these  considerations,  we  indicated  that 
we  planned  to  perform  analyses  on  FY 
2008  claims  data  to  examine  whether 
there  has  been  a  significant  increase  in 
case-mix  for  hospitals  paid  based  on  the 
hospital-specific  rate.  If  we  found  that 
application  of  the  documentation  and 
coding  adjustment  to  the  hospital- 
specific  rates  for  FY  2010  was 
warranted,  we  indicated  that  we  would 
propose  to  make  such  an  adjustment  in 
the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule. 

8.  Documentation  and  Coding 
Adjustment  to  the  Hospital-Specific 
Rates  for  FY  2011  and  Subsequent 
Fiscal  Years 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  and  final  rule,  we 
discussed  our  retrospective  evaluation 


of  the  FY  2008  claims  data  for  SCHs  and 
MDHs  using  the  same  methodology 
described  earlier  for  other  IPPS 
hospitals.  We  found  that,  independently 
for  both  SCHs  and  MDHs,  the  change 
due  to  documentation  and  coding  that 
did  not  reflect  real  changes  in  case-mix 
for  discharges  occurring  during  FY  2008 
slightly  exceeded  the  proposed  2.5 
percent  result  discussed  earlier  for  other 
IPPS  hospitals,  but  did  not  significantly 
differ  from  that  result.  We  refer  readers 
tp  those  FY  2010  proposed  and  final 
rules  for  a  more  complete  discussion  (74 
FR  24098  through  24100  and  74  FR 
43775  through  43776,  respectively). 

As  we  have  noted  previously,  because 
hospitals  paid  on  the  basis  of  their 
hospital-specific  rate,  including  SCHs 
(and  MDHs  until  the  end  of  FY  2012), 
use  the  same  MS-DRC  system  as  all 
other  IPPS  hospitals,  we  believe  they 
have  the  potential  to  realize  increased 
payments  from  documentation  and 
coding  changes  that  do  not  reflect  real 
increases  in  patient  severity  of  illness. 
Therefore,  we  believe  they  should  be 
equally  subject  to  a  prospective  budget 
neutrality  adjustment  that  we  are 
applying  for  adoption  of  the  MS-DRGs 
to  all  other  hospitals.  We  believe  the 
documentation  and  coding  estimates  for 
all  subsection  (d)  hospitals  should  be 
the  same.  While  the  findings  for  the 
documentation  and  coding  effect  for  all 
IPPS  hospitals  are  similar  to  the  effect 
for  SCHs  (and  were  slightly  different  to 
the  effect  for  MDHs),  we  continue  to 
believe  that  this  is  the  appropriate 
policy  so  as  to  neither  advantage  or 
disadvantage  different  types  of 
providers.  Our  best  estimate,  based  on 
the  most  recently  available  data,  is  that 
a  cumulative  adjustment  of  —5.4 
percent  is  required  to  eliminate  the  full 
effect  of  the  documentation  and  coding 
changes  on  future  payments  to  hospitals 
paid  on  the  basis  of  their  hospital- 
specific  rate.  We  note  that,  for  FY  2013, 
this  adjustment  would  only  apply  to  the 
SCHs  because  the  MDH  program  expires 
in  FY  2012  (as  discussed  in  section 
IV.G.  of  this  preamble).  Unlike  the  case 
of  standardized  amounts  paid  to  IPPS 
hospitals,  prior  to  FY  2011,  we  had  not 
made  any  previous  adjustments  to  the 
hospital-specific  rates  paid  to  SCHs  (and 
MDHs)  to  account  for  documentation 
and  coding  changes.  Therefore,  the 
entire  -5.4  percent  adjustment  needed 
to  be  made,  as  opposed  to  a  —  3.9 
percent  remaining  adjustment  for  IPPS 
hospitals. 

After  finalizing  a  —2.9  percent 
prospective  adjustment  in  FY  2011  (75 
FR  50067  through  50071),  we  finalized 
a  prospective  adjustment  to  the 
hospital-specific  rate  of  —2.0  percent 
for  FY  2012  (76  FR  51499)  instead  of  our 


proposed  adjustment  of  -  2.5  percent. 
Making  this  level  of  adjustment  allowed 
CMS  to  maintain,  for  FY  2012, 
consistency  in  payment  rate?  for 
different  IPPS  hospitals  paid  using  the 
MS-DRC.  We  indicated  in  the  final  rule 
that  because  this  —2.0  percent 
adjustment  no  longer  reflects  the  entire 
remaining  required  adjustment  amount 
of  -2.5  percent,  an  additional  —0.5 
percent  adjustment  to  the  hospital- 
specific  payment  rates  would  be 
required  in  future  rulemaking. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27889),  we 
proposed  to  complete  the  remaining 
prospective  adjustment  to  account  for 
the  documentation  and  coding  effect 
that  occurred  in  FY  2008  and  FY  2009 
by  applying  a  —0.5  percent  adjustment 
to  the  hospital-specific  rate.  We 
continue  to  believe  that  SCHs  had  the 
same  opportunity  to  benefit  from 
improvements  in  documentation  and 
coding  that  did  not  reflect  an  increase 
in  patient  severity,  and  we  continue  to 
believe  that  any  resulting  adjustments 
should  be  applied  similarly  to  all 
subsection  (d)  hospitals,  when  possible. 
For  FY  2013,  we  proposed  a  prospective 
adjustment  of  - 1.9  percent  to  the 
standardized  amount.  Therefore,  we 
stated  in  the  proposed  rule  (77  FR 
27889)  that  we  believed  it  was  also 
appropriate  to  propose  a  -0.5  percent 
adjustment  to  the  hospital-specific  rate 
for  FY  2013. 

Comment:  Commenters  questioned 
CMS’  statutory  authority  to  apply 
documentation  and  coding  adjustments 
to  hospitals  receiving  the  hospital- 
specific  rate.  The  commenters  stated 
that  section  1886(d)(3)(A)(vi)  of  the  Act 
specifically  required  the  Secretary  to 
determine  if  overpayments  were  made, 
and  make  appropriate  adjustments  to 
the  standardized  amount.  The 
commenters  contended  that  the  broad 
authority  granted  under  section 
1886(d)(5)(I)(i)  of  the  Act  is  not  so  broad 
as  to  permit  CMS  to  extend  the  scope  of 
a  legislative  directive  that  was 
specifically  limited  to  hospitals  paid 
under  a  prospective  payment  system. 

Response:  We  continue  to  disagree 
that  we  do  not  have  the  authority  to 
make  prospective  documentation  and 
coding  adjustments  to  the  hospital- 
specific  rate.  We  refer  readers  to  the  FY 
2012  IPPS/LTCH  PPS  final  rule  (76  FR 
51499)  for  further  discussion  on  our 
authority  granted  under  section 
1886(d)(5)(I)(i)  of  the  Act.  We  do  not 
believe  that  specific  discretionary 
authority  under  section 
1886(d)(3)(A)(iv)  of  the  Act  creates  a 
limit  on  the  broad  authority  granted 
under  section  1886(d)(5)(I)  of  the  Act.  In 
this  final  rule,  we  are  finalizing  a 
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prospective  —0.5  percent  adjustment  to 
the  hospital-specific  rate  to  account  for 
documentation  and  coding  effects  for 
discharges  occurring  in  FY  2008  and  FY 
2009. 

9.  Application  of  the  Documentation 
and  Coding  Adjustment  to  the  Puerto 
Rico-Specific  Standardized  Amount 

a.  Background 

Puerto  Rico  hospitals  are  paid  based 
on  75  percent  of  the  national 
standardized  amount  and  25  percent  of 
the  Puerto  Rico-specific  standardized 
amount.  As  noted  previously,  the 
documentation  and  coding  adjustment 
vve  adopted  in  the  FY  2008  IPPS  final 
rule  with  comment  period  relied  upon 
our  authority  under  section 
1886(d)(3)(AKvi)  of  the  Act.  which 
provides  the  Secretary  the  authority  to 
adjust  “the  standardized  amounts 
computed  under  this  paragraph"  to 
eliminate  the  effect  of  changes  in 
documentation  and  coding  that  do  not 
reflect  real  changes  in  case-mix.  Section 
1886(dl(3)(A){vi)  of  the  Act  applies  to 
the  national  standardized  amounts 
computed  under  section  1886(d)(3)  of 
the  Act,  but  does  not  apply  to  the  Puerto 
Rico-specific  standardized  amount 
computed  under  section  1886(d)(9)(C)  of 
the  Act. 

While  section  1886(d)(3)(A)(vi)  of  the 
Act  is  not  applicable  to  the  Puerto  Rico- 
specific  standardized  amount,  we 
believe  that  vve  have  the  authority  to 
apply  the  documentation  and  coding 
adjustment  to  the  Puerto  Rico-specific 
standardized  amount  using  our  special 
exceptions  and  adjustment  authority 
under  section  1886(d)(5)(l)(i)  of  the  Act. 
Similar  to  SCHs  that  are  paid  based  on 
the  hospital-specific  rate,  we  believe 
that  Puerto  Rico  hospitals  that  are  paid 
based  on  the  Puerto  Rico-specific 
standardized  amount  should  not  have 
the  potential  to  realize  increased 
payments  due  to  documentation  and 
coding  changes  that  do  not  reflect  real 
increases  in  patient  severity  of  illness. 
Consistent  with  the  approach  described 
for  SCHs  and  MDHs  in  the  FY  2009 
IPPS  final  rule  (73  FR  48449),  we 
indicated  that  we  planned  to  examine 
our  FY  2008  claims  data  for  hospitals  in 
Puerto  Rico.  We  indicated  in  the  FY 
2009  IPPS  proposed  rule  (73  FR  23541) 
that  if  we  found  evidence  of  significant 
increases  in  case-mix  for  patients 
treated  in  these  hospitals,  we  w’ould 
consider  proposing  to  apply 
documentation  and  coding  adjustments 
to  the  FY  2010  Puerto  Rico-specific 
standardized  amount  under  our 
authority  in  section  1886(d)(5)(I)(i)  of 
the  Act. 


b.  Documentation  and  Coding 
Adjustment  to  the  Puerto  Rico-Specific 
Standardized  Amount 

As  discussed  in  the  FY  2011  IPPS/ 
LTCH  PPS  final  rule  (75  FR  50071 
through  50073),  using  the  same 
methodology  we  applied  to  estimate 
documentation  and  coding  changes 
under  IPPS  for  non-Puerto  Rico 
hospitals,  our  best  estimate  was  that,  for 
documentation  and  coding  that 
occurred  over  FY  2008  and  FY  2009,  a 
cumulative  adjustment  of  -2.6  percent 
was  required  to  eliminate  the  full  effect 
of  the  documentation  and  coding 
changes  that  do  not  reflect  real  changes 
in  case-mix  on  future  payments  from  the 
Puerto  Rico-specific  rate.  As  w'e  stated 
above,  we  believe  it  is  important  to 
maintain  both  consistency  and  equity 
among  all  hospitals  paid  on  the  basis  of 
the  same  MS-DRG  system.  At  the  same 
time,  however,  we  recognize  that  the 
estimated  cumulative  impact  on 
aggregate  payment  rates  resulting  ft-om 
implementation  of  the  MS-DRG  system 
was  smaller  for  Puerto  Rico  hospitals  as 
compared  to  IPPS  hospitals  and  SGHs. 

In  the  FY  2011  IPPS/LTCH  PPS  final 
rule  (75  FR  50072  through  50073),  we 
stated  that  we  believed  that  a  full 
prospective  adjustment  was  the  most 
appropriate  means  to  take  into  full 
account  the  effect  of  documentation  and 
coding  changes  on  payments,  while 
maintaining  equity  as  much  as  possible 
between  hospitals  paid  on  the  basis  of 
different  prospective  rates. 

Because  the  Puerto  Rico-specific  rate 
received  a  full  prospective  adjustment 
of  —2.6  percent  in  FY  2011,  we 
proposed  no  further  adjustment  in  the 
proposed  rule  for  FY  2012.  For  FY  2013, 
in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27889),  we  also 
did  not  propose  any  adjustment  to  the 
Puerto  Rico-specific  rate. 

10.  Prospective  Adjustments  for  FY 
2010  Documentation  and  Coding  Effect 

Section  7(b)(1)(A)  of  Public  Law  110- 
90  required  CMS  to  make  prospective 
documentation  and  coding  adjustments 
under  section  1886(d)(3)(A)(iv)  of  the 
Act  if,  based  upon  a  review  of  FY  2008 
and  FY  2009  discharges,  we  determined 
that  implementation  of  the  MS-DRG 
system  resulted  in  changes  in 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  during 
FY  2008  or  FY  2009  and  that  were 
different  than  the  prospective 
documentation  and  coding  adjustments 
applied  under  section  7(a)  of  Public  Law 
110-90.  However,  section 
1886(d)(3)(A)(vi)  of  the  Act  authorizes 
adjustments  to  the  average  standardized 
amounts  if  the  Secretary  determines 


such  adjustments  to  be  necessary  for 
any  subsequent  fiscal  years  in  order  to 
eliminate  the  effect  of  coding  or 
classification  changes  that  do  not  reflect 
real  changes  in  case-mix.  After  review  of 
comments  and  recommendations 
received  in  a  FY  2012  comment  letter 
from  MedPAC  (available  on  the  Internet 
at:  http:/ /w'ww.medpac.gov/documents/ 
061 7201 IFYI  2lPPS_MedPAC_ 
COMMENT.pdf],  we  analyzed  claims 
data  in  FY  2010  to  determine  whether 
any  additional  adjustment  would  be 
required  to  ensure  that  the  introduction 
of  MS-DRGs  was  implemented  in  a 
budget  neutral  manner.  While  we  expect 
that  the  impacts  of  documentation  and 
coding  behavior  in  response  to  the 
introduction  of  MS-DRGs  in  FY  2008 
will  eventually  decline  to  insignificant 
levels,  we  analyzed  FY  2010  data  on 
claims  paid  through  December  2011 
using  the  same  claims-based 
methodology  as  described  in  previous 
rulemaking  (73  FR  43768  and  43775). 

We  determined  a  total  prospective 
documentation  and  coding  effect  of 
1.008  for  FY  2010.  Our  actuaries  have 
estimated  that  this  0.8  percentage  point 
increase  resulted  in  an  increase  in 
aggregate  payments  of  approximately 
Si. 19  billion  in  FY  2010.  Therefore,  in 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  (77  FR  27890),  we  proposed  an 
additional  —0.8  percent  adjustment  to 
aacount  for  the  effects  of  documentation 
and  coding  changes  that  did  not  reflect 
real  changes  in  case-mix  in  FY  2010. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27890),  we  stated 
that  the  combined  total  prospective 
adjustment  to  the  standardized  amount 
proposed  for  FY  2013  under  Public  Law 
110-90  to  account  for  documentation 
and  coding  effects  in  FY  2008  and  FY 
2009  and  under  section 
1886(d)(3)(A)(vi)  of  the  Act  to  account 
for  documentation  and  coding  effect  in 
FY  2010  was  —  2.7  percent  ( - 1.9 
percent  plus  -0.8  percent).  We 
indicated  that  the  proposed  adjustment 
would  eliminate  the  effect  of 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FYs  2008, 
2009,  and  2010.  While  we  did  not  make 
proposals  regarding  future  fiscal  years 
in  the  proposed  rule,  we  plan  to 
continue  to  monitor  and  analyze 
additional  claims  data  and  make 
adjustments,  when  necessary,  as 
authorized  under  section 
1886(d)(3)(A)(vi)  of  the  Act.  We  noted 
that  the  proposed  total  adjustment  to  the 
proposed  FY  2013  standardized  amount 
would  be  +0.2  percent  because  these 
prospective  adjustments  will  be  offset 
by  the  completion  of  the  recoupment 
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adjustment  under  section  7(b)(1)(B)  of 
Public  Law  110-90,  as  discussed  below. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27890),  we  noted 
that  while  we  have  decided  to  review 
FY  2010  claims  data  to  determine 
whether  additional  prospective 
adjustments  are  necessary  (as  discussed 
earlier),  section  7(b)(1)(B)  of  Public  Law 
110-90  does  not  authorize  CMS  to 
calculate  any  retrospective  adjustment 
for  overpayments  made  in  FY  2010,  nor 
to  recover  any  related  overpayments 
beyond  FY  2012.  The  Secretary’s 
authority  under  section 
1886(d)(3)(A)(vi)  of  the  Act  is  limited  to 
prospective  adjustments. 

Consistent  with  our  proposal  for  IPPS 
hospitals  paid  on  the  basis  of  the 
standardized  amount,  our  special 
exceptions  and  adjustment  authority 
under  section  1886(d)(5)(I)(i)  of  the  Act, 
and  based  upon  our  review  of  FY  2010 
claims  data,  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  27890),  we 
also  proposed  an  additional  —0.8 
percent,  adjustment  to  the  hospital- 
specific  rate  to  account  for 
documentation  and  coding  changes  in 
FY  2010  that  did  not  reflect  real  changes 
in  case-mix.  We  indicated  that  we 
believed  that  a  full  prospective 
adjustment  for  hospitals  paid  based  on 
the  hospital-specific  rate  is  the  most 
appropriate  means  to  take  into  account 
the  effect  of  documentation  and  coding 
changes  on  payments,  while 
maintaining  equity  as  much  as  possible 
between  hospitals  paid  on  the  basis  of 
different  prospective  rates.  Therefore, 
we  proposed  a  combined  adjustment  of 
—  1.3  percent  (  —  0.5  percent  +  —0.8 
percent)  to  the  hospital-specific  rate, 
accounting  for  all  documentation  and  . 
coding  effects  observed  between  FY 
2008  though  FY  2010. 

Based  upon  our  analysis  of  FY  2010 
claims  data,  we  found  no  significant 
additional  effect  of  documentation  and 
coding  in  FY  2010  that  would  warrant 
■  any  additional  adjustment  to  the  Puerto 
Rico-specific  rate. 

Comment:  Numerous  comments 
objected  to  the  CMS  proposal  to  make 
an  adjustment  under  section 
1886(d){3)(A)(vi)  of  the  Act  to  account 
for  payment  increases  due  to 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2010. 
Commenters  pointed  to  MedPAC’s 
analysis  in  its  public  comment  letter  in 
response  to  the  FY  2011  IPPS/LTCH 
PPS  proposed  rule  that  suggested  that 
“negative  documentation  and  coding” 
may  have  occurred  under  the  CMS- 
DRGs,  creating  an  overestimation  of 
documentation  and  coding  due  to  the 
introduction  of  MS-DRGs.  MedPAC 


estimated  thM  the  magnitude  of  this 
effect  could  reach  0.36  percent  in  FY 
2008,  0.36  percent  in  FY  2009,  and  0.25 
percent  in  FY  2010.  CMS  responded  to 
these  findings  in  the  FY  2011  IPPS/ 

LTCH  PPS  final  rule  by  stating  that' 
MedPAC  characterized  this  impact  of 
any  potential  overestimate  as  “small” 
and  could  not  be  corroborated  with  any 
specific  examples  or  analysis. 
Commenters  indicated  that  they  did  not 
consider  the  potential  impacts  to  be 
“small”  and  pointed  out  that  if  such 
estimates  are  true,  hospitals  would  be 
due  an  additional  +0.72  percent 
adjustment  to  account  for  overestimated 
recoupments  (as  well  as  similar  positive 
adjustments  to  the  hospital-specific  and 
Puerto  Rico-specific  rate).  Some 
commenters  asserted  that  there  are 
numerous  examples  of  changes  in 
documentation  and  coding  that  may 
have  decreased  the  CMI  under  the 
CMS-DRGs,  and  provided  five  specific 
examples. 

One  commenter,  compared  the  FY 
2007  CC  list  to  the  FY  2008  CC  list, 
identifying  examples  of  chroilic 
conditions  that  were  CCs  under  the 
CMS-DRGs,  but  are  no  longer 
considered  CCs  or  MCCs  under  the  MS- 
DRGs,  and  that  would  also  necessarily 
result  in  a  lower  MS-DRG  assignment 
because  more  specific  codes  related  to 
that  condition  were  not  developed.  The 
commenter  expressed  surprise  that 
CMS’  medical  coding  experts  were 
unable  to  do  the  same.  The  commenter 
identified  the  following  common, 
chroilic  conditions  which  were  CCs 
under  the  CMS-DRGs,  but  are  not  a  CC 
or  MCC  under  the  MS-DRGs;  atrial 
fibrillation;  chronic  blood  loss  anemia; 
mitral  valve  disorder;  and  aortic  valve 
disorder.  The  commenter  stated  that 
removing  these  chronic  conditions  from 
the  CC  list  under  the  MS-DRGs  led  to 
a  substantial  decrease  in  the  reporting  of 
these  conditions  as  a  secondary 
diagnosis  when  the  MS-DRGs  were 
implemented  in  FY  2008. 

Specifically,  after  10  years  in  which 
the  proportion  of  IPPS  cases  that 
included  atrial  fibrillation  as  a 
secondary  diagnosis  increased  each 
year,  the  proportion  decreased  by  20 
percent  immediately  upon 
implementation  of  the  MS-DRGs  in  FY 
2008.  This  decrease  in  coding  of  atrial 
fibrillation  would  cause  the  CMI  as 
measured  by  the  FY  2007  DRG 
GROUPER  to  go  down,  while  having  no 
effect  on  the  CMI  as  measured  by  the 
MS-DRG  GROUPER.  The  commenter 
stated  that  if  this  negative 
documentation  and  coding  effect  is  not 
taken  into  account  in  CMS’  analysis,  it 
will  inappropriately  increase  CMS’ 
estimate  of  documentation  and  coding 


change.  The  commenter  also  found  that 
the  secondary  diagnoses  of  chronic 
blood  loss  anemia,  mitral  valve  disorder 
and  aortic  valve  disorder  decreased  in 
proportion  immediately  upon 
implementation  of  the  MS-DRGs  in  FY 
2008. 

In  addition,  the  commenter  stated  that 
hyperpotassemia  was  a  CC  under  the 
CMS-DRGs,  but  is  not  a  CC  or  MCC 
under  the  MS-DRGs.  Because  of  this, 
there  was  a  substantial  decrease  in  the 
reporting  of  hyperpotassemia  as  a 
secondary  diagnosis  when  the  MS- 
DRGs  were  implemented  in  FY  2008. 
Specifically,  after  9  consecutive  years  in 
which  the  proportion  of  IPPS  cases  that 
included  hyperpotassemia  as  a 
secondary  diagnosis  increased,  the 
proportion  decreased  by  37  percent 
immediately  upon  implementation  of 
the  MS-DRGs  in  FY  2008. 

In  responding  to  MedPAC’s  analysis, 
the  commenter  stated  that  CMS 
concluded  that  it  did  not  believe  it 
would  be  appropriate  to  revise  its 
estimates  based  solely  on  MedPAC’s 
analysis  without  knowing  of  any 
specific  examples.  Given  that  the 
commenter  is  now  providing  such 
specific  examples,  the  commenter  urged 
the  agency  to  revise  its  analysis  to 
account  for  what  the  commenter 
believed  to  be  overestimation  of 
documentation  and  coding  as  identified 
by  MedPAC  and  the  AHA.  Specifically, 
the  commenter  recommended  that  CMS 
subtract  0.25  percentage  points  from  its 
estimate  of*a  6.2  percent  cumulative 
documentation  and  coding  effect;  which 
yields  a  revised  cumulative  effect  of 
5.95  percent.  Under  this  methodology, 
because  CMS  has  already  implemented 
documentation  and  coding  cuts  of  3.5 
percent,  the  commenter  stated  that  the 
cut  remaining  is  actually  only  2.45 
percent,  instead  of  the  2.7  percent  the 
agency  proposed. 

Response:  We  disagree  with  the 
commenter’s  suggestion  that  the 
removal  of  the  codes  for  the  chronic 
conditions  of  atrial  fibrillation,  chronic 
blood  loss  anemia,  mitral  valve  disorder 
and  aortic  valve  disorder  from  the  CC 
list  upon  the  implementation  of  MS- 
DRGs  and  the  subsequent  decrease  in 
hospital  reporting  are  examples  of  a 
“negative”  documentation  and  coding 
effect.  We  note  that  what  the  commenter 
provided  are  examples  of  an  immediate 
change  in  coding  and  reporting 
practices  based  on  incentives  under  the 
MS-DRGs.  It  did  not  suggest  that 
patients  had  fewer  occurrences  of  the 
chronic  conditions  identified.  They  do 
suggest  that  hospitals  were  immediately 
aware  of  the  incentives  provided  by  the 
CC  and  MCC  lists  under  MS^DRGs  and 
began  focusing  on  identifying  and 
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reporting  codes  on  the  MS-DRG  CC  and 
MCC  lists. 

We  believe  the  commenters’ 
suggestions  of  immediate,changes  in 
coding  and  reporting  based  on 
incentives  provided  by  the  MS-DRGs 
CC  and  MCC  lists  support  our  view  that 
coding  practices  have  changed  in 
response  to  incentives,  which  we  have 
shown  lead  to  increases  in  the  case-mix 


index  that  were  not  based  on  actual 
changes  in  patient  severity. 

We  further  believe  that  while  the  • 
MedPAC  analysis  suggested  that  a 
potential  overestimate  could  have,  in 
theory',  occurred  in  the  methodology, 
the  estimates  are  theoretical  maximums. 
It  is  not  clear  at  this  time,  based  on  the 
information  submitted,  to  what  extent 
the  five  examples  provided  by 
commenters  substantiate  these 


theoretical  maximums  or  any  change  in 
adjustments. 

Nonetheless,  we  recognize  that  the 
methodological  issues  that  surround 
this  question  are  complex,  and  may 
merit  further  consideration.  Therefore, 
we  are  not  finalizing  the  proposed  —  0.8 
percent  adjustment  to  the  standardized 
amount  and  the  hospital-specific  rate  at 
this  time  until  more  analysis  can  be 
completed. 


Remaining 
prospective  i 
adjustment  for 
FYs  200^2009 

- ! 

Prospective 
adjustment  for 
FY2010 

Prospective  ' 
adjustment  for 

1  FY2013 

1 

Removal  of  I 
onetime  ' 

recoupment 
adjustment  in 

FY  2013 

Combined 
documentation 
&  coding 
adjustment 
for  FY  2013 

Level  of  Adjustments  . 

j  -1.9% 

j  -0.0% 

-1.9% 

+2.9% 

+1 .0% 

I _ 

As  in  prior  years,  the  FY  2008.  FY 
2009,  and  FY  2010  MedPAR  files  are 
available  to  the  public  to  allow 
independent  analysis  of  the  FY  2008 
and  FY  2009  documentation  and  coding 
effects.  Interested  individuals  may  still 
order  these  Files  through  the  Web  site  at; 
http://i\-\\'\v.cms.gov/Research-Statistics- 
Data-and-Systems/Files-for-Order/ 
LimitedDataSets/  by  clicking  on 
MedPAR  Limited  Data  Set  (LDS) — 
Hospital  (National).  This  Web  page 
describes  the  File  and  provides 
directions  and  further  detailed 
instructions  for  how  to  order. 

Persons  placing  an  order  must  send 
the  following:  a  Letter  of  Request,  the 
LDS  Data  Use  Agreement  and  Research 
Protocol  (refer  to  the  Web  site  for  further 
instructions),  the  LDS  Form,  and  a 
check  for  S3,655  to; 

Mailing  address  if  using  the  U.S.  Postal 
Ser\'ice:  Centers  for  Medicare  & 
Medicaid  Services,  RDDC  Account. 
Accounting  Division,  P.O.  Box  7520, 
Baltimore,  MD  21207-0520. 

Mailing  address  if  using  express  mail: 
Centers  for  Medicare  &  Medicaid 
Services,  OFM/Division  of 
Accounting — RDDC,  7500  Security 
Boulevard.  C3-07-11,  Baltimore,  MD 
21244-1850. 

E.  Refinement  of  the  MS-DRG  Relative 
Weight  Calculation 

1.  Background 

Beginning  in  FY  2007,  we 
implemented  relative  weights  for  DRGs 
based  on  cost  report  data  instead  of 
charge  information.  We  refer  readers  to 
the  FY  2007  IPPS  final  rule  (71  FR 
47882)  for  a  detailed  discussion  of  our 
final  policy  for  calculating  the  cost- 
based  DRG  relative  weights  and  to  the 
FY  2008  IPPS  final  rule  with  comment 
period  (72  FR  47199)  for  information  on 
how  we  blended  relative  weights  based 
on  the  CMS-DRGs  and  MS-DRGs. 


As  we  implemented  cost-based 
relative  weights,  some  public 
commenters  raised  concerns  about 
potential  bias  in  the  weights  due  to 
“charge  compression,”  which  is  the 
practice  of  applying  a  higher  percentage 
charge  markup  over  costs  to  lower  cost 
items  and  services,  and  a  lower 
percentage  charge  markup  over  costs  to 
higher  cost  items  and  services.  As  a 
result,  the  cost-based  weights  would 
undervalue  high-cost  items  and 
overvalue  low-cost  items  if  a  single  CCR 
is  applied  to  items  of  widely  varying 
costs  in  the  same  cost  center.  To  address 
this  concern,  in  August  2006,  we 
awarded  a  contract  to  the  Research 
Triangle  Institute,  International  (RTI)  to 
study  the  effects  of  charge  compression 
in  calculating  the  relative  weights  and 
to  consider  methods  to  reduce  the 
variation  in  the  cost-to-charge  ratios 
(CCRs)  across  services  within  cost 
centers.  For  a  detailed  summary  of  RTFs 
findings,  recommendations,  and  public 
comments  that  we  received  on  the 
report,  we  refer  readers  to  the  FY  2009 
IPPS/LTCH  PPS  final  rule  (73  FR  48452 
through  48453). 

In  the  FY  2009  IPPS/LTCH  PPS  final 
rule  (73  FR  48458  through  48467),  in 
response  to  the  RTFs  recommendations 
concerning  cost  report  refinements,  we 
discussed  our  decision  to  pursue 
changes  to  the  cost  report  to  split  the 
cost  center  for  Medical  Supplies 
Charged  to  Patients  into  one  line  for 
“Medical  Supplies  Charged  to  Patients” 
and  another  line  for  “Implantable 
Devices  Charged  to  Patients.”  We 
acknowledged,  as  RTI  had  found,  that 
charge  compression  occurs  in  several 
cost  centers  that  exist  on  the  Medicare 
cost  report.  However,  as  we  stated  in  the 
FY  2009  IPPS/LTCH  PPS  final  rule,  we 
focused  on  the  CCR  for  Medical 
Supplies  and  Equipment  because  RTI 
found  that  the  largest  impact  on  the 


MS-DRG  relative  weights  could  result 
from  correcting  charge  compression  for 
devices  and  implants.  In  determining 
the  items  that  should  be  reported  in 
these  respective  cost  centers,  we 
adopted  the  commenters’ 
recommendations  that  hospitals  should 
use  revenue  codes  established  by  the 
AHA’s  National  Uniform  Billing 
Committee  to  determine  the  items  that 
should  be  reported  in  the  “Medical 
Supplies  Charged  to  Patients”  and  the 
“Implantable  Devices  Charged  to 
Patients”  cost  centers.  Accordingly,  a 
new  subscripted  line  55.30  for 
“Implantable  Devices  Charged  to 
Patients”  was  created  in  July  2009  as 
part  of  CMS’  Transmittal  20  update  to 
the  cost  report  Form  CMS-2552-96. 

This  new  subscripted  cost  center  has 
been  available  for  use  for  cost  reporting 
periods  beginning  on  or  after  May  1, 
2009. 

As  we  discussed  in  the  FY  2009  IPPS 
final  rule  (73  FR  48458)  and  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68519  through 
68527),  in  addition  to  the  findings 
regarding  implantable  devices,  RTI  also 
found  that  the  costs  and  charges  of 
computed  tomography  (CT)  scans, 
magnetic  resonance  imaging  (MRI),  and 
cardiac  catheterization  differ 
significantly  from  the  costs  and  charges 
of  other  services  included  in  the 
standard  associated  cost  center.  RTI  also 
concluded  that  both  the  IPPS  and  the 
OPPS  relative  weights  would  better 
estimate  the  costs  of  those  services  if 
CMS  were  to  add  standard  cost  centers 
for  CT  scans,  MRI,  and  cardiac 
catheterization  in  order  for  hospitals  to 
report  separately  the  costs  and  charges 
for  those  services  and  in  order  for  CMS 
to  calculate  unique  CCRs  to  estimate  the 
costs  from  charges  on  claims  data.  In  the 
FY  2011  IPPS/LTCH  PPS  final  rule  (75 
FR  50075  through  50080),  we  finalized 
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our  proposal  to  create  standard  cost 
centers  for  CT  scans,  MRI,  and  cardiac 
catheterization,  and  to  require  that 
hospitals  report  the  costs  and  charges 
for  these  services  under  new  cost 
centers  on  the  revised  Medicare  cost 
report  Form  CMS  2552-10.  (We  refer 
readers  to  the  FY  2011  IPPS/LTCH  PPS 
final  rule  (75  FR  50075  through  50080) 
for  a  detailed  discussion  of  the  reasons 
for  the  creation  of  standard  cost  centers 
for  CT  scans,  MRI,  and  cardiac 
catheterization.)  The  new  standard  cost 
centers  for  CT  scans,  MRI,  and  cardiac 
catheterization  are  effective  for  cost 
report  periods  beginning  on  or  after  May 

1,  2010,  on  the  revised  cost  report  Form 
CMS-2552-10. 

2.  Summary  of  Policy  Discussion  in  FY. 
2012 

In  the  FY  2009  IPPS  final  rule  (73  FR 
48468),  we  stated  that,  due  to  what  is 
typically  a  3-year  lag  between  the 
reporting  of  cost  report  data  and  the 
availability  for  use  in  ratesetting,  we 
anticipated  that  we  might  be  able  to  use 
data  from  the  new  “Implantable  Devices 
Charged  to  Patients”  cost  center  to 
develop  a  CCR  for  Implantable  Devices 
Charged  to  Patients  in  the  FY  2012  or 
FY  2013  IPPS  rulemaking  cycle. 
However,  as  noted  in  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  final  rule  (74  FR 
43782),  due  to  delays  in  the  issuance  of 
the  revised  cost  report  CMS  2552-10, 
we  determined  that  a  new  CCR  for 
Implantable  Devices  Charged  to  Patients 
might  not  be  available  before  FY  2013. 
Similarly,  when  we  finalized  the 
decision  in  the  FY  2011  IPPS/LTCH  PPS 
final  rule  to  add  new  cost  centers  for  CT 
scans,  MRI,  and  cardiac  catheterization, 
we  explained  that  data  from  any  new 
cost  centers  that  may  be  created  will  not 
be  available  until  at  least  3  years  after 
they  are  first  used  (75  FR  50077). 

Accordingly,  during  the  FY  2012  IPPS 
rulemaking  (76  FR  51502),  we  assessed 
the  availability  of  data  in  the 
“Implantable  Devices  Charged  to 
Patients”  cost  center.  In  order  to 
develop  a  robust  analysis  regarding  the 
use  of  cost  data  from  the  “Implantable 
Devices  Charged  to  Patients”  cost 
center,  it  was  necessary  to  have  a 
critical  mass  of  cost  reports  filed  with 
data  in  this  cost  center.  We  checked  the 
availability  of  data  in  the  “Implantable 
Devices  Charged  to  Patients”  cost  center 
on  the  FY  2009  cost  reports,  but  we  did 
not  believe  that  there  was  a  sufficient 
amount  of  data  from  which  to  generate 
a  meaningful  analysis  in  this  particular 
situation.  Therefore,  we  did  not  propose 
to  use  data  from  the  “Implantable 
Devices  Charged  to  Patients”  cost  center 
to  create  a  distinct  CCR  for  “Implantable 
Devices  Charged  to  Patients”  for  use  in 


calculating  the  MS-DRG  relative 
weights  for  FY  2012.  We  indicated  that 
we  would  reassess  the  availability  of 
data  for  the  “Implantable  Devices 
Charged  to  Patients”  cost  center  for  the 
FY  2013  IPPS/LTCH  PPS  rulemaking 
cycle  and,  if  appropriate,  we  would 
propose  to  create  a  distinct  CCR  at  that 
time. 

3.  Discussion  for  FY  2013 

To  calculate  the  MS-DRG  relative 
weights,  we  use  two  data  sources:  the 
MedPAR  file  as  the  claims  data  source 
and  the  HCRIS  as  the  cost  data  source. 

We  adjust  the  charges  from  the  claims 
to  costs  by  applying  the  15  national 
average  CCRs  developed  from  the  cost 
reports.  In  the  past  several  years,  we 
have  made  progress  in  changing  the  cost 
report  to  add  the  “Implantable  Devices 
Charged  to  Patients”  cost  center.  At  the 
time  of  development  of  the  FY  2013 
IPPS/LI’CH  PPS  proposed  rule,  there 
was  a  sizeable  number  of  hospitals  in 
the  FY  2010  HCRIS  that  had  reported 
data  for  “Implantable  Devices  Charged 
to  Patients”  on  their  cost  reports 
beginning  during  FY  2010.  However, 
during  the  development  of  the  proposed 
rule,  we  were  able  to  access  only  those 
cost  reports  in  the  FY  2010  HCRIS  with 
fiscal  year  begin  dates  on  or  after 
October  1,  2009,  and  before  May  1, 

2010.  This  is  because  cost  reports  with 
fiscal  year  begin  dates  of  May  1,  2010, 
through  September  30,  2010,  were  filed 
on  the  new  cost  report  Form  2552-10, 
and  cost  reports  filed  on  the  Form  2552- 
10  were  not  accessible  in  the  HCRIS. 
Normally,  we  pull  the  HCRIS  dataset 
that  is  3  years  prior  to  the  IPPS  fiscal 
year  (that  is,  for  the  FY  2013  relative 
weights,  we  would  use  the  FY  2010 
HCRIS,  which  includes  data  from  cost 
reports  that  begin  on  or  after  October  1, 
2009,  and  before  October  1,  2010). 
However,  because  data  from  the  Form 
2552-10  cost  reports  were  not  available, 
to  ensure  that  the  relative  weights  are 
calculated  with  a  data  set  that  is  as 
comprehensive  and  accurate  as  possible, 
in  the  proposed  rule,  we  proposed  to 
calculate  the  FY  2013  relative  weights 
with  data  from  FY  2010  cost  reports  for 
providers  with  fiscal  year  begin  dates  of 
on  or  after  October  1,  2009,  and  before 
May  1,  2010,  and  to  back  fill  with  data 
from  FY  2009  cost  reports  for  those 
providers  that  have  fiscal  year  begin 
dates  on  or  after  May  1,  2010  through 
September  30,  2010.  Further 
complicating  matters  was  that,  due  to 
additional  unforeseen  technical 
difficulties,  the  corresponding 
information  regarding  charges  for 
implantable  devices  on  hospital  claims 
was  not  yet  available  to  us  in  the 
MedPAR  file.  Without  the  breakout  in 


the  MedPAR  file  of  charges  associated 
with  implantable  devices  to  correspond 
to  the  costs  of  implantable  devices  on 
the  cost  report,  we  believed  that  we  had 
no  choice  but  to  propose  to  continue 
computing  the  relative  weights  with  the 
current  CCR  that  combines  the  costs  and 
charges  for  supplies  and  implantable 
devices.  We  stated  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  27892) 
that  when  we  do  have  the  necessary 
supplies  and  implantable  device  data  on 
the  claims  in  the  MedPAR  file  to  create 
distinct  CCRs  for  supplies  and 
implantable  devices,  perhaps  for  FY 
2014,  we  also  hoped  that  we  would 
have  data  for  an  analysis  of  creating 
distinct  CCRs  for  MRI,  CT  scans,  and 
cardiac  catheterization.  Prior  to 
proposing  to  create  these  CCRs,  we 
would  first  thoroughly  analyze  and 
determine  the  impacts  of  the  data. 
Distinct  CCRs  for  implantable  devices, 
MRIs,  and  CT  scans  would  be  used  in 
the  calculation  of  the  relative  weights 
only  if  they  were  first  finalized  through 
rulemaking. 

Comment:  Commenters  expressed 
concern  that  CMS  had  proposed  not  to 
use  the  data  available  from  the  new 
“Implantable  Devices  Charged  to 
Patients”  cost  center  for  FY  2013.  The 
commenters  were  concerned  about  the 
continued  delays  in  the  utilization  of 
the  new  cost  center  data,  and  stated  that 
such  delays  only  prolong  the  payment 
inaccuracies  associated  with  charge 
compression.  Two  commenters 
suggested  a  short-term  fix  to  account  for 
the  lack  of  data  and  to  create  a  CCR  for 
implantable  devices.  The  commenters 
suggested  that  CMS  calculate  a  DRG-by- 
DRG  estimate  of  the  split  of 
standardized  supplies  charges  into 
implantable  devices  and  routine 
supplies.  They  stated  that  once  supplies 
charges  are  apportioned  in  each  DRG, 
separate  national  average  CCRs  for 
implantable  devices  and  other  supplies 
could  be  applied,  based  on  the  existing 
cost  reports.  The  commenters 
recommended  using  the  CY  2010 
Inpatient  Standard  Analytic  File  (SAF) 
to  calculate  the  DRG-level  factors  for 
apportioning  the  supplies  charges,  as 
the  file  has  information  on  charges  by 
revenue  center,  allowing  implantable 
devices  to  be  split  from  routine 
supplies.  They  further  suggested  that 
CMS  could  calculate  the  CY  2010  ratios 
of  routine  supply  charges  to  implantable 
device  charges  by  DRG,  apply  those 
ratios  to  the  FY  2011  MedPAR  supplies 
charges,  and  then  utilize  the  separate 
CCRs  for  supplies  and  implantable 
devices  to  estimate  costs  within  each 
DRG.  The  commenters  added  that  the 
remainder  of  the  DRG  weight 
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calculation  would  proceed  at  this  point, 
now  with  16  CCRs,  including  the 
implantable  devices  CCR.  The 
commenters  stated  that  CMS  has 
information  required  for  DRG 
assignment,  and  could  run  the  data 
through  the  latest  MS-DRG  GROUPER  if 
MS-DRG  definition  changes  are  an 
issue. 

Several  commenters  requested  that 
CMS  adopt  a  regression-based  CCR  for 
implantable  devices  due  to  the  delay  in 
using  the  cost  report  and  claims  data  to 
calculate  an  implantable  device  CCR. 

The  commenters  suggested  that  CMS 
implement  this  approach,  which  was  a 
recommendation  made  by  RTI  and 
MedPAC,  to  the  statistical 
disaggregation  of  CCRs  in  the  “Medical 
Supplies  Charged  to  Patients”  cost 
center,  as  it  would  immediately  address 
charge  compression  until  data  from  the 
new  cost  centers  become  available. 

One  commenter  requested  that  CMS 
use  the  data  from  the  hospitals  that  are 
compliant  in  using  the  “Implantable 
Devices  Charged  to  Patients”  cost  center 
data  to  establish  an  implantable  device 
CCR  for  establishing  FY  2013  relative 
weights.  The  commenter  suggested  that, 
despite  data  limitations  of  the  current 
data,  CMS  continue  to  revise  this  CCR 
in  subsequent  years,  as  the  agency  does 
for  all  cost  centers  as  more  robust  data 
are  available,  without  further  delaying 
needed  improvements  in  the  interim 
period. 

Response:  We  acknowledge  the 
commenters’  concern  that  we  did  not 
propose  a  distinct  CCR  for  implantable 
devices  charged  to  patients  for  FY  2013. 
Nevertheless,  we  believe  it  would  be 
inappropriate  to  finalize  a  specific  CCR 
for  implantable  devices  charged  to 
patients  for  FY  2013  (using  SAF  data,  a 
regression-based  methodology,  or  the 
limited  implantable  devices  cost  report 
data  that  we  do  have),  without  an 
opportunity  for  the  public  to  review  and 
comment  on  our  analysis.  Rather,  we 
believe  that  it  is  appropriate  to  wait 
until  FY  2014,  when  we  hope  to  be  able 
to  provide  a  proper  impact  analysis  of 
the  addition  of  a  CCR  for  implantable 
devices  charged  to  patients  in  the 
relative  weights  calculation. 
Accordingly,  we  are  not  implementing  a 
regression-based  CCR  for  implantable 
devices  at  this  time,  nor  are  we 
implementing  any  new  CCRs  for  use  in 
the  relative  weights  calculation  for  FY 
2013. 

Comment:  Several  commenters 
expressed  concern  that  CMS  may  not 
have  sufficient  data  to  establish  an 
implantable  device  cost  center  to  use  in 
the  calculation  of  the  relative  weights 
for  FY  2014.  Two  commenters  requested 
that  CMS  develop  and  discuss  in  this 


FY  2013  IPPS  final  rule  an  action  plan 
for  ensuring  that  FY  2011  HCRIS  and 
MedPAR  data  will  be  available  for 
allowing  the  “Implantable  Devices 
Charged  to  Patients”  cost  center  to  be 
used  for  calculating  MS-DRG  relative 
weights  for  FY  2014.  Another 
commenter  requested  that,  rather  than 
waiting  for  the  next  rulemaking  cycle, 
CMS  should  determine  if  it  will  have 
the  necessary  data  available  prior  to  the 
FY  2014  proposed  rule  and  inform 
stakeholders  if  there  continues  to  be 
administrative  issues  with  the  data.  The 
commenter  believed  that  this  will  allow 
stakeholders  to  weigh  in  on  potential 
solutions  to  avoid  another  year  of  delay 
in  establishing  the  implantable  device 
CCR. 

Response:  We  understand  the 
commenters’  desire  for  reassurance  that 
the  FY  2014  rulemaking  cycle  will  not 
present  further  unanticipated  delays  in 
the  availability  of  both  HCRIS  and 
MedPAR  data  required  to  create  distinct 
CCRs  for  implantable  devices  charged  to 
patients  and  supplies  charged  to 
patients,  respectively.  We  expect  to 
have  the  necessary  data  available  to 
begin  modeling  the  additional  CCRs 
before  the  end  of  calendar  year  2012. 
Therefore,  we  are  optimistic  that,  for  the 
FY  2014  proposed  rule,  w'e  will  be  able 
to  provide  a  detailed  impact  analysis  of 
the  relative  weights  using  distinct  CCRs 
for  implantable  devices,  MRIs,  CT  scans, 
and  cardiac  catheterization.  If,  for  .some 
reason,  additional  delays  are 
encountered  toward  the  end  of  calendar 
year  2012,  we  will  consider  informing 
stakeholders  of  this  delay,  if 
appropriate,  and  hosting  a  national 
conference  call,  so  that  alternative 
solutions  to  establishing  additional 
CCRs  can  be  considered  in  a  timely 
fashion. 

Comment:  Some  commenters 
supported  our  proposal  of  not  making 
major  refinements  in  the  MS-DRG 
relative  weight  methodology. 

Response:  We  appreciate  the 
commenters’  support  for  our  proposal  of 
not  making  major  refinements  to  the 
MS-DRG  relative  weights. 

Comment:  One  commenter 
recommended  that,  despite  the  delay  in 
the  implementation  of  the  “Implantable 
Devices  Charged  to  Patients”  cost  center 
for  the  IPPS  relative  weights,  CMS 
should  proceed  with  the 
implementation  of  the  implantable 
devices  cost  center  in  the  calculation  of 
OPPS  rates  for  CY  2013.  The  commenter 
requested  that  CMS  work  toward  a 
solution  to  combine  data  from  the  two 
different  cost  reporting  forms  in  the 
HCRIS  data  so  that  OPPS  rates  can  be 
calculated  using  the  cost  difference 


reported  in  the  “Implantable  Devices 
Charged  to  Patients”  cost  center. 

Response:  We  note  that  the  CY  2013 
OPPS/ASC  proposed  rule,  which  went 
on  public  display  at  the  Office  of  the 
Federal  Register  on  July  6,  2012 
(available  at:  http://\\'\vw.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/HospitalOutpatientPPS/ 
Hospital-Outpatient-Regulations-and- 
Notices-Items/CMS- 1 589-P.html) ,  in 
fact,  includes  a  proposal  to  use  data 
from  the  “Implantable  Devices  Charged 
to  Patients”  cost  center  to  create  a 
distinct  CCR  for  use  in  calculating  the 
OPPS  relative  weights  for  CY  2013. 

Comment:  Two  commenters 
expressed  continued  concern  about  the 
accuracy  of  establishing  new  CT  and 
MRl  cost  centers  using  cost  report  and 
claims  data.  The  commenters  were 
concerned  that  the  data  reported  in  the 
CT  and  MRI  cost  centers  will  not 
represent  hospitals’  full  cost  of 
providing  CT  and  MRI  for  some  time. 
The  commenters  stated  that  a  large 
portion  of  the  capital  costs  for  CT  and 
MRI  equipment  may  have  been 
allocated  across  the  entire  hospital, 
rather  than  to  the  radiology  cost  center, 
which  would  result  in  the 
understatement  of  costs  of  CT  and  MRI 
reported  in  the  radiology  cost  center. 

Response:  We  received  similar 
comments  regarding  the  allocation  of 
capital  costs  for  radiology  equipment  on 
the  FY  2011  IPPS/LTCH  PPS  proposed 
rule.  In  the  FY  2011  IPPS/LTCH  PPS 
final  rule  (75  FR  50078),  we  provided  a 
detailed  response  for  CMS’  longstanding 
policy  on  the  proper  reporting  of  such 
capital  costs.  Specifically,  we  stated  that 
“section  104  of  the  PRM-I  contains 
definitions  of  buildings  (section  104.2), 
building  equipment  (section  104.3), 
major  moveable  equipment  (section 

104.4) ,  and  minor  equipment  (section 

104.5)  that  apply  for  purposes  of  cost 
report  completion.  We  believe  that  it  is 
clear  that  CT  and  MRI  equipment  are 
‘major  moveable  equipment’  and  are 
neither  a  building  cost  nor  a  building 
equipment  cost.  Specifically,  section 
104.4  of  the  PRM-I  defines  ‘major 
moveable  equipment’  ag  follows:  ‘The 
general  characteristics  of  this  equipment 
are:  (a)  a  relatively  fixed  location  in  the 
building;  (b)  capable  of  being  moved,  as 
distinguished  frorri  building  equipment; 
(c)  a  unit  cost  sufficient  to  justify  ledger 
control;  (d)  sufficient  size  and  identity 
to  make  control  feasible  by  means  of 
identification  tags;  and  (e)  a  minimum 
life  of  approximately  three  years.  Major 
moveable  equipment  includes  such 
items  as  accounting  machines,  beds, 
wheelchairs,  desks,  vehicles,  x-ray 
machines,  etc.’  In  addition  to  this 
longstanding  instruction,  we  believe 
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that  our  view  that  CT  scanning  and  MRI 
equipment  are  major  moveable 
equipment  is  supported  by  the  2008 
edition  of  ‘Estimated  Useful  Lives  of 
Depreciable  Hospital  Assets,’  which 
states  that  the  estimated  useful  life  of  a 
CT  scanner  is  5  years,  an  MRI  is  5  years, 
and  an  X-ray  unit  is  7  years.  Therefore, 
we  believe  that  our  longstanding  policy 
makes  it*clear  that  CT  scanning  and  MRI 
equipment  [are]  major  moveable 
equipment  and  should  be  reported  as 
such  on  the  cost  report.  As  major 
moveable  equipment,  the  costs  should 
be  reported  together  with  the  rest  of  the 
hospital’s  major  moveable  equipment 
cost  in  the  ‘Capital  Related  Costs- 
Moveable  Equipment’  cost  center(s)  on 
Worksheet  A  (lines  2  and  4  [on  the  CMS 
Form  2552-96  and  line  2  on  the  CMS 
Form  2552-10]).  The  costs  in  this  cost 
center  are  allocated  to  all  the  hospital’s 
cost  centers  that  use  major  moveable 
equipment  (including  CT  and  MRI) 
using  ‘dollar  value’  or  ‘square  feet’  if  the 
provider  obtained  the  contractor’s 
approval  under  Provider 
Reimbursement  Manual  Part  II  (PRM- 
II),  Section  3617,  to  use  the  simplified 
cost  allocation  methodology.  However,  a 
hospital  that  is  concerned  that  this 
method  of  allocation  may  result  in 
inaccurate  CCRs  (on  Worksheet  C,  Part 
I)  for  the  CT  scan,  MRI,  and  other 
ancillary  cost  centers  may  request 
contractor  approval  under  Section  2307 
of  the  PRM-I  to  directly  assign  the  cost 
of  moveable  equipment  to  all  of  the 
hospital’s  cost  centers  that  use  moveable 
equipment,  including  CT  scans  and 
MRIs.  If  the  hospital  meets  all  of  the 
criteria  in  Section  2307  of  the  PRM-I, 
the  contractor  may  approve  the  direct 
assignment  method.  This  would  ensure 
that  the  high  cost  of  the  CT  scanning 
and  MRI  equipment  would  be  reflected 
in  the  CCR  that  would  be  calculated  for 
those  departments  and  that  would  be 
used  to  estimate  the  cost  of  CT  scanning 
and  MRI  services.  In*any  case,  hospitals 
with  accounting  systems  that  include 
the  cost  of  CT  scanning  and  MRI 
equipment  in  the  ‘Capital  Related 
Costs — Building  and  Fixtures’  cost 
center  should  correct  their  cost 
reporting  practices  to  come  into 
compliance  with  CMS’  longstanding 
policy  in  this  regard.  Reporting  of  costs 
and  charges  on  the  Medicare  cost  report 
must  be  compliant  with  Medicare  cost 
reporting  principles,  regardless  of 


differing  payment  structures  and 
incentives  of  other  payers  or  State 
reporting  requirements”  (75  FR  50078). 
Hospitals  that  still  need  to  correct  their 
cost  reporting  practices  in  this  regard 
should  do  so  soon,  so  that  when  we 
propose  distinct  CCRs  for  MRI  and  CT 
scans,  hopefully  for  FY  2014,  these 
CCRs  will  represent  fairly  accurately  the 
costs  of  these  radiology  services. 

In  summary,  in  this  final  rule,  we  are 
finalizing  our  proposal  to  continue  to 
use  the  existing  15  CCRs  to  calculate  the 
MS-DRG  relative  weights  for  FY  2013. 
For  this  final  rule,  as  we  did  for  the 
proposed  rule,  because  data  from  the 
CMS  Form  2552-10  continue  to  be 
unavailable,  we  are  using  data  from  FY 
2010  cost  reports  for  providers  with 
fiscal  year  begin  dates  of  on  or  after 
October  1,  2009,  and  before  May  1, 

2010,  and  we  are  backfilling  with  data 
from  FY  2009  cost  reports  for  those 
providers  that  have  fiscal  year  begin 
dates  on  or  after  May  1,  2010  through 
September  30,  2010.  Depending  on  the 
availability  of  necessary  data,  we  hope 
to  be  able  to  propose,  if  appropriate,  for 
FY  2014  to  use  distinct  CCRs  for 
implantable  devices  charged  to  patients 
and  supplies  charged  to  patients,  and 
possibly  distinct  CCRs  for  MRI,  CT 
scans,  and  cardiac  catheterization  as 
well. 

F.  Preventable  Hospital-Acquired 
Conditions  (HACs),  Including  Infections 

1.  Background 

Section  1886(d)(4)(D)  of  the  Act 
addresses  certain  hospital-acquired 
conditions  (HACs),  including  infections. 
This  provision  is  part  of  an  array  of 
Medicare  tools  that  we  are  using  to 
promote  increased  quality  and 
efficiency  of  care.  Under  the  IPPS, 
hospitals  are  encouraged  to  treat 
patients  efficiently  because  they  receive 
the  same  DRG  payment  for  stays  that 
vary  in  length  and  in  the  services 
provided,  which  gives  hospitals  an 
incentive  to  avoid  unnecessary  costs  in 
the  delivery  of  care.  In  some  cases, 
conditions  acquired  in  the  hospital  do 
not  generate  higher  payments  than  the 
hospital  would  otherwise  receive  for 
cases  without  these  conditions.  To  this 
extent,  the  IPPS  encourages  hospitals  to 
avoid  complications. 

However,  the  treatment  of  certain 
conditions  can  generate  higher  Medicare, 
payments  in  two  ways.  First,  if  a 


hospital  incurs  exceptionally  high  costs 
treating  a  patient,  the  hospital  stay  may 
generate  an  outlier  payment.  Because 
the  outlier  payment  methodology 
requires  that  hospitals  experience  large 
losses  on  outlier  cases  before  outlier 
payments  are  made,  hospitals  have  an 
incentive  to  prevent  outliers.  Second, 
under  the  MS-DRG  system  that  took 
effect  in  FY  2008  and  that  has  been 
refined  through  rulemaking  in 
subsequent  years,  certain  conditions  can 
generate  higher  payments  even  if  the 
outlier  payment  requirements  are  not 
met.  Under  the  MS-DRG  system,  there 
are  currently  261  .sets  of  MS-DRGs  that 
are  split  into  2  or  3  subgroups  based  on 
tbe  presence  or  absence  of  a  CC  or  an 
MCC.  The  presence  of  a  CC  or  an  MCC  ' 
generally  results  in  a  higher  payment. 

Section  1886(d)(4)(D)  specifies  that, 
by  October  1,  2007,  the  Secretary  was 
required  to  select,  in  consultation  with 
the  Centers  for  Disease  Control  and 
Prevention  (CDC),  at  least  two 
conditions  that:  (a)  Are  high  cost,  high 
volume,  or  both;  (b)  are  assigned  to  a 
higher  paying  MS-DRG  when  present  as 
a  secondary  diagnosis  (that  is, 
conditions  under  the  MS-DRG  system 
that  are  CCs  or  MCCs);  and  (c)  could 
reasonably  have  been  prevented  through 
the  application  of  evidence-based 
guidelines.  Section  1886(d)(4)(D)  of  the 
Act  also  specifies  that  the  list  of 
conditions  may  be  revised,  again  in 
consultation  with  CDC,  from  time  to 
time  as  long  as  the  list  contains  at  least 
two  conditions. 

Effective  for  discharges  occurring  on 
or  after  October  1,  2008,  pursuant  to  the 
authority  of  section  1886(d)(4)(D)  of  the 
Act,  Medicare  no  longer  assigns  an 
inpatient  hospital  discharge  to  a  higher 
paying  MS-DRG  if  a  selected  condition 
is  not  present  on  admission  (POA). 

Thus,  if  a  selected  condition  that  was 
not  POA  manifests  during  the  hospital 
stay,  it  is  considered  a  HAC  and  the  case 
is  paid  as  though  the  secondary 
diagnosis  was  not  present.  However, 
even  if  a  HAC  manifests  during  the 
hospital  stay;  if  any  nonselected  CC/ 
MCC  appears  on  the  claim,  the  claim 
will  be  paid  at  the  higher  MS-DRG  rate. 
In  addition.  Medicare  continues  to 
assign  a  discharge  to  a  higher  paying 
MS-DRG  if  a  selected  condition  is  POA. 
When  a  HAC  is  not  POA,  payment  can 
be  effected  in  a  manner  shown  in  the 
diagram  below. 
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2.  HAC  Selection 

Beginning  in  FY  2007,  we  have  set 
forth  proposals,  and  solicited  and 
responded  to  public  comments,  to 
implement  section  1886(d)(4){D)  of  the 
Act  through  the  IPPS  annual  rulemaking 
process.  For  specific  policies  addressed 
in  each  rulemaking  cycle,  including  a 
detailed  discussion  of  the  collaborative 
interdepartmental  process  and  public 
input  regarding  selected  and  potential 
candidate  HACs,  we  refer  readers  to  the 
following  rules;  the  FY  2007  IPPS 
proposed  rule  (71  FR  24100).and  final 
rule  (71  FR  48051  through  48053);  the 
FY  2008  IPPS  proposed  rule  (72  FR 
24716  through  24726)  and  final  rule 
with  comment  period  (72  FR  47200 
through  47218);  the  FY  2009  IPPS 
proposed  rule  (73  FR  23547)  and  final 
rule  (73  FR  48471);  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  proposed  rule  (74 
FR  24106)  and  final  rule  (74  FR  43782); 
the  FY  2011  IPPS/LTCH  PPS  proposed 
rule  (75  FR  23880)  and  final  rule  (75  FR 
50080);  and  the  FY  2012  IPPS/LTCH 
PPS  proposed  rule  (76  FR  25810 
through  25816)  and  final  rule  (76  FR 
51504  through  51522).  A  complete  list 
of  the  10  current  categories  of  HACs  is 
included  on  the  CMS  Web  site  at; 


Indicator 


http:// WWW. cms.gov /Medicare/ 
Medicare-Fee- for-Ser\'ice-Payment/ 
Hospital  AcqCond/Hospital- 
Acquired_Conditions.html. 

In  the  FY  2012  IPPS/LTCH  PPS 
proposed  rule  (76  FR  25813  through 
25814)  and  FY  2012  IPPS/LTCH  PPS 
final  rule  (76  FR  51507  through  50509), 
we  proposed  but  did  not  finalize  the 
candidate  condition  Contrast-Induced 
Acute  Kidney  Injury.  Instead,  we 
deferred  the  decision  making  on  this 
condition  as  a  selected  HAC  until  future 
rulemaking  and  such  a  time  when 
improved  coding  for  the  condition  is 
available. 

3.  Present  on  Admission  (POA) 

Indicator  Reporting 

Collection  of  POA  indicator  data  is 
necessary  to  identify  which  conditions 
were  acquired  during  hospitalization  for 
the  HAC  payment  provision  as  well  as 
for  broader  public  health  uses  of 
Medicare  data.  In  previous  rulemaking, 
we  provided  both  CMS  and  CDC  Web 
site  resources  that  are  available  to 
hospitals  for  assistance  in  this  reporting 
effort.  For  detailed  information 
regarding  these  sites  and  materials, 
including  the  application  and  use  of 


Descriptor 


POA  indicators,  we  refer  the  reader  to 
the  FY  2012  IPPS/LTCH  PPS  final  rule 
(76  FR  51506  through  51507). 

As  discussed  in  previous  IPPS 
proposed  and  final  rules,  there  are  five 
POA  indicator  reporting  options,  as 
defined  by  the  ICD-9-CM  Official 
Guidelines  for  Coding  and  Reporting. 
Under  the  HAC  policy,  we  treat  HACs 
coded  with  “Y”  and  “W”  indicators  as 
POA  and  allow  the  condition  on  its  own 
to  cause  an  increased  payment  at  the 
CC/MCC  level.  We  treat  HACs  coded 
with  “N”  and  “U”  indicators  as  Not 
Present  on  Admission  (NPOA)  and  do 
not  allow  the  condition  on  its  own  to 
cause  an  increased  payment  at  the  CC/ 
MCC  level.  We  refer  readers  to  the 
following  rules  for  a  detailed 
discussion;  the  FY  2009  IPPS  proposed 
rule  (73  FR  23559)  and  final  rule  (73  FR 
48486  through  48487);  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule 
(74  FR  24106)  and  final  rule  (74  FR 
43784  through  43785);  the  FY  2011 
IPPS/LTCH  PPS  proposed  rule  (75  FR 
23881  through  23882)  and  final  rule  (75 
FR  50081  through  50082);  and  the  FY 
2012  IPPS/LTCH  PPS  proposed  rule  (76 
FR  25812  through  25813)  and  final  rule 
(76  FR  51506  through  51507). 


Y . Indicates  that  the  condition  was  present  on  admission. 

W .  Affirms  that  the  hospital  has  determined  that,  based  on  data  and  clinical  judgment,  it  is  not  possible  to  document 

when  the  onset  of  the  condition  occurred. 

N .  ;  Indicates  that  the  condition  was  not  present  on  admission. 

'  U . I  Indicates  that  the  documentation  is  insufficient  to  determine  if  the  condition  was  present  at  the  time  of  admission. 

1  .  !  Signifies  exemption  from  POA  reporting.  CMS  established  this  code  as  a  workaround  to  blank  reporting  on  the  elec¬ 
tronic  401 0A1.  A  list  of  exempt  ICD-9-CM  diagnosis  codes  is  available  in  the  ICD-9-CM  Official  Guidelines  for 

Coding  and  Reporting. 
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Beginning  on  or  after  January  1,  2011, 
hospitals  were  required  to  begin 
reporting  POA  indicators  using  the  5010 
electronic  transmittal  standards  format. 
The  5010  format  removes  the  need  to 
report  a  POA  indicator  of  “1”  for  codes 
that  are  exempt  from  POA  reporting.  We 
have  issued  CMS  instructions  on  this 
reporting  change  as  a  One-Time 
Notification,  Pub.  No.  100-20, 
Transmittal  No.  756,  Change  Request 
7024,  effective  on  August  13,  2010, 
which  can  be  located  at  the  following 
link  on  the  CMS  Web  site:  http:// 
\v\vw.cms.gov/Regulations-and- 
Guidance/Guidance/Transmittals/ 
downloads/R7 560TN.pdf.  However,  for 
claims  that  continue  to  be  submitted 
using  the  4010  electronic  transmittal 
standards  format,  the  POA  indicator  of 
“1”  is  still  necessary  because  of 
reporting  restrictions  from  the  use  of  the 
4010  electronic  transmittal  standards 
format. 

In  addition,  as  discussed  in  section 
II.G.9.  of  the  preamble  of  this  final  rule, 
the  5010  format  allows  the  reporting 
and,  effective  January  1,  2011,  the 
processing  of  up  to  25  diagnoses  and  25 
procedure  codes.  As  such,  it  is 
necessary  to  report  a  valid  POA 
indicator  for  each  diagnosis  code, 
including  the  principal  and  all 
secondary  diagnoses  up  to  25. 

4.  HACs  and  POA  Reporting  in  lCD-10- 
CM  and  ICD-IO-PCS 

As  we  stated  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51506  and 
51507J  and  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  27894J,  in 
preparation  for  the  transition  to  the 
ICD-IO-CM  and  ICD-IO-PCS  code  sets, 
further  information  regarding  the  use  of 
the  POA  indicator  with  the  ICD-IO-GM/ 
ICD-IO-PCS  classifications  as  they 
pertain  to  the  HAC  policy  will  be 
discussed  in  future  rulemaking. 

At  the  March  5,  2012  meeting  of  the 
ICD-9-CM  Coordination  and 
Maintenance  Committee,  an 
announcement  was  made  with  regard  to 


the  availability  of  the  ICD-9-CM  HAC 
list  translation  to  ICD-IO-CM  and  ICD- 
IO-PCS  code  sets.  Participants  were 
informed  that  the  list  of  the  current 
ICD-9-CM  selected  HACs  has  been 
translated  into  codes  using  the  ICD-IO- 
CM  and  ICD-IO-PCS  classification 
system.  It  was  recommended  that  the 
public  review  this  list  of  ICD-IO-CM/ 
ICD-IO-PCS  code  translations  of  the 
current  selected  HACs.  The  translation 
list  is  available  on  the  CMS  Web  page 
at:  http:/ /www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalAcqGond/icdW  hacs.html.  We 
encourage  the  public  to  submit 
comments  on  these  translations  through 
the  HACs  Web  page  using  the  CMS  ICD- 
10-CM/PCS  HAC  Translation  Feedback 
Mailbox  that  has  been  set  up  for  this 
purpose  under  the  Related  Links  section 
titled  “CMS  HAC  Feedback.”  The  final 
HAC  list  translation  from  ICD-9-CM  to 
ICD-IO-CM/ICD-IO-PCS  will  be 
subject  to  formal  rulemaking. 

In  the  meantime,  we  continue  to 
encourage  readers  to  review  the 
educational  materials  and  draft  code 
sets  currently  available  for  ICD-IO-CM/ 
ICD-IO-PCS  on  the  CMS  Web  site  at: 
http://w\vw.cms.gov/Medicare/Coding/ 
ICDlO/index.html.  In  addition,  the  draft 
ICD-IO-CM/ICD-IO-PCS  coding 
guidelines  can  be  viewed  on  the  CDC 
Web  site  at:  http://w\\,'\v.cdc.gov/nchs/ 
icd/icdlOcm.html. 

Comment:  Commenters  expressed 
appreciation  for  CMS’  decision  to  make 
this  crosswalk  available.  Commenters 
noted  that  they  would  continue  to 
review  the  crosswalk  and  provide 
additional  comments,  as  warranted. 

Response:  We  appreciate  the 
commenters’  support  and  continued 
feedback. 

5.  Changes  to  the  HAC  Policy  for  FY 
2013 

a.  Additional  Diagnosis  Codes  to 
Existing  HACs 

As  discussed  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  27894J, 


as  changes  to  diagnosis  codes  and  new 
diagnosis  codes  have  been  proposed  and 
finalized  for  the  list  of  CCs  and  MCCs, 
we  have  modified  the  list  of  selected 
HACs  to  reflect  these  changes.  While 
there  were  not  any  new  diagnosis  codes 
proposed  for  FY  2013,  there  were  new 
and  revised  diagnosis  codes  effective 
October  1,  2011  (FY  2012)  that  were  not 
finalized  in  time  for  inclusion  in  the  FY 
2012  IPPS  rulemaking.  Therefore,  in  the 
proposed  rule  (77  FR  27894),  we’ 
proposed  to  add  two  of  these  codes  to 
an  existing  HAC  category.  We  proposed 
to  add  diagnosis  codes  999.3? 
(Bloodstream  infection  due  to  central 
venous  catheter)  and  999.33  (Local 
infection  due  to  central  venous  catheter) 
to  the  Vascular  Catheter-Associated 
Infection  HAC  category  for  FY  2013. 
These  codes  were  created  in  response  to 
a  request  discussed  at  the  March  9-10, 
2011  ICD-9-CM  Coordination  and 
Maintenance  Committee  meeting  to 
better  identify  specific  types  of 
infections  (systemic  versus  local)  that 
occur  as  a  result  of  central  venous 
catheter  placement. 

Previously,  there  was  only  one 
existing  HAC  code  (999.31  (Infection 
due  to  central  venous  catheter))  in  the 
Vascular  Catheter- Associated  Infection 
HAC  category.  With  the  creation  of 
codes  999.32  and  999.33,  effective 
October  1,  2011,  the  title  for  code  999.31 
was  revised  to  “Other  and  unspecified 
infection  due  to  central  venous 
catheter.”  Therefore,  codes  999.32  and 
999.33  provide  further  specificity  as  to 
the  type  of  infection  due  to  a  central 
venous  catheter.  We  refer  readers  to 
page  45  of  the  topic  packet  found  at  the 
following  link  on  the  CDC  ICD-9-CM 
Web  page  at  http://w\vvv'.cdc.gov/nchs/ 
data/icd9/ 

TopicpacketforMarch201 1_HA  1  .pdf  for 
further  information. 

Shown  in  the  table  below  are  the  two 
diagnosis  codes  that  we  proposed  with 
their  corresponding  descriptions  and 
their  CC/MCC  designations. 


ICD-9-CM 

Code 

1 

Code  descriptor 

CC/MCC 

Designation 

999.32  . 

999.33  . 

Bloodstream  infection  due  to  central  venous  catheter  . 

Local  infection  due  to  central  venous  catheter . 

CC 
[  CC 

We  invited  public  comments  on  the 
proposed  adoption  of  these  two  ICD-9- 
CM  diagnosis  codes  designated  as  CC/ 
MCCs  that  are  listed  above,  to  be  added 
to  the  Vascular  Catheter-Associated 
Infection  HAC  category  as  indicated  for 
FY  2013. 

Comment:  Several  commenters 
supported  the  addition  of  these  two 


codes.  One  commenter,  a  State  program, 
indicated  that  it  uses  these  codes  in  a 
statewide  HAC  payment  incentive 
program. 

Response:  We  appreciate  the 
commenters’  support. 

Comment:  Some  commenters  opposed 
the  addition  of  these  two  diagnosis 
codes.  Commenters  also  urged  CMS  to 


remove  the  one  existing  HAC  code 
(999.31)  in  the  Vascular  Catheter- 
Associated  Infection  HAC  category. 
They  stated  that  CMS  is  proposing  to 
add  a  quality  measure  on  central  line 
associated  bloodstream  infection 
(CLABSI),  which  would  capture 
vascular  catheter-associated  infections 
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and  asserted  that  “this  could  penalize 
hospitals  twice  for  the  same  event.”  (VVe 
note  that  the  commenters  may  be 
referring  to  two  different  CMS  programs, 
the  Hospital  IQR  Program  and  the 
Hospital  VBP  Program.)  Commenters 
stated  that  their  opposition  to  the 
proposed  inclusion  of  the  two  codes  is 
not  specific  to  the  particular  codes  that 
were  proposed,  but  that  their  opposition 
is  predicated  on  the  “expansion  of  this 
HAC  [Vascular  Catheter-Associated 
Infection).”  Commenters  also  stated  that 
they  supported  reducing  the  incidence 
of  CLABSI  as  a  patient  safety  goal  and 
urged  CMS  to  “select  only  one  program 
in  which  to  measure  hospital 
performance  for  vascular  catheter- 
associated  infection.” 

Response:  The  HAC-POA  Program  is 
part  of  an  array  of  tools  used  by  the 
Medicare  program  to  promote  increased 
quality  and  efficiency  of  care.  These 
tools  include  quality  measurement  as 
well  as  payment  adjustments.  Because 
of  their  importance,  HACs  have  been 
included  in  multiple  tools  used  by  the 
Medicare  program  to  measure  quality  of 
services  provided  and  performance,  and 
to  deterriiine  payment  adjustments. 

Under  the  IPPS,  hospitals  are 
encouraged  to  treat  patients  efficiently 
because  they  receive  the  same  DRG 
payment  for  stays  that  vary  in  length 
and  in  the  services  provided,  which 
gives  hospitals  an  incentive  to  avoid 
unnecessary  costs  in  the  delivery  of 
care.  In  some  cases,  such  as  when  any 
nonselected  CC/MCC  appears  on  the 
claim,  conditions  acquired  in  the 
hospital  do  not  generate  higher 
payments  than  the  hospital  would 
otherwise  receive  for  cases  without 
these  conditions.  To  this  extent,  the 
IPPS  encourages  hospitals  to  avoid 
complications  and  would  not  generally 
“penalize  hospitals  twice.” 

Because  of  their  importance,  measures 
of  HACs  have  historically  been  included 
in  the  Hospital  IQR  Program  and  are 
simultaneously  monitored  by  different 
CMS  programs.  The  HAC/POA  policy 
authorized  under  section  1886(D)(4)(d) 
of  the  Act  is  a  claims-based  payment 
policy,  and  in  many  cases,  even  if  a 
HAC  manifests  during  a  hospital  stay,  if 
any  nonselected  CC/MCC  appears  on 
the  claim,  the  claim  will  be  paid  at  the 
higher  MS-DRG  rate. 

Comment:  One  commenter  supported 
the  addition  of  diagnosis  code  999.32, 
Bloodstream  infection  due  to  central 
venous  catheter,  to  the  Vascular 
Catheter-Associated  Infection  HAC 
category,  however,  the  commenter 
expressed  concern  with  the  inclusion  of 
diagnosis  code  999.33,  Local  infection 
due  to  central  venous  catheter,  as  a 
condition  under  this  same  HAC  category 


to  be  subject  to  the  HAC  payment 
policy.  According  to  the  commenter, 
diagnosis  code  999.33  identifies  and 
describes  local  infections  related  to  the 
soft  tissues  versus  infections  in  the 
central  bloodstream.  As  such,  the 
commenter  asserted  that  the  Vascular 
Catheter- Associated  Infection  HAC 
category  should  only  include  central 
bloodstream  infections..  Therefore,  the 
commenter  did  not  support  the  addition 
of  code  999.33  to  the  Vascular  Catheter- 
Associated  Infection  HAC  category. 

In  addition,  this  same  commenter 
recommended  that  CMS  publish  data 
analyses  for  the  Vascular  Catheter- 
Associated  Infection  HAC  category. 
Specifically,  the  commenter  requested 
that  volume  and  cost  data  be  made 
publicly  available  for  diagnosis  codes 
999.31,  Other  and  unspecified  infection 
due  to  central  venous  catheter:  999.32, 
Bloodstream  infection  due  to  central 
venous  catheter;  and  999.33,  Local 
infection  due  to  central  venous  catheter. 
The  commenter  reiterated  that  they  do 
not  support  the  inclusion  of  code  999.33 
as  a  condition  under  the  Vascular 
Catheter-Associated  Infection  HAC 
category,  however,  the  commenter 
stated  the  additional  information  would 
assist  in  identifying  potential  shifts  in 
volume  among  the  newer,  more  specific 
codes  of  999.32  and  999.33. 

Response:  We  appreciate  the 
commenter’s  support  for  the  addition  of 
diagnosis  code  999.32,  Bloodstream 
infection  due  to  central  venous  catheter, 
to  the  Vascular  Catheter-Associated 
Infection  HAC  category.  With  respect  to 
the  concern  expressed  regarding 
diagnosis  code  999.33,  Local  infection 
due  to  central  venous  catheter,  we 
believe  the  commenter  may  be 
confused.  The  title  of  the  HAC  category 
is  Vascular  Catheter- Associated 
Infection:  therefore,  the  emphasis  is  on 
the  fact  that  the  patient  had  a  central 
venous  catheter  placed  and 
subsequently  developed  an  infection 
due  to  the  presence  of  that  catheter.  We 
acknowledge  there  is  widespread 
interest  particularly  in  bloodstream 
infections  due  to  central  venous 
catheters,  as  several  initiatives  have 
been  undertaken  focusing  on 
surveillance  and  prevention.  However, 
for  this  HAC  payment  provision,  it  is 
our  belief  that  local  infections  resulting 
from  a  central  venous  catheter  are  also 
of  importance  and  deserve  similar 
efforts  among  the  provider  community 
and  healthcare  industry  with  regard  to 
surveillance  and  prevention,  as  do  the 
other  selected  HAC  conditions.  While 
the  condition  being  described  by 
diagnosis  code  999.33,  Local  infection 
due  to  central  venous  catheter  is  a  local 
infection,  it  identifies  the  fact  that  a 


patient  acquired  the  infection  as  a  result 
of  a  central  venous  catheter.  Therefore, 
we  continue  to  believe  it  is  appropriate 
to  finalize  this  code  for  inclusion  in  this 
HAC  category. 

In  response  to  the  recommendation 
that  CMS  conduct  and  publish  data 
analyses  to  provide  further  detailed 
information  related  to  volume  and  cost 
for  codes  999.31,  999.32  and  999.33,  we 
note  that  we  have  provided  the  results 
for  each  selected  condition  within  each 
HAC  category  beginning  with  FY  2009 
data  analysis  presented  in  FY  2011.  We 
refer  the  commenter  and  readers  to  the 
RTI  evaluation  of  the  HAC-POA 
program  for  years  FY  2009  through  FY 
2011  on  the  following  Web  site: 
http://wn'w.rti.org/reports/cms/.  As 
codes  999.32  and  999.33  became 
effective  October  1,  2011  (FY  2012), 
results  of  the  FY  2012  data  analysis  are 
not  currently  available. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  add  diagnosis 
codes  999.32  (Bloodstream  infection 
due  to  central  venous  catheter)  and 
999.33  (Local  infection  due  to  central 
venous  catheter)  to  the  Vascular 
Catheter-Associated  Infection  HAC 
category  for  discharges  occurring  on  or 
after  October  1,  2012. 

b.  New  Candidate  HAC  Condition: 
Surgical  Site  Infection  (SSI)  Following 
Cardiac  Implantable  Electronic  Device 
(CIED)  Procedures 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27894  through 
27896),  we  discussed  our  rationale  for 
proposing  a  new  condition,  Surgical 
Site  Infection  (SSI)  Following  Cardiac 
Implantable  Electronic  Device  (CIED) 
Procedures,  for  selection  for  FY  2013  as 
a  HAC  under  section  1886(d)(4)(D)  of 
the  Act.  As  described  in  more  detail  in 
section  II.F.l.  of  this  preamble,  each 
HAC  must  be;  (1)  High  cost,  high 
volume,  or  both;  (2)  assigned  to  a  higher 
paying  MS-DRG  when  present  as  a 
secondary  diagnosis  (that  is,  conditions 
under  the  MS-DRG  system  that  are  CCs 
or  MCCs):  and  (3)  could  reasonably  have 
been  prevented  through  the  application 
of  evidence-based  guidelines.  We  also 
discuss  other  considerations  relating  to 
the  selection  of  a  HAC,  including  any 
administrative  or  operational  issues 
associated  with  a  proposed  condition. 
For  example,  the  condition  may  only  be 
able  to  be  identified  by  multiple  codes, 
thereby  requiring  the  development  of 
special  GROUPER  logic  to  also  exclude 
similar  or  related  ICD-9-CM  codes  from 
being  classified  as  a  CC  or  an  MCC. 
Similarly,  a  condition  acquired  during  a 
hospital  stay  may  arise  from  another 
condition  that  the  patient  had  prior  to 
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admission,  making  it  difficult  to 
determine  whether  the  condition  was 
reasonably  preventable.  In  the  proposed 
rule,  we  invited  public  comment  on  the 
degree  to  which  these  conditions  fulfill  , 
these  statutory  requirements,  as  well  as 
clinical,  coding,  and  prevention  issues 
on  our  proposal  to  add  SSI  Following 
CIED  Procedures  as  a  condition  subject 
to  the  HAC  payment  provision  for 
discharges  occurring  on  or  after  October 
1,  2012. 

CIED  therapy  reduces  morbidity  and 
mortality  in  selected  patients  with 
cardiac  rhythm  disturbances. ’  More 
than  500,000  CIEDs  are  implanted  each 
year  in  the  United  States  and  70  percent 
of  CIED  recipients  are  age  65  or  older.^ 
However,  this  benefit  with  regard  to  the 
treatment  of  cardiac  rhythm 
disturbances  is  somewhat  reduced  by 
complications  following  device 
placement,  including  infections. 
Patients  can  present  with  early  or  late 
infections  because  of  CIED  placement. 
Two-thirds  of  these  infections  are 
caused  by  Staphylococcus  aureus  and 
coagulase-negative  Staphylococcus 
species.  Treatment  of  these  infections 
usually  entails  surgical  explantation  of 
the  device,  sometimes  under  general 
anesthesia  and  a  prolonged  course  of 
intravenous  antibiotics,  along  with 
external  electrical  support  in  a 
monitored  intensive  care  setting.  The 
rate  of  CIED  infection  is  increasing 
faster  than  the  rate  of  CIED 
implantation,'*  and  there  are  published 
data  on  the  mortality  and  cost 
associated  with  CIED  infection  or  the 


’  Epstein.  A.  E.,  J.  P.  DiMarco,  et  aJ.  (2008).  “ACC/ 
AHA/HRS  2008  Guidelines  for  Device-Based 
Therapy  of  Cardiac  Rhythm  Abnormalities:  a  report 
of  the  American  College  of  Cardiology/ American 
Heart  Association  Task  Force  on  Practice 
Guidelines  (Writing  Gommittee  to  Revise  the  ACC/ 
AHA/NASPE  2002  Guideline  Update  for 
Implantation  of  Cardiac  Pacemakers  and 
Antiarrhjfthmia  Devices):  developed  in 
collaboration  with  the  American  Association  for 
Thoracic  Surgery  and  Society  of  Thoracic 
Surgeons.”  Circulation  117(21):  e350-408. 

^Zhan,  C.,  W.  B.  Baine,  et  al.  (2007).  “Cardiac 
device  implantation  in  the  United  States  from  1997 
through  2004:  a  population-based  analysis.”  f  Gen 
Intern  Med,  23  Suppl  1: 13-19. 

^Baddour,  L.  M.,  A.  E.  Epstein,  et  al.  (2010). 
“Update  on  cardiovascular  implantable  electronic 
device  infe«tions  and  their  management:  a  scientiBc 
statement  from  the  American  Heart  Association.” 
Circulation,  121(20048212):  458-477. 

Baddour,  L.  M.,  A.  E.  Epstein,  et  al.  (2010). 
“Update  on  Cardiovascular  Implantable  Electronic 
Device  Infections  and  Their  Management:  A 
Scientific  Statement  From  the  American  Heart 
Association.”  Circulation,  121(3):  458—477. 

■’Greenspon,  A.  ].,  J.  D.  Patel,  et  al.  (2011).  “16- 
Year  Trends  in  the  Infection  Burden  for  Pacemakers 
and  Implantable  CEudioverter-Defibrillators  in  the 
United  States  1993  to  2008.”  Journal  of  the 
American  College  of  Cardiology  58l\0):  1001-1006. 


relationship  of  these  outcomes  to 
different  CIED  types. 

There  is  not  a  unique  code  that 
identifies  SSI  Following  CIED 
Procedures.  However,  the  condition  can 
be  identified  as  a  subset  of  discharges 
with  ICD-9-CM  diagnosis  code  996.61 
(Infection  and  inflammatory  reaction 
due  to  cardiac  device,  implant  and  graft) 
or  998.59  (Other  postoperative 
infection).  Our  clinical  advisors  believe 
that  diagnosis  code  996.61  or  998.59,  in 
combination  with  the  associated 
procedure  codes  below,  can  accurately 
identify  SSI  Following  CIED  Procedures. 
The  procedure  codes  are: 

•  00.50  (Implantation  of  cardiac 
resynchronization  pacemaker  without 
mention  of  defibrillation,  total  system 
[CRT-P]); 

•  00.51  (Implantation  of  cardiac 
resynchronization  defibrillator,  total 
system  [CRT-D]); 

•  00.52  (Implantation  or  replacement 
of  transvenous  lead  [electrode]  into  left 
ventricular  coronary  venous  system); 

•  00.53  (Implantation  or  replacement 
of  cardiac  resynchronization  pacemaker 
pulse  generator  only  [CRT-P]); 

•  00.54  (Implantation  or  replacement 
of  cardiac  resynchronization 
defibrillator  pulse  generator  device  only 
[CRT-D]); 

•  37.80  (Insertion  of  permanent 
pacemaker,  initial  or  replacement,  type 
of  device  not  specified); 

•  37.81  (Initial  insertion  of  single¬ 
chamber  device,  not  specified  as  rate 
responsive); 

•  37.82  (Initial  insertion  of  single¬ 
chamber  device,  rate  responsive); 

•  37.83  (Initial  insertion  of  dual¬ 
chamber  device); 

•  37.85  (Replacement  of  any  type 
pacemaker  device  with  single-chamber 
device,  not  specified  as  rate  responsive); 

•  37.86  (Replacement  of  any  type  of 
pacemaker  device  with  single-chamber 
device,  rate  responsive); 

•  37.87  (Replacement  of  any  type 
pacemaker  device  with  dual-chamber 
device); 

•  37.94  (Implantation  or  replacement 
of  automatic  cardioverter/ defibrillator, 
total  system  [AICD]); 

•  37.96  (Implantation  of  automatic 
cardioverter/defibrillator  pulse 
generator  only); 

•  37.98  (Replacement  of  automatic 
cardioverter/defibrillator  pulse 
generator  only); 

•  37.74  (Insertion  or  replacement  of 
epicardial  lead  [electrode]  into 
epicardium); 

•  37.75  (Revision  of  lead  [electrode]); 

•  37.76  (Replacement  of  transvenous 
atrial  and/or  ventricular  lead(s) 
[electrode]); 

•  37.77  (Removal  of  lead(s) 

[electrode]  without  replacement); 


•  37.79  (Revision  or  relocation  of 
cardiac  device  pocket);  and 

•  37.89  (Revision  or  removal  of 
pacemaker  device). 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27894  through 
27896),  we  proposed  to  identify  SSI 
Following  CIED  Procedures  with 
diagnosis  code  996.61  or  998.59  in 
combination  with  one  or  more  of  the 
above  associated  procedure  codes.  We 
believe  the  condition  meets  the  three 
criteria  for  inclusion  on  the  HAC  list,  as 
discussed  in  greater  detail  below. 

First,  the  condition  is  one  that  is  high 
cost  and  high  volume.  We  reviewed 
Medicare  claims  data  in  the  FY  2011 
MedPAR  file.  For  FY  2011,  we  found 
that  there  were  859  inpatient  discharges 
coded  with  SSI  Following  CIED 
Procedures  as  specified  by  diagnosis 
code  996.61  or  998.59  when  reported 
with  one  or  more  of  the  above  cited 
associated  procedure  codes  submitted  * 
through  Medicare  claims.  The  cases  had 
an  average  cost  of  $51,795  for  the  entire 
hospital  stay.  We  found  that  there  were 
583  inpatient  discharges  coded  with  SSI 
Following  CIED  Procedures  as  specified 
by  diagnosis  code  996.61  or  998.59 
when  reported  with  one  or  more  of  the 
above  cited  associated  procedure  codes 
submitted  through  Medicare  claims 
reported  as  POA.  These  POA  cases  had 
an  average  cost  of  $41,999.  We  also 
found  that  there  were  276  inpatient 
discharges  coded  with  SSI  Following 
CIED  Procedures  as  specified  by 
diagnosis  code  996.61  or  998.59  when 
reported  with  one  or  more  of  the  above 
cited  associated  procedure  codes 
submitted  through  Medicare  claims 
reported  as  NPOA.  Jhese  NPOA  cases 
had  an  average  cost  of  $72,485.  We  note 
that  these  data  are  consistent  with  other 
data  presented  for  current  HACs. 
Therefore,  we  believe  this  condition  is 
high  cost  and  high  volume. 

In  addition,  we  reviewed  the 
literature  regarding  this  condition. 
Infection  associated  with  CIED 
procedures  resulted  in  a  substantial 
incremental  increase  in  admission 
mortality  and  long-term  mortality  and 
varies  with  the  type  of  CIED.  For  the 
purposes  of  the  proposal,  we  considered 
CIED  procedures  in  the  aggregate. 
Several  large  studies  showed  CIED 
infection  associated  with  an 
approximately  5  percent  to  8  percent 
inhospital  mortality  as  well  as  a  17.5 
percent  to  35.1  percent  one  year 
mortality.^  Additionally,  there  is  a 
significant  cost  impact  for  patients  who 


*Tarakji,  K.  G.,  E.  J.  Ghan,  et  al.  (2010).  “Gardiac 
implantable  electronic  device  infections: 
Presentation,  management,  and  patient  outcomes.” 
Heart  Rhythm  7(8):  1043-1047. 


53288 


Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


suffer  infections  after  CIED 
implantation.  A  recent  large  analysis  of 
2007  data  on  over  200,000  Medicare 
beneficiaries  demonstrated  the  mean 
hospital  cost  of  CIED  infections  ranges 
from  S28,676  to  $53,349,  compared  with 
a  mean  hospital  cost  ranging  from 
$12,468  to  $36,851  for  beneficiaries 
without  infection.®  This  additional 
information  supports  our  conclusion 
from  our  analysis  of  data  in  the 
MedPAR  file  that  this  condition  is  high 
cost. 

Second,  the  condition  of  SSI 
Following  CIED  Procedures,  as  specified 
in  our  proposal,  is  a  CC  under  the  MS— 
DRG  system.  VVe  did  not  identify'  any 
additional  administrative  or  operational 
difficulties  associated  with  proposing 
this  condition  as  a  HAC. 

Third,  because  there  are  widely 
recognized  guidelines  for  the  prevention 
of  SSI  Following  CIED  Procedures,  we 
believe  the  condition  is  reasonably 
preventable  through  application  of 
evidence-based  guidelines.  A  large 
randomized  controlled  trial 
demonstrated  that  prophylactic 
preoperative  antibiotics  reduced  CIED 
infection  by  81  percent  in  patients  who 
receiv'ed  them.^  Well-accepted 
guidelines  for  the  prevention  and 
prophylaxis  of  CIED  infection  now  exist 
supporting  the  use  of  prophylactic 
antibiotics. 

In  the  proposed  rule,  we  invited 
public  comment  on  whether  SSI 
Following  CIED  Procedures  meets  the 
requirements  set  forth  under  section 
1886(d)(4)(D)  of  the  Act,  as  well  as  other 
coding  and  prevention  issues  associated 
with  our  proposal  to  add  this  condition 
as  a  proposed  condifipn  subject  to  the 
HAC  payment  provision  for  FY  2013 
(for  discharges  occurring  on  or  after 
October  1,  2012).  We  indicated  that  we 
were  particularly  interested  in  receiving 
comments  on  the  degree  to  which  SSI 
Following  CIED  Procedures  is 
reasonably  preventable  through  the 
application  of  evidence-based 
guidelines. 

Comment:  The  majority  of 
commenters  supported  SSI  Following 
CIED  Procedures  as  a  new  addition  to 
the  HAC/POA  condition  list,  citing  its 
clinical  relevance  to  the  Medicare 
beneficiary'  population  and  concerns 
about  the  increasing  incidence  of  these 


®Sohail.  M.  R.,  C.  Henrikson.  et  al.  (2011). 
“Mortality  and  cost  associated  with  r.ardiovas(.ular 
implantable  electronic  device  infections."  Arch 
Intern  Med  i7i{20):  1821-1828. 

^de  Oliveira.  J.  C..  M.  Martinelli.  et  al.  (2009). 
"Efficacy  of  Antibiotic  Prophylaxis  Before  the 
Implantation  of  Pacemakers  and  Cardioverter- 
Defibrillators:  Results  of  a  Large,  Prospective, 
Randomized.  Double-Blinded,  Placebo-Controlled 
Trial."  Circ  Arrhythm  Electrophysiol.  2(1);  29-34. 


infections  in  conjunction  with  increased 
morbidity  and  mortality,  and  the 
associated  costs  with  these  infections. 
One  commenter,  a  State  program, 
indicated  that  it  uses  these  codes  in  a 
statewide  HAC  payment  incentive 
program. 

Response:  We  appreciate  the 
commenters’  support. 

Comment:  Some  commenters  raised 
concerns  that  the  inclusion  of  SSI 
Following  CIED  Procedures  as  a  HAC 
candidate  does  not  meet  the  statutory 
conditions  of  section  1886(d)(4)(D)  of 
the  Act  because  “CMS  points  out  that 
there  were  only  859  cases  of  SSI 
Following  CIED  Procedures  during  FY 
2011.  This  constitutes  only  0.25  percent 
of  all  CIED  cases.”  These  commenters 
asserted  that  the  HAC  candidate 
condition  does  not  meet  the  high- 
volume  criterion  and,  therefore,  should 
not  be  included  as  a  HAC. 

Response:  We  appreciate  the 
commenters’  concern  regarding  whether 
this  candidate  condition  meets  the 
standards  of  the  statutory  criteria.  We 
note  that  we  consider  all  cases  where 
HAC  codes  are  on  the  claim  as  a 
secondary  diagnosis,  regardless  of  their 
POA  indicator,  in  evaluating  conditions 
based  on  cost  and  volume  and  also  use 
external  data  sources  when  available. 
With  regard  to  cost,  the  proposed  rule 
included  data  analyses  that  showed  that 
the  average  cost  per  case  of  SSI 
Following  CIED  Procedures  is  $51,795 
and  also  included  literature  that 
describes  the  increase  in  the  mean  cost 
of  admissions  with  CIED  infection  to 
those  CIED  placements  without 
infection.  Therefore,  we  reiterate  our 
belief  that  this  condition  meets  the  high- 
cost  criterion.  As  discussed  previously, 
section  1886(d)(4)(D)  of  the  Act 
specifies  that  a  condition  on  the  HAC 
list  may  be  high-volume  or  high-cost  or 
both.  It  does  not  require  the  condition 
to  be  both,  and  a  condition  that  is  only 
high-cost  would  meet  this  statutory 
criterion.  Therefore,  we  believe  that  the 
statutory  criterion  has  been  met. 

In  the  proposed  rule,  we  characterized 
this  condition  as  “high-cost  and  high- 
volume”  and  described  an  analysis  that 
showed  859  cases.  While  859  cases  may 
seem  like  a  small  number  of  cases  as  the 
commenters  pointed  out,  we  note  that, 
in  past  rules,  we  have  had  similar 
numbers  for  HACs,  such  as  in  FY  2008, 
where  we  stated  that  there  were  “764 
cases  reported  of  Medicare  patients  who 
had  an  object  left  in  during  surgery 
reported  as  a  secondary  diagnosis”  (72 
FR  24720).  Therefore,  a  volume  of  859 
cases  is  not  as  high  as  the  volume  for 
some  other  HACs  and  is  higher  than  the 
volume  for  some  HACs. 


Comment:  Some  commenters  were 
opposed  to  the  SSI  Following  CIED 
Procedures  becoming  a  HAC  because 
they  believed  that  this  HAC  selection 
“will  result  in  hospitals  dedicating  time 
and  effort  to  avoiding  this  extremely 
low-incidence  adverse  event  (when 
resources  could  have  been  devoted  to 
more  highly  prevalent  safety  concerns).” 

Response:  We  appreciate  and 
understand  the  concern  of  the 
commenters.  We  note  that  SSIs  are  an 
established  HAC  category  and  that  a 
similar  condition  has  been  identified  by 
public  commenters  in  prior  rulemaking. 
In  the  FY  2008  IPPS  final  rule  with 
comment  period  (72  FR  47213),  SSIs 
were  identified  as  a  broad  category  for 
consideration.  However,  at  the  time,  we 
determined  that  coding  of  SSI  with  only 
ICD-9-CM  code  998.59  (Other 
postoperative  infection)  did  not  meet 
the  statutory  criteria  for  being  subject  to 
the  provision  because  it  does  not 
uniquely  identify  SSIs.  We  stated  that 
we  would  explore  ways  to  identify  SSIs 
and  would  reevaluate  the  condition  in 
FY  2009.  In  response  to  public  comment 
in  the  FY  2008  final  rule  with  comment 
period,  we  finalized  one  SSI, 
mediastinitis  after  coronary  artery 
bypass  graft  (CABG)  surgery,  and 
continued  to  ask  for  public  input  so  that 
further  specific  SSIs  could  be  identified. 

In  FY  2009,  we  expanded  our 
selection  of  the  SSI  for  elective 
procedures  as  HACs.  In  the  FY  2009 
IPPS  final  rule  (73  FR  48477  through 
48479),  we  discussed  how,  in  response 
to  commenters’  suggestions,  we  selected 
certain  orthopedic  procedures  in  the 
HAC  SSI  category  using  ICD-9-CM 
diagnosis  code  996.67  (Infection  and 
inflammatory  reaction  due  to  other 
orthopedic  device  and  implant  graft)  or 
998.59  (Other  postoperative  infection) 
and  selected  81. XX  orthopedic  ICD-9- 
CM  procedure  codes.  Another  SSI 
condition  that  was  proposed  and 
finalized  during  FY  2009  based  on 
public  comment  was  “Surgical  Site 
Infection  Following  Bariatric  Surgery  for 
Obesity.”  The  ICD-9-CM  codes  that  are 
used  to  describe  “Surgical  Site  Infection 
Following  Bariatric  Surgery  for  Obesity” 
are:  278.01  (Morbid  Obesity)  and  998.59 
(Other  postoperative  infection),  and 
procedure  code  44.38  (Laparoscopic 
gastroenterostomy)  or  44.39  (Otfier 
gastroenterostomy),  or  44.95 
(Laparoscopic  gastri  restrictive 
procedure). 

As  discussed  in  that  same  final  rule 
for  FY  2009  (73  FR  48478  through 
48479),  a  commenter  recommended 
adding  Surgical  Site  Infection  following 
Implantation  of  Cardiac  Devices  as  a 
HAC.  The  commenter  provided  the 
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following  information  regarding  this 
recommended  HAC: 

•  A  recent  estimate  that 
approximately  300,000  pacemaker 
implants  had  been  performed  in  2007. 

•  A  reference  stating  that  the 
estimated  rate  of  infection  following 
cardiac  device  implantation  is  4  percent 
and  that  the  cost  to  treat  each 
pacemaker  infection  is  approximately 
$25,000. 

•  Evidence-based  guidelines  for 
preventing  these  infections. 

Our  response  in  that  FY  2009  final 
rule  was  that  “surgical  site  infection 
following  certain  cardiac  device 
procedures  is  a  strong  candidate  HAC.” 
We  stated  the  condition  is  high-cost, 
high-volume,  triggers  a  higher-paying 
MS-DRG,  and  may  be  considered 
reasonably  preventable  through  the 
application  of  evidence-based 
guidelines.  We  further  explained  that 
we  did  not  propose  this  specific 
condition  in  the  FY  2009  IPPS  proposed 
rule;  however,  we  expect  to  propose 
surgical  site  infection  following  certain 
cardiac  device  procedures,  as  well  as 
surgical  site  infection  following  other 
types  of  device  procedures,  as  future 
candidates.  We  also  stated  that  we 
looked  forward  to  working  with 
stakeholders  to  identify  additional 
procedures,  such  as  device  procedures, 
in  which  SSIs  could  be  considered 
reasonably  preventable  through  the 
application  of  evidence-based 
guidelines.  We  continue  to  agree  with 
public  commenters  from  FY  2009  that 
SSI  Following  Implantation  of  Cardiac 
Device  Procedures  is  a  strong  candidate 
and  made  this  specific  proposal  for  FY 
2013  for  that  reason. 

In  light  of  the  public  comments  we 
received,  and  given  our  prior 
establishment  of  a  broad  HAC  category 
for  SSIs  in  relation  to  HACs  and 
historical  discussion  of  SSI  following 
certain  cardiac  device  procedures  as  a 
strong  candidate,  in  this  final  rule,  we 
are  modifying  our  proposal  so  that, 
rather  than  this  procedure  being  a  new 
HAC  category,  we  are  finalizing  SSI 
Following  CIED  Procedures  as  a  new 
subcategory  under  SSIs  (for  example, 
HAC  9D  Surgical  Site  Infection 
Following  Cardiac  Implantation). 

Comment:  Some  commenters  opposed 
the  use  of  administrative/claims  data  to 
identify  HAIs  in  the  HAC/POA  Program 
and  noted  that  the  proposed  rule  stated 
that  there  is  no  unique  code  that 
identifies  SSI  Following  CIED 
procedures,  and  thus  CMS  proposed  to 
use  a  combination  of  codes  to  capture 
these  data.  The  commenters  believed 
the  use  of  claims  data  for  the 
determination  of  HAIs/HACs  has 
limited  value  in  improving  patient  care 


because  claims  data  do  not  provide 
precise  identification- of  HAIs,  nor  do 
they  provide  information  in  a  timely 
manner  to  provide  effective  treatment. 

Response:  We  appreciate  the 
commenters’  concern  that 
administrative  data  may  not  provide  the 
most  precise  identification  of  HAIs  and 
their  comments  about  the  codes  used  to 
identify  the  conditions  proposed  for 
addition  to  the  HAC  list.  However,  we 
point  out  that  the  statute  establishes  this 
policy  as  a  payment  policy,  which  is 
implemented  on  a  per  claim  basis  by 
adjusting  the  MS-DRG  assignment.  The 
statute  further  requires  that  the 
conditions  on  the  HAC  list  must  be 
identifiable  through  ICD-9-CM  codes. 
The  conditions  identified  on  the  HAC 
list  and  the  corresponding  codes  or 
combinations  of  codes  used  to  make  a 
payment  adjustment  are  not  intended  to 
provide  information  in  a  timely  manner 
to  provide  treatment  to  any  particular 
individual.  The  statute  establishes  a 
payment  adjustment  that  can  encourage 
hospitals  to  make  improvements  with 
regard  to  a  limited  number  of  conditions 
that,  if  they  did  not  occur,  could  have 
otherwise  resulted  in  an  increased 
payment  for  a  reasonably  avoidable 
complication. 

Comment:  One  commenter  did  not 
believe  that  punitive  payment 
mechanisms  coupled  with  the  lack  of 
risk  adjustment  for  the  conditions  on 
the  HACs  list  is  the  most  appropriate  or 
effective  method  to  reduce 
complications.  Commenters  also 
asserted  that  CMS  is  expanding  the  HAC 
program  “without  fully  understanding 
the  impact  of  appropriate  risk 
adjustment.” 

Response:  We  appreciate  the 
commenters’  response,  but  disagree 
with  their  assumptions.  We  received 
similar  comments  regarding  the 
addition  of  two  new  codes  to  another 
existing  HAC  category.  We  note  that  our 
response  is  similar.  The  HAC/POA 
Program  is  part  of  an  array  of  tools  used 
by  the  Medicare  program  to  promote 
increased  quality  and  efficiency  of  care. 
These  tools  include  quality 
measurement,  as  well  as  payment 
adjustments.  Because  of  their 
importance,  HACs  have  been  included 
in  multiple  tools  used  by  Medicare  to 
measure  quality  of  services  provided 
and  performance,  and  to  determine 
payment  adjustments.  Under  the  IPPS, 
hospitals  are  encouraged  to  treat 
patients  efficiently  because  they  receive 
the  same  DRG  payment  for  stays  that 
vary  in  length  and  in  the  services 
provided,  which  gives  hospitals  an 
incentive  to  avoid  unnecessary  costs  in 
the  delivery  of  care.  In  some  cases,  such 
as  when  a  nonselected  CC/MCC  appears 


on  a  claim,  conditions  acquired  in  the 
hospital  do  not  generate  higher 
payments  than  the  hospital  would 
otherwise  receive  for  cases  without 
these  conditions.  To  this  extent,  the 
IPPS  encourages  hospitals  to  avoid 
complications. 

With  regard  to  risk  adjustment,  risk 
adjustment  is  not  a  requirement  under 
section  1886(d)(4)(D)  of  the  Act  for 
inclusion  of  a  condition  on  the  HAC  list 
for  payment  adjustment.  We  believe  the 
commenters  may  be  confusing  the  HAC 
payment  adjustment  policy  with  quality 
measurement  policies,  where  risk 
adjustment  is  sometimes  used.  We 
believe  meeting  the  statutory  criteria  as 
specified  encourages  hospitals  to 
promote  measures  to  protect  all  patients 
from  reasonably  preventable  HACs. 

Comment:  One  commenter  stated:  “It 
is  inappropriate  for  CMS  to  deny 
payment  for  HAC  related  complications 
without  taking  into  consideration 
whether  a  patient  did,  in  fact,  receive 
optimal  evidence-based  care  given  that 
the  rates  of  many  of  the  HACs  cannot 
reach  zero.” 

Response:  We  appreciate  the 
commenter’s  response.  We  believe  that, 
although  it  may  be  difficult  to  reduce 
the  incidence  of  conditions  on  the  HAC 
list  to  zero,  the  incidence  of  conditions 
can  be  significantly  reduced  in  cases 
where  evidence-based  guidelines  for  the 
preventi6n  of  the  condition  exist  and 
are  used.  -Additionally,  we  point  out 
that  payment  is  not  denied,  but  could  be 
made  at  a  lower  paying  MS-DRG  rate. 

If  any  nonselected  CC/MCC  appears  on 
the  claim  when  a  HAC  is  not  present  on 
admission,  the  claim  will  be  paid  at  the 
higher  MS-DRG  rate,  so  the  hospital 
would  not  receive  a  lower  payment. 
Finally,  in  accordance  with  42  CFR 
412.60(d),  hospitals  may  appeal  the 
DRG  assignment  on  a  claim  within  60 
days  of  the  initial  notice  of  the  DRG 
assignment.  This  may  be  of  interest  to 
the  public,  as  the  commenter  expressed 
concern  about  those  cases  where  a  HAC 
occurs  and  a  lower  paying  MS-DRG 
assignment  is  made. 

After  consideration  of  the  public 
comments  we  received,  in  this  final 
rule,  we  are  modifying  our  proposal  to 
add  SSI  Following  CIED  Procedures  as 
a  HAC  condition.  Our  final  policy 
makes  SSI  following  CIED  Procedures  a 
sub-HAC  condition  within  the  SSI  HAC 
category  subject  to  the  HAC  payment 
provision  for  discharges  occurring  on  or 
after  October  1,  2012. 

c.  New  Candidate  HAC  Condition: 
Iatrogenic  Pneumothorax  With  Venous 
Catheterization 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27896  through 
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27897),  we  discussed  our  rationale  for 
proposing  a  new  condition.  Iatrogenic 
Pneumothorax  with  Venous 
Catheterization,  for  selection  as  a  HAC 
for  FY  2013  under  section  1886(d)(4)(D) 
of  the  Act.  We  previously  proposed 
Iatrogenic  Pneumothorax  more  generally 
as  a  HAC  in  the  FY  2009  IPPS 
rulemaking  (73  FR  48485). 

In  the  FY  2009  IPPS  final  rule  (73  FR 
48485),  we  considered  Iatrogenic 
Pneumothorax  as  a  condition  but  did 
not  finalize  it  due  to  commenters’ 
concerns  about  the  preventability  of  the 
condition  when  following  the  evidence- 
based  guidelines.  Most  commenters 
opposed  the  selection  of  Iatrogenic 
Pneumothorax  as  a  HAC  and  indicated 
that  the  evidence-based  guidelines  often 
acknowledge  that  Iatrogenic 
Pneumothorax  is  a  known  relatively 
common  risk  for  certain  procedures. 
Further,  with  regard  to  evidence-based 
guidelines,  many  commenters  opposed 
designation  of  this  condition  as  a  HAC 
due  to  a  lack  of  consensus  within  the 
medical  community  regarding  its 
preventability.**  Some  commenters 
offered  suggestions  to  exclude  certain 
procedures  or  situations,  including 
central  line  placement,  thoracotomy, 
and  the  use  of  a  ventilator,  if  Iatrogenic 
Pneumothorax  were  to  be  selected  as  a 
HAC.  In  that  rule,  we  noted  that  we 
would  continue  to  review  the 
development  of  evidence-based 
guidelines  for  the  prevention  of 
Iatrogenic  Pneumothorax  if  evidence 
warranted  and  consider  Iatrogenic 
Pneumothorax  as  a  HAC  in  the  future. 
We  refer  readers  to  that  final  rule  for  a 
more  detailed  discussion  (73  FR  48485). 
To  address  concerns  raised  by 
commenters  in  FY  2009,  we  reviewed 
changes  in  the  standard  of  care  and 
evidence-based  guidelines  to  identih' 
specific  situations  where  Iatrogenic 
Pneumothorax  would  be  considered 
reasonably  preventable  and  identified 
venous  catheterization  as  one  such 
instance. 

Pneumothorax  is  defined  as  the 
presence  of  air  or  gas  in  the  pleural 
cavity,  which  is  the  space  between  the 
covering  of  the  tissue  of  the  lung  and 
parietal  pleura,  or  the  part  of  the  pleura 
that  lines  the  chest  wall.  The  presence 
of  air  in  this  space  partially  or 
completely  collapses  the  lung  and  is  life 
threatening.  Air  can  enter  the 
intrapleural  space  through  a  passage 
through  the  chest  wall.  Iatrogenic 
Pneumothorax  is  a  type  of  traumatic  ’ 
pneumothorax  that  results  from 
incursion  into  the  pleural  space 


■  Ahan.  et  al.:  Accidental  Iatrogenic 
Pnt!umothorax  in  Hospitalized  Patients.  Medical 
Care.  44(2):182-6.  Feb.  2006. 


secondary  to  diagnostic  or  therapeutic 
medical  intervention,  such  as  needle 
placement  for  central  line  catheter 
guidance. 

There  is  no  unique  code  that 
identifies  Iatrogenic  Pneumothorax  with 
Venous  Catheterization.  However, 
Iatrogenic  Pneumothorax  with  Venous 
Catheterization  can  be  identified  as  a 
subset  of  discharges  with  ICD-9-CM 
diagnosis  code  512.1  (Iatrogenic 
pneumothorax).  Our  clinical  advisors 
believe  that  diagnosis  code  512.1,  in 
combination  with  the  associated 
procedure  code  38.93  (Venous 
catheterization  NEC),  can  accurately 
identify  Iatrogenic  Pneumothorax  with 
Venous  Catheterization.  In  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule  (77  FR 
27896  through  27897),  we  proposed  to 
identify  Iatrogenic  Pneumothorax  with 
Venous  Catheterization  reported  in 
combination  with  diagnosis  code  512.1 
(Iatrogenic  pneumothorax)  and 
procedure  code  38.93  (Venous 
catheterization  NEC).  We  recognize  that, 
in  quality  measurement  such  as  with  the 
Agency  for  Healthcare  Research  and 
Quality  (AHRQ)  Patient  Safety  Indicator 
(PSI)  Number  6  (Iatrogenic 
Pneumothorax  Rate),  exclusion  criteria 
afe  used  to  increase  the  accuracy  of 
identifying  these  cases.  We  believe  that, 
by  limiting  our  proposal  to  include 
Iatrogenic  Pneumothorax  as  a  HAC  only 
in  the  context  of  venous  catheterization, 
we  have  improved  our  ability  to 
accurately  identify  these  cases.  While 
we  did  not  propose  exclusion  criteria, 
we  welcomed  public  comment  in  this 
regard.  In  addition,  we  believe  this  more 
narrow’ly  tailored  condition  meets  the 
three  criteria  for  inclusion  on  the  HAC 
list,  as  discussed  in  greater  detail  below. 

First,  the  condition  is  one  that  is  high 
cost  and  high  volume.  We  reviewed 
Medicare  claims  data  in  the  FY  2011 
MedPAR  file.  We  found  that  there  were 
4,467  inpatient  discharge  cases  coded 
for  Iatrogenic  Pneumothorax  with 
Venous  Catheterization  as  specified  by 
diagnosis  code  512.1  reported  with 
procedure  code  38.93.  The  cases  had  an 
average  cost  of  S39,128  for  the  entire 
hospital  stay.  We  found  that  there  were 
612  inpatient  discharge  cases  coded  for 
Iatrogenic  Pneumothorax  with  Venous 
Catheterization  as  specified  by  diagnosis 
code  512.1  reported  with  procedure 
code  38.93  submitted  through  Medicare 
claims  reported  as  POA.  These  POA 
cases  had  an  average  cost  of  S26,693. 

We  also  found  that  there  were  3,855 
inpatient  discharge  cases  coded  for 
Iatrogenic  Pneumothorax  with  Venous 
Catheterization  as  specified  by  diagnosis 
code  512.1  reported  with  procedure 
code  38.93  submitted  through  Medicare 
claims  reported  as  NPOA.  These  NPOA 


cases  had  an  average  cost  of  S4 1,1 02. 

We  note  that  these  data  are  consistent 
with  other  data  presented  for  current 
HACs.  Therefore,  we  believe  this 
condition  is  high  cost  and  high  volume. 

In  addition,  we  reviewed  the 
literature  regarding  this  condition.  The 
cannulation  of  veins  (that  is,  insertion  of 
a  catheter)  with  central  venous 
catheterization  is  an  important  aspect  of 
patient  care  for  the  administration  of 
fluids  and  medications  and  for 
monitoring  purposes.  Eight  percent  of 
hospitalized  patients  receive  a  central 
venous  catheter,  and  more  than  5 
million  central  venous  catheters  are 
inserted  in  the  United  States  each  year. 
Indwelling  catheters  have  several 
known  complications  and  side  effects 
associated  with  their  use,  such  as 
infections  or  vessel  damage. 
Additionally,  there  are  risks  associated 
with  the  placement  of  central  venous 
catheters  including  the  risk  of 
pneumothorax  for  central  catheters 
placed  in  the  upper  area  of  the  patient’s 
neck  or  chest  when  placed  in  the 
internal  jugular  or  subclavian  veins. 
Mechanical  complications  associated 
with  Iatrogenic  Pneumothorax  are 
reported  to  occur  in  5  to  19  percent  of 
patients.** 

Second,  the  condition  of  Iatrogenic 
Pneumothorax  with  Venous 
Catheterization  as  specified  in  our 
proposal  is  a  CC  under  the  MS-DRGs. 

Third,  there  are  widely  recognized 
guidelines  that  address  the  prevention 
of  Iatrogenic  Pneumothorax  with 
Venous  Catheterization,  and  we  believe 
that  Iatrogenic  Pneumothorax  in  the 
context  of  venous  catheterization  is 
reasonably  preventable  through 
application  of  these  evidence-based 
guidelines. 

In  terms  of  guidelines,  the  AHRQ,  in 
a  2001  report  “Making  Health  Care 
Safer:  A  Critical  Analysis  of  Patient 
Safety  Practices”  (AHRQ  Publication 
No.  01-EO58)  recommended  the  use  of 
ultrasound  for  the  placement  of  all 
central  venous  catheters  as  one  of  its  11 
practices  aimed  at  improving  patient 
care.  Current  standard  placement 
techniques  for  these  venous  catheters 
rely  on  the  knowledge  of  anatomic 
landmarks  and  other  indicators  to  guide 
the  initial  cannulation  of  the  vein.  The 
increase  in  the  number  of  small, 
advanced,  and  portable  2D  ultrasound 
devices  has  inspired  the  use  of  these 
newer  ultrasound  devices  in  central 
venous  line  placement,  as  now  direct 
visualization  of  the  target  vessel  can  be 


®  McGee,  D.  C.  and  M.  K.  Gould  (2003). 
“Preventing  Complications  of  Central  Venous 
Catheterization.”  New  England  Journal  of  Medicine, 
348(12):  1123-1133. 
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achieved,  making  it  easier  to  avoid  these 
complications.  Recommendations  for 
the  use  of  ultrasound  as  an  adjunct  to 
central  venous  line  placement  now  exist, 
and  are  based  on  supportive  literature 
Category  A  (Randomized  controlled 
trials  report  statistically  significant  (P  > 
.01]  differences  between  clinical 
interventions  for  a  specified  clinical 
outcome)  with  a  Level  1  weight  of 
scientific  evidence  (multiple 
randomized  controlled  trials  with  the 
aggregated  findings  supported  by  meta¬ 
analysis). Several  studies  have  shown 
a  decrease  in  the  mechanical 
complication  rate  with  the  use  of 
ultrasound  during  line  placement.” 
Guidelines  for  performing  ultrasound 
guided  vascular  cannulation  have  been 

recently  published. 

We  believe  new  evidence-based 
guidelines  provide  substantial  clinical 
guidance  for  reasonable  prevention 
when  this  condition  occurs  in  the 
context  of  venous  catheterization.  In  the 
proposed  rule,  we  invited  public 
comment  on  whether  Iatrogenic 
Pneumothorax  with  Venous 
Catheterization  meets  the  requirements 
set  forth  under  section  1886(d)(4)(D)  of 
the  Act,  as  well  as  other  coding  and 
prevention  issues  associated  with  our 
proposal  to  add  this  proposed 
condition,  as  a  condition  subject  to  the 
HAG  payment  provision  for  discharges 
occurring  on  or  after  October  1,  2012. 
We  stated  that  we  were  particularly 
interested  in  public  comment  on  how 
limiting  the  condition  to  situations  in 
which  it  occurs  in  conjunction  with 
venous  catheterization  influences 
preventability,  and  whether  additional 
limits  should  be  considered  in  the 
context  of  venous  catheterization. 

Comment:  Some  commenters 
supported  CMS’  proposal  to  include 
Iatrogenic  Pneumothorax  with  Venous 
Catheterization  as  a  candidate  condition 
for  the  HAC  list.  Some  commenters 
noted  that  this  proposal  aligns  with  and 
encourages  use  of  “widely  recognized” 
guidelines  based  in  research  evidence. 


•‘’Echoc,  A.  U.  R.  b.  t.  A.  S.  o.  A.  a.  t.  S.  o.  C. 

A.  T.  F.  o.  T.  (2010).  “Practice  Guidelines  for 
Perioperative  Transesophageal  Echocardiography.” 
Anesthesiology,  112(5):  1084-1096  1010.1097/ 
ALN.1080bl013e3181cl051el090. 

Hind,  D.:  “Ultrasonic  device  for  central  venous 
cannulation;  Meta-analysis.”  BJM,  2003,  vol.  327, 
7411:361-364;  and  Troianos,  C.  A.,  G.  S.  Hartman, 
et  aJ.  (20121.  “Guidelines  for  Performing  Ultrasound 
Guided  Vascular  Cannulation;  Recommendations  of 
the  American  Society  of  Echocardiography  and  the 
Society  of  Cardiovascular  Anesthesiologists.” 
Anesthesia  and  Analgesia,  114(1):  46-72. 

'^Troianos,  C.  A.,  G.  S.  Hartman,  et  al.  (2012). 
“Guidelines  for  Performing  Ultrasound  Guided 
Vascular  Cannulation:  Recommendations  of  the 
American  Society  of  Echoceudiography  and  the 
Society  of  Cardiovascular  Anesthesiologists.” 
Anesthesia  and  Analgesia,  114(1):  46-72. 


including  AHRQ’s  2001  published 
report,  “Making  Healthcare  Safer;  A 
Critical  Analysis  of  Patient  Safety 
Practices”  (AHRQ  Publication  No.  01- 
E058),  that  shows  iatrogenic 
pneumothorax  can  be  a  reasonably 
preventable  complication  when 
performing  the  venous  catheterization 
using  an  ultrasound.  One  commenter 
stated,  “Recent  studies  have  highlighted 
the  cost  savings  and  increased  quality  of 
care  that  ultrasound  guided 
catheterization  can  provide  *  *  *  [and 
that]  fewer  complications  from  needle 
placement  result  in  improved  patient 
outcomes  and  greater  clinician 
efficiency. “Another  commenter  listed 
additional  guidelines,  such  as  the  2002 
guidance  from  CDC  regarding  the  use  of 
ultrasound  and  the  prevention  of 
intravascular  catheter-related 
complications,  the  200Z  guidance  from 
the  National  Institute  for  Health  and 
Clinical  Excellence  (NICE)  on  the  use  of 
ultrasound  for  placing  central  venous 
catheters,  the  2001  (revised  in  2008) 
guidance  from  the  American  College  of 
Emergency  Physicians  which  represents 
the  first  specialty  specific 
comprehensive  guidelines  for  the  use  of 
ultrasound  in  emergency  medicine,  and 
the  2012  practice  guideline  from  the 
American  Society  of  Anesthesiologists 
(ASA)  Taskforce  on  Central  Venous 
Access  for  central  venous  access  defined 
as  placement  of  a  catheter  such  that  the 
catheter  is  inserted  into  a  venous  great 
vessel. 

Another  commenter  noted  that  “Since 
2001,  controlled  trials  have  been 
published  evaluating  ultrasound  guided 
central  venous  catheterization  in 
various  types  of  patient  populations 
*  *  *  and’  found  significantly  higher 
success  rates  and  reduced  complication 
rates  in  all  studies.” 

Response:  We  agree  with  commenters’ 
input  and  appreciate  the  commenters’ 
support. 

Comment:  One  commenter 
encouraged  CMS  to  add  exclusion 
criteria  “to  prevent  reporting  errors”  of 
the  Iatrogenic  Pneumothorax  with 
Venous  Catheterization  HAC.  Another 
commenter  recommended  that  CMS  add 
the  following  exclusion  codes  to 
distinguish  iatrogenic  and  spontaneous 
pneumothorax;  pneumothorax  and  air 
leaks:  ICD-9-CM  codes  512.2 
(Postoperative  air  lhak),  512.81  (Primary 
Spontaneous  Pneumothorax),  512.82 
(Secondary  spontaneous 
pneumothorax),  512.83  Chronic 
pneumothorax),  512.84  (Other  air  leak), 
and  512.89  (Other  Pneumothorax).  One 
of  the  commenters  noted  that  Iatrogenic 
Pneumothorax  does  not  have  an  ICD-9- 
CM  code. 


Response:  We  thank  the  commenters 
for  their  response.  At  this  time,  we 
continue  to  believe  that,  by  limiting  our 
proposal  to  include  Iatrogenic 
Pneumothorax  as  a  HAC  only  in  the 
context  of  venous  catheterization,  we 
have  improved  our  ability  to  accurately 
identify  these  cases  and  that  no  further 
exclusion  criteria  are  needed.  We 
believe  that  the  commenter  may  have 
misunderstood  our  proposed  policy  in 
offering  the  specific  suggestions  for 
exclusion  codes.  First,  the  commenter  is 
mistaken  about  there  not  being  a  code 
for  Iatrogenic  Pneumothorax  in  ICD-9- 
CM.  The  condition  is  indexed  clearly  to 
diagnosis  code  512.1  (Iatrogenic 
pneumothorax).  Also,  as  specified,  this 
HAC  would  not  include  the  codes  for 
spontaneous  pneumothorax  because  it  is 
not  a  complication  as  a  result  of  a 
medical  intervention  and,  therefore,  is 
not  iatrogenic.  ICD-9-CM  diagnosis 
code  512.1  is  specific  enough  to  capture 
those  complications  that  have  been 
caused  through  medical  intervention  in 
the  context  of  venous  catheterization. 

Comment:  Some  commenters  opposed 
the  addition  of  the  Iatrogenic 
Pneumothorax  with  Venous 
Catheterization  condition  “because  it 
puts  hospitals  at  risk  of  being  penalized 
twice  for  the  same  event.”  Commenters 
pointed  out  that  CMS  proposed  to  add 
a  patient  safety  composite  measure  that 
includes  Iatrogenic  Pneumothorax  with 
Venous  Catheterization  to  the  Hospital 
VBP  Program.  In  the  commenters’  view, 
this  penalizes  hospitals  twice  for  the 
same  event.  The  commenters  noted  that 
they  supported  reducing  iatrogenic 
pneumothorax  as  a  patient  safety  goal 
for  CMS,  and  urged  CMS  to  “select  only 
one  program  in  which  to  measure 
hospitals’  performance  on  IPs  with 
venous  catheterization.”  In  addition,  the 
commenters  stated  that  “CMS  has 
continued  to  add  additional 
components  to  the  HAC  list  without 
fully  understanding  the  impact  of 
appropriate  risk  adjustment.” 

Response:  We  received  similar  public 
comments  regarding  our  proposal  to 
include  SSI  Following  CIED  Procedures 
in  the  existing  HAC  category,  and, 
similarly,  we  appreciate  the 
commenters’  response  bu^  disagree  with 
their  assumptions.  As  we  responded 
above  with  regard  to  the  SSI  Following 
CIED  Procedures  condition,  the.HAC/ 
POA  program  is  part  of  an  array  of  tools 
used  by  the  Medicare  program  to 
promote  increased  quality  and 
efficiency  of  care.  These  tools  include 
quality  measurement,  as  well  as 
payment  adjustments.  Because  of  their 
importance,  HACs  have  been  included 
in  multiple  tools  used  by  the  Medicare 
program  to  measure  quality  of  services 
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provided  and  performance,  and  to 
determine  payment  adjustments.  Under 
the  IPPS.  hospitals  are  encouraged  to 
treat  patients  efficiently  because  they 
receive  the  same  DRG  payment  for  stays 
that  vary  in  length  and  in  the  services 
provided,  which  gives  hospitals  an 
incentive  to  avoid  unnecessary  costs  in 
the  delivery  of  care.  In  some  cases,  such 
as  when  a  nonselected  CC/MCC  appears 
on  a  claim,  conditions  acquired  in  the 
hospital  do  not  generate  higher 
pavments  than  the  hospital  would 
otherwise  receive  for  cases  without 
these  conditions.  To  this  extent,  the 
IPPS  encourages  hospitals  to  avoid 
complications  and  would  not  generally 
“penalize  hospitals  twice.” 

With  regard  to  risk  adjustment,  risk 
adjustment  is  not  a  requirement  under 
section  1886(d)(4)(D)  of  the  Act  for 
inclusion  of  a  condition  on  the  HAG  list 
for  payment  adjustment.  We  believe  the 
commenters  may  be  confusing  the  HAG 
payment  adjustment  policy  with  quality 
measurement  policies,  where  risk 
adjustment  is  sometimes  used.  We 
believe  meeting  the  statutory  criteria  as 
specified  encourages  hospitals  to 
promote  measures  to  protect  all  patients 
from  reasonably  preventable  hospital- 
acquired  conditions. 

Comment:  Some  commenters  opposed 
the  inclusion  of  Iatrogenic 
Pneumothorax  with  Venous 
Catheterization  as  a  HAG  candidate 
condition  because  they  did  not  believe 
that  this  proposed  HAG  condition  is 
high-volume. 

Response:  We  received  similar 
comments  with  regard  to  our  proposal 
to  include  SSI  Following  CIED 
Procedures  as  a  HAG  candidate 
condition.  We  similarly  point  out  that 
our  proposal  characterized  this 
condition  as  “high-cost  and  high- 
volume”  and  described  analysis  that 
showed  4,467  cases  and  an  average  cost 
of  539,128.  Furthermore,  as  discus.sed 
previously,  section  1886(d)(4)(D)  of  the 
Act  specifies  that  a  condition  on  the 
HAG  list  may  be  high-volume  or  high- 
cost  or  both.  It  does  not  require  the 
condition  to  be  both  and  a  condition 
that  was  only  high-cost  would  still  meet 
this  statutory  criterion. 

Comment:  Other  commenters 
“recommended  that  CMS  work  with 
GDC  and  other  quality  organizations  to 
identify  more  robust  measures  for 
HACjs]  prior  to  implementing  these  two 
proposed  conditions,  as  their  inclusion 
is  not  currently  endorsed  by  national 
quality  organizations.” 

Response:  In  establishing  the  HAG 
payment  policy  under  section 
1886(d)(4)(D)  of  the  Act,  our  experts 
have  worked  closely  with  the  public 
health  and  infectious  disease 


professionals  from  across  the 
Department  of  Health  and  Human. 
Services  to  identifv'  the  candidate 
preventable  HACs.  New  HAG  proposals 
are  made  in  consultation  with  the  GDC 
to  ensure  the  clinical  soundness  of  the 
proposal. 

Comment:  A  few  commenters  stated 
that  “For  many  conditions  on  the  HAG 
list,  occurrence  rates  cannot  be  reduced 
to  zero  or  near  zero  even  when  the 
evidence-based  guidelines  are 
followed.”  In  addition,  one  commenter 
stated  “We  believe  that  effective 
preventiv'e  measures  make  Iatrogenic 
Pneumothorax  reducible  but  not  100 
percent  preventable.  However,  the  same 
report  states  that  these  prevention 
strategies  may  reduce  the  incidence  but 
not  necessarily  eliminate  it.  CMS  should 
recognize  the  reality  that  a  target  rate  of 
zero  (“never  event”)  is  perhaps  not 
attainable  with  this  condition  at  this 
time.” 

Response:  We  appreciate  the 
commenters’  response.  We  believe  that, 
although  it  may  be  difficult  to  reduce 
the  incidence  of  conditions  on  the  HAG 
list  to  zero,  the  incidence  of  conditions 
can  be  significantly  reduced  in  cases 
where  evidence-based  guidelines  for  the 
prevention  of  the  condition  exist  and 
are  used.  For  Iatrogenic  Pneumothorax 
with  Venous  Catheterization,  the  use  of 
the  improved  newly  published 
evidence-based  guidelines  has  shown 
the  complication  rate  can  be  markedly 
reduced  in  the  placement  of  the  venous 
catheter  into  the  internal  jugular  vein. 

Comment:  A  few  commenters 
expressed  that  the  inclusion  of  the 
Iatrogenic  Pneumothorax  with  Venous 
Catheterization  condition  may  have 
unintended  and  deleterious 
consequences,  which  may  lead 
providers  toward  using  alternative  sites 
for  central  line  placement  that  are  less 
prone  to  pneumothorax,  but  carry 
increased  risk  of  mechanical  and 
infectious  complications.  They 
indicated  that  alternative  sites  could  be 
the  internal  jugular  or  femoral  veins. 
Because  of  these  consequences,  these 
commenters  did  not  support  the 
addition  of  Iatrogenic  Pneumothorax 
with  Venous  Catheterization  to  the  HAG 
list. 

Response:  We  believe  the  commenters 
may  have  misunderstood  our  proposal. 
The  new  HAG  condition  will  apply  to 
a  population  of  patients  w'ho  have 
iatrogenic  pneumothorax  as  a 
complication  of  central  venous 
placement  of  a  catheter  in  the  internal 
jugular  vein.  We  do  not  believe 
hospitals  will  be  led  to  consider 
alternative,  suboptimal  sites  for  central 
venous  access  because  of  this  new 
addition  to  the  HAG  list. 


Comment:  Some  commenters 
expressed  concerns  regarding  the  use  of 
ultrasound  in  academic  medical  centers 
and  Level  1  Trauma  Centers  for  venous 
catheter  placement  versus  the  use  of 
ultrasound  for  venous  catheter 
placement  in  small  community 
hospitals.  They  stated  that  “there  is 
little  to  no  data  on  how  often  ultrasound 
guidance  is  used  in  small  community 
medical  centers.”  Furthermore,  they 
stated  that  “ultrasound  guidance  is  less 
commonly  used  in  procedures  involving 
central  venous  access  via  the  subclavian 
vein,  and  is  often  impossible  to  use  in 
trauma  cases.” 

Response:  We  believe  that,  in 
applying  evidence-based  guidelines, 
hospitals  will  have  appropriately 
trained  hospital  personnel.  Also,  we 
point  out  that  the  lesser  paying  MS- 
DRG  is  not  assigned  when  additional 
nonselected  CC/MCCs  appear  on  a 
claim,  and  that  trauma  cases  may  likely 
involve  additional  nonselected  CC/ 
MCCs. 

As  we  indicated  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  27897), 
with  the  exception  of  the  condition  of 
Iatrogenic  Pneumothorax  with  Venous 
Catheterization,  at  this  time,  we  do  not 
believe  that  additional  analysis  exists 
that  would  require  us  to  change  our 
previous  determinations  regarding  the 
previously  considered  candidate  HACs 
in  the  FY  2008  IPPS  final  rule  with 
comment  period  (72  FR  47200  through 
47218).  the  FY  2009  IPPS  final  rule  (73 
FR  48471  through  48491),  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  final  rule  (74 
FR  43782  through  43785),  and  the  FY 
2012  IPPS/LTCH  PPS  final  rule  (76  FR 
51510  through  51511).  We  refer  readers 
to  these  rules  for  a  detailed  discussion 
that  supports  our  determination 
regarding  each  of  the  previously 
considered  candidate  HACs  and 
continue  to  encourage  public  dialogue 
about  refinements  to  the  HAG  list. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  add  Iatrogenic 
Pneumothorax  with  Venous 
Catheterization  with  the  codes  specified 
above  as  a  condition  subject  to  the  HAC 
payment  provision  for  discharges 
occurring  on  or  after  October  1,  2012. 

6.  RTI  Program  Evaluation  Summary 

On  September  30,  2009,  a  contract 
was  awarded  to  Research  Triangle 
Institute,  International  (RTI)  to  evaluate 
the  impact  of  the  Hospital-Acquired 
Condition-Present  on  Admission  (HAC- 
POA)  provisions  on  the  changes  in  the 
incidence  of  selected  conditions,  effects 
on  Medicare  payments,  impacts  on 
coding  accuracy,  unintended 
consequences,  and  infection  and  event 
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rates.  This  is  an  intra-agency  project 
with  funding  and  technical  support 
coming  from  CMS,  the  Office  of  Public 
Health  and  Science  (OPHS),  AHRQ,  and 
CDC.  The  evaluation  will  also  examine 
the  implementation  of  the  program  and 
evaluate  additional  conditions  for  future 
selection. 

RTFs  evaluation  of  the  HAC-POA 
provisions  is  divided  into  several  parts. 
The  evaluation  includes  conditions  that 
are  currently  treated  as  HACs  and  also 
previously  considered  candidate 
conditions.  We  refer  readers  to  the  FY 
2011  IPPS/LTCH  PPS  final  rule  (75  FR 
50085  through  50101)  and  the  FY  2012 
IPPS/LTCH  PPS  final  rule  (76  FR  51512 
through  51522)  for  a  fuller  description 
of  this  evaluation  and  findings  to  date 
regarding  analysis  of  FY  2009  and  FY 
2010  data,  respectively.  Summary  and 
detailed  data  were  made  publicly 


available  on  the  CMS  Web  site  at: 
http://w\v\i'.cms.gov/HospitalAcqCond/ 
01  Overview. asp  and  the  RTI  Web  site 
at:  http:/ /w'ww.rti.oro/reports/cms/ . 

RTFs  analysis  of  the  FY  2011 
MedPAR  data  file  for  the  HAC-POA 
program  evaluation  is  included  as 
follows  in  this  FY  2013  IPPS/LTCH  PPS 
final  rule.  These  summary  and  detailed 
data  are  available  on  the  CMS  Web  site 
at:  http://mvM'.cms.gov/Medicare/ 

Medi  care-Fee-for-Service-Paymen  t/ 
HospitalAcqCond/Hospital- 
Acquired_Conditions.html  and  the  RTI 
Web  site  at:  http://wi\nv.rti.org/reports/ 
cms/. 

a.  RTI  Analysis  of  FY  2011  POA 
Indicator  Reporting  Across  Medicare 
Discharges 

To  better  understand  the  impact  of 
HACs  on  the  Medicare  program,  it  is 


necessary  to  first  examine  the  incidence 
of  POA  indicator  reporting  across  all 
eligible  Medicare  discharges.  As 
mentioned  previously,  only  IPPS 
hospitals  are  required  to  submit  POA 
indicator  data  for  all  diagnosis  codes  on 
Medicare  claims.  Therefore,  all  non- 
IPPS  hospitals  were  excluded,  as  well  as 
providers  in  waiver  States  (Maryland) 
and  territories  other  than  Puerto  Rico. 

Using  MedPAR  claims  data  from 
October  2010  through  September  2011, 
RTI  found  a  total  of  approximately  89.3 
million  secondary  diagnoses  across 
approximately  8.94  million  discharges. 
As  shown  in  Chart  A  below,  the 
majority  of  all  secondary  diagnoses 
(77.57  percent)  were  reported  with  a 
POA  indicator  of  “Y,”  meaning  the 
condition  was  POA. 


Chart  A— POA  Code  Distribution  Across  All  Secondary  Diagnoses 


Number 

Percentage 

Total  Discharges  in  Final  File 

8,941,507 

Total  Number  of  Secondary  Diagnoses  Across  Total  Discharges 

89,252,194 

100.00 

POA 

Y . 

Indicator  Description 

Condition  present  on  admission . 

69,231,189 

77.57 

W . 

Status  cannot  be  clinically  determined  . 

21,796 

0.02 

N  . 

Condition  not  present  on  admission  . 

5,748,769 

6.44 

U  . 

Documentation  not  adequate  to  determine  if  condition  was  present  on  admission . 

207,258 

0.23 

1  . 

Exempted  ICD-9-CM  code  . 

14,043,182 

15.73 

Source:  RTI  Analysis  of  MedPAR  IPPS  Claims,  October  2010  through  September  2011. 


b.  RTI  Analysis  of  FY  2011  POA 
Indicator  Reporting  of  Current  HACs 

Following  the  initial  analysis  of  POA 
indicator  reporting  for  all  secondary 
diagnoses,  RTI  evaluated  POA  indicator 
reporting  for  specific  HAC-associated 
secondary  diagnoses.  The  term  “HAC- 
associated  secondary  diagnosis”  refers 
to  those  diagnoses  that  are  on  the 
selected  HAC  list  and  were  reported  as 
a  secondary  diagnosis.  Chart  B  below 
shows  a  summary  of  the  HAC  categories 
with  the  frequency  in  which  each  HAC 
was  reported  as  a  secondary  diagnosis 
and  the  corresponding  POA  indicators 


Chart  B— POA  Status  of  Current  HACS:  October  2010  Through  September  2011 
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After  Surgery  (CC) . 
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1 

0.2 

321 

53.0 
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2.  Air  Embolism  (MCC)  . 

45 

34 

75.6 

0 

0.0 

11 

24.4 

1  0  1  0.0 

3.  Blood  Incompatibility  (CC)  ... 

22 

10 

45.5 

1 

4.5 

50.0 

i  0  1  0.0 

4.  Pressure  Ulcer  Stages  III  & 

i 

1  i 

1  ' 

IV  (MCC)  . 

102,172 

1,742 

1.7 

75 

1  0.1 

I  100,328 

i  98.2 

i  27  1  0.0 

assigned  on  the  claims.  It  is  important 
to  note  that,  because  more  than  one 
HAC-associated  diagnosis  code  can  be 
reported  per  discharge  (that  is,  on  a 
single  claim),  the  frequency  of  HAC- 
associated  diagnosis  codes  may  be  more 
than  the  actual  number  of  discharges 
that  have  a  HAC-associated  diagnosis 
code  reported  as  a  secondary  diagnosis. 
Below  we  discuss  the  frequency  of  each 
HAC-associated  diagnosis  code  and  the 
POA  indicators  assigned  to  those 
claims. 

RTI  analyzed  the  frequency  of  each 
reported  HAC-associated  secondary 
diagnosis  (across  all  8.94  million 


discharges)  and  the  POA  indicator 
assigned  to  the  claim.  Chart  B  below 
shows  that  the  most  frequently  reported 
conditions  were  in  the  Falls  and  Trauma 
HAC  category,  with  a  total  of  181,157 
HAC-associated  diagnosis  codes  being 
reported  for  that  HAC  category.  Of  these 
181,157  diagnoses,  4,738  reported  a 
POA  indicator  of  “N”  for  not  POA  and 
175,831  diagnoses  reported  a  POA 
indicator  of  “Y”  for  POA.  The  lowest 
frequency  appears  in  the  Blood 
Incompatibility  HAC  category  with  only 
22  HAC-associated  secondary  diagnosis 
codes  reported. 
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Chart  B— POA  Status  of  Current  MACS;  October  2010  Through  September  2011— Continued 
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diagnosis 

Number 
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5.  Falls  and  Trauma  (MCC  & 

CC)  . 

181,157 

4,738 

2.6 

510 

0.3 

175,831 

97.1 

78 

0.0 

6.  Catheter-Associated  UTI 
(CC)  . 

16,807 

3,906 

23.2 

32 

0.2 

12,835 

76.4 

34 

0.2 

7.  Vascular  Catheter-Associ¬ 
ated  Infection  (CC)  . 

11,324 

5,910 

52.2 

25 

0.2 

5,366 

47.4 

23 

0.2 

8.  Poor  Glycemic  Control 
(MCC)  . 

15,360 

612 

4.0 

7 

0.0 

14,734 

95.9 

7 

0.0 

9 A.  Surgical  Site  Infection  Me- 
diastinitis  CABG  (CC) . 

58 

50 

86.2 

0 

0.0 

8 

13.8 

0 

0.0 

9B.  Surgical  Site  Infection  Fol¬ 
lowing  Certain  Orthopedic 
Procedures  (CC)  . 

356 

247 

69.4 

0 

0.0 

109 

30.6 

0 

0.0 

9C.  Surgical  Site  Infection  Fol¬ 
lowing  Bariatric  Surgery  for 
Obesity  (CC) . 

25 

24 

96.0 

0 

0.0 

1 

4.0 

0 

0.0 

10.  Pulmonary  Embolism  & 

DVT  Orthopedic  (MCC)  . 

3,368 

2,715 

80.6 

20 

0.6 

611 

18.1 

22 

0.7 

Total  *  . . 

331,300 

J _ 

20,271 

6.1 

671 

_ ^ 

310,166 

93.6 

192 

0.1 

*  More  than  one  HAC-associated  diagnosis  code  can  be  reported  per  discharge;  therefore,  frequency  of  HAC-associated  diagnosis  codes  may 
be  more  than  the  actual  number  of  discharges  that  have  a  HAC-associated  diagnosis  code  reported  as  a  secondary  diagnosis. 


In  the  FY  2009  IPPS  final  rule  (73  FR 
48486  through  48487),  we  adopted  as 
final  our  proposal  to:  (1)  pay  the  CC/ 
MCC  MS-DRGs  for  those  HACs  coded 
with  “Y”  and  “W”  indicators;  and  (2) 
not  pay  the  CC/MCC  MS-DRGs  for  those 
HACs  coded  with  “N”  and  “U” 
indicators.  We  also  discussed  the 
comments  we  received  urging  CMS  to 
strongly  consider  changing  the  policy 
and  to  pay  for  those  HACs  assigned  a 
POA  indicator  of  “U”  (documentation  is 
insufficient  to  determine  if  the 
condition  was  present  at  the  time  of 
admission).  We  stated  we  would 
monitor  the  extent  to  which  and  under 
what  circumstances  the  “U”  POA 
reporting  option  is  used.  In  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  final  rule,  we 
also  discussed  and  responded  to 
comments  regarding  HACs  coded  with 
the  “U”  indicator  (74  FR  43784  and 
43785).  As  shown  in  Chart  B  above, 
RTFs  analysis  provides  data  on  a  total 
of  671  HAC-associated  secondary 
diagnoses  reported  with  a  POA 
indicator  of  “U.”  Of  those  diagnoses, 
510  (0.3  percent)  were  assigned  to  the 
Falls  and  Trauma  HAC  category. 

We  continue  to  believe  that  better 
documentation  will  result  in  more 
accurate  public  health  data.  We  did  not 
propose  to  change  our  policy  under 
which  CMS  does  not  pay  at  the  higher 
CC/MCC  amount  when  a  selected  HAC 
diagnosis  code  is  reported  with  a  POA 
indicator  of  “U.” 

We  encourage  readers  to  further 
review  the  RTI  detailed  report  which 


demonstrates  the  frequency  of  each 
individual  HAC-associated  diagnosis 
code  within  the  HAC  categories.  For 
example,  in  the  Foreign  Object  Retained 
After  Surgery  HAC  category,  there  are 
two  unique  ICD-9-CM  diagnosis  codes 
to  identify  that  condition:  Code  998.4 
(Foreign  body  accidentally  left  during  a 
procedure)  and  code  998.7  (Acute 
reaction  to  foreign  substance 
accidentally  left  during  a  procedure).  In 
the  detailed  RTI  report,  readers  can 
view  that  code  998.4  was  reported  591 
times  and  code  998.7  was  reported  15 
times,  across  all  MS-DRGs,  for  a  total  of 
606  times.  The  RTI  detailed  report  is 
available  at  the  following  Web  site: 
http://\\'\v\v.rti.org/reports/cms/ . 

c.  RTI  Analysis  of  FY  2011  Frequency 
of  Discharges  and  POA  Indicator 
Reporting  for  Current  HACs 

RTI  further  analyzed  the  effect  of  the 
HAC  provision  by  studying  the 
frequency  in  which  a  HAC-associated 
diagnosis  was  reported  as  a  secondary 
diagnosis  with  a  POA  indicator  of  “N” 
or  “U”  and,  of  that  number^  how  many 
resulted  in  MS-DRG  reassignment.  In 
Chart  C  below,  Column  A  shows  the 
number  of  discharges  for  each  HAC 
category  where  the  HAC-associated 
diagnosis  was  reported  as  a  secondary 
diagnosis.  For  example,  there  were  45 
discharges  that  reported  Air  Embolism 
as  a  secondary  diagnosis.  Column  C 
show's  the  number  of  discharges  for  each 
HAC  reported  with  a  POA  indicator  of 
“N”  or  “U.”  Continuing  with  the 


example  of  Air  Embolism,  the  chart 
shows  that,  of  the  45  reported 
discharges,  34  discharges  (75.56 
percent)  had  a  POA  indicator  of  “N”  or 
“U”  and  were  identified  as  a  HAC 
discharge.  There  were  a  total  of  34 
discharges  to  which  the  HAC  policy 
applied  and  that  could,  therefore,  have 
had  an  MS-DRG  reassignment.  Column 
E  shows  the  number  of  discharges 
where  an  actual  MS-DRG  reassignment 
occurred.  As  shown  in  Column  E,  the 
number  of  discharges  with  an  Air 
Embolism  that  resulted  in  actual  MS- 
DRG  reassignments  was  14  (41.18 
percent  of  the  34  discharges  with  a  POA 
indicator  of  “N”  or  “U”).  Thus,  while 
there  were  34  discharges  (75.56  percent 
of  the  original  45)  with  an  Air  Embolism 
reported  with  a  POA  indicator  of  “N”  or 
“U”  identified  as  a  HAC  discharge  that 
could  have  caused  MS-DRG 
reassignment,  the  end  result  was  14 
(41.18  percent)  actual  MS-DRG 
reassignments.  There  are  a  number  of 
reasons  why  a  selected  HAC  reported 
with  a  POA  indicator  of  “N”  or  “U”  will 
not  result  in  MS-DRG  reassignment. 
These  reasons  were  illustrated  with  the 
diagram  in  section  II.F.l.  of  the 
preamble  of  this  final  rule  and  will  be 
discussed  in  further  detail  in  section 
II.F.3.e.  of  this  preamble. 

Chart  C  below  also  shows  that,  of  the 
287,993  discharges  with  a  HAC- 
associated  diagnosis  as  a  secondary 
diagnosis,  3,006  discharges  ultimately 
resulted  in  MS-DRG  reassignment.  As 
will  be  discussed  below,  there  were  15 
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claims  that  resulted  in  MS-DRG 
reassignment  where  2  HACs  were 
reported  on  the  same  admission.  The 
four  HAG  categories  that  had  the  most 
discharges  resulting  in  MS-DRG 
reassignment  were:  (1)  Falls  and 
Trauma;  (2)  Pulmonary  Embolism  and 
DVT  Orthopedic  (Orthopedic  PE/DVT): 
(3)  Pressure  Ulcer  Stages  III  &  IV;  and  (4) 
Gatheter- Associated  Urinary  Tract 
Infection  (CAUTI).  Codes  falling  under 
the  Falls  and  Trauma  HAG  category 
were  the  most  frequently  reported 
secondary  diagnoses  with  143,920 
discharges.  Of  these  143,920  discharges, 
4,555  (3.16  percent)  were  coded  as  not 
POA  and  identified  as  HAG  discharges. 
This  category  also  contained  the  greatest 
number  of  discharges  that  resulted  in  an 
MS-DRG  reassignment.  Of  the  4,555 
discharges  within  this  HAG  category 
that  were  not  POA,  1„241  (27.24 
percent)  resulted  in  an  MS-DRG 
reassignment. 

Of  the  287,993  total  discharges 
reporting  HAC-associated  diagnoses  as  a 
secondary  diagnosis,  3,044  discharges 
were  coded  with  a  secondary  diagnosis 
of  Orthopedic  PE/DVT.  Of  these  3,044 
discharges,  2,473  (81.24  percent)  were 
coded  as  not  POA  and  identified  as 
HAG  discharges.  This  category 
contained  the  second  greatest  number  of 
discharges  resulting  in  an  MS-DRG 
reassignment.  Of  the  2,473  discharges  in 
this  HAG  category  that  were  not  POA, 
1,082  discharges  (43.75  percent) 
resulted  in  an  MS-DRG  reassignment. 

The  Pressure  Ulcer  Stages  III  &  IV 
category  had  the  second  most  frequently 
coded  secondary  diagnoses,  with  96,646 
discharges.  Of  these  discharges,  1,770 
(1.83  percent)  were  coded  as  not  POA 
and  identified  as  HAG  discharges.  This 
category  contained  the  third  greatest 
number  of  discharges  resulting  in  an 


MS-DRG  reassignment.  Of  the  1,770 
discharges  in  this  HAG  category  that 
were  not  POA,  286  discharges  (16.16 
percent)  resulted  in  an  MS-DRG 
reassignment. 

The  Gatheter-Associated  UTI  category 
had  the  third  most  frequently  coded 
secondary  diagnoses,  with  16,807 
discharges.  Of  these  discharges,  3,918 
(23.31  percent)  were  coded  as  not  POA 
and  identified  as  HAG  discharges.  This 
category  contained  the  fourth  greatest 
number  of  discharges  resulting  in  an 
MS-DRG  reassignment.  Of  the  3,918 
discharges  in  this  HAG  category  that 
were  not  POA,  160  discharges  (4.08 
percent)  resulted  in  an  MS-DRG 
reassignment. 

The  remaining  6  HAG  categories  only 
had  237  discharges  that  ultimately 
resulted  in  MS-DRG  reassignment.  We 
note  that,  even  in  cases  where  a  large 
number  of  HAC-associated  secondary 
diagnoses  were  coded  as  not  POA,  this 
finding  did  not  necessarily  translate  into 
a  large  number  of  discharges  that 
resulted  in  MS-DRG  reassignment.  For 
example,  only  20  of  the  5,921  Vascular 
Catheter-Associated  Infection  secondary 
diagnoses  that  were  coded  as  not  POA 
and  identified  as  HAG  discharges 
resulted  in  an  MS-DRG  reassignment. 

There  were  a  total  of  431  discharges 
with  a  HAC-associated  secondary 
diagnosis  reporting  a  POA  indicator  of 
“N"  or  “U”  that  were  excluded  from 
acting  as  a  HAG  discharge  (subject  to 
MS-DRG  reassignment)  due  to  the  CC 
Exclusion  List  logic  within  the 
GROUPER.  The  CC  Exclusion  List 
identifies  secondary  diagnosis  codes 
designated  as  a  CC  or  an  MCC  that  are 
disregarded  by  the  GROUPER  logic 
when  reported  with  certain  principal 
diagnoses.  For  example,  a  claim  with  a 
principal  diagnosis  code  of  250.83 


(Diabetes  with  other  specified 
manifestations,  type  1  [juvenile  type], 
uncontrolled)  and  a  secondary  diagnosis 
code  of  250.13  (Diabetes  with 
ketoacidosis,  type  1,  [juvenile  tvpe], 
uncontrolled)  with  a  POA  indicator  of 
“N”  would  result  in  the  HAC-associated 
secondary  diagnosis  code  250.13  being 
ignored  as  a  CC.  According  to  the  CC 
Exclusion  List,  code  250.13  is  excluded 
from  acting  as  a  CC  when  code  250.83, 
is  the  principal  diagnosis.  As  a  re,sult, 
the  HAG  logic  would  not  be  applicable 
to  that  case.  For  a  detailed  discussion  on 
the  CC  Exclusion  List,  we  refer  readers 
to  section  II.G.9.  of  this  preamble. 

Discharges  where  the  HAG  logic  was 
not  applicable  due  to  the  CC  Exclusion 
List  occurred  among  the  following  5 
HAG  categories:  Pressure  Ulcer  Stages 
III  and  IV  (30  cases).  Falls  and  Trauma 
(303  cases),  Catheter-Associated  UTI  (20 
cases).  Vascular  Catheter-Associated 
Infection  (14  cases),  and  Manifestations 
of  Poor  Glycemic  Control  (64  cases). 
Further  information  regarding  the 
specific  number  of  cases  that  were 
excluded  for  each  HAC-associated 
secondary  diagnosis  code  within  each  of 
the  above  mentioned  HAG  categories  is 
also  available.  We  refer  readers  to  the 
RTI  detailed  report  at  the  following  VVeb 
site:  http://v\'\v\v. rti.org/reports/cms/. 

In  summary.  Chart  C  below 
demonstrates  that  there  were  a  total  of 
287,993  discharges  with  a  reported 
HAC-associated  secondary  diagnosis.  Of 
the  total  287,993  discharges,  19,839 
(6.54  percent)  discharges  were  HACs 
reported  with  a  POA  indicator  of  “N”  or 
“U”  that  were  identified  as  a  HAG 
discharge.  Of  these  19,839  discharges, 
the  number  of  discharges  resulting  in 
MS-DRG  reassignments  was  3,006 
(15.96  percent). 


Chart  C— Discharge  Frequencies  of  Current  CMS  HACS  October  2010  Through  September  2011 
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41.18 

3.  Blood  Incompatibility . 

22 

0.00 

11 

50.00 

1 

9.09 

4.  Pressure  Ulcer  Stages  III  &  IV  . 

96,646 

1.08 

1,770 

1.83 

286 

16.16 

5.  Falls  and  Trauma . 

147,684 

1.65 

4,596 

3.11 

1,259 

27.39 

a.  Fracture  . 

128,065 

1.43 

3,829 

2.99 

996 

26.01 

b.  Dislocation  . . 

1,014 

0.01 

22 

2.17 

2 

9.09 

c.  Intracranial  Injury  . '.. 

15,478 

0.17 

694 

4.48 

258 

37.18 

d.  Crushing  Injury  . 

55 

0.00 

1 

1.82 

0 

0.00 

e.  Burn  . . . 

2,147 

0.02 

42 

1.96 

3 

7.14 

f.  Electric  Shock . 

925 

0.01 

8 

0.86 

0 

0.00 

Less:  Discharges  with  multiple  Falls  &  Trauma  . 

3,764 

0.04 

41 

1.09 

18 

43.90 

5.  Falls  &  Trauma:  Unduplicated  Total . 

143,920 

1.61 

4,555 

3.16 

1,241 

27.24 

6.  Catheter-Associated  UTI  . 

16,807 

0.19 

3,918 

23.31 

160 

4.08 

7.  Vascular  Catheter-Associated  Infection  .; . 

11,324 

0.13 

5,921 

52.29 

20 

0.34 
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Chart  C— Discharge  Frequencies  of  Current  CMS  MACS  October  2010  Through  September  2011— 

Continued 


Discharges  with  this 
condition  as  secondary 
diagnosis 

Discharges  Identified  as  a 
HAC 

Discharges  that  change 
MS-DRG  due  to  HAC 

Selected  HAC  category 
• 

Number  | 
(column  C)  j 

i 

Percent  2 
(column  D) 

Number 
(column  E) 

Percent'* 
(column  F) 

Number 
(column  A)  j 

Percent  2 
(column  B) 

8.  Poor  Glycemic  Control . . 

1 

15,145  j 

0.17 

1 

555  i 

3.66 

152 

27.39 

9a.  SSI  M^iastinitis  CABG  . 

58  j 

0.07 

50  1 

86.21 

5 

10.00 

9b.  SSI  Orthopedic  . 

351  I 

0.31 

244  i 

69.52 

6 

2.44 

9c.  SSI  Bariatric . 

25  1 

0.19 

24  i 

96.00 

2 

8.33 

10.  Pulmonary  Embolism  &  DVT  Orthopedic . 

3,044 

0.76 

2,473  i 

81.24 

1,082 

43.75 

TotaP  . 

287,993  1 

3.22 

19,839 

6.54 

3,006 

15.96 

’  Discharges  can  appear  in  more  than  one  row.  The  total  figure  is  not  adjusted  for  the  207  discharges  with  more  than  one  HAC  that  appear  as 
secondary  diagnoses  (15  of  these  resulted  in  MS-DRG  reassignment). 

2  Percent  computed  relative  to  total  discharges  “at  risk”  for  this  HAC.  For  HACs  1-8,  this  is  8,941,507.  For  HAC  9a,  this  is  77,744.  For  HAC 
9b,  this  is  112,951.  For  HAC  9c,  this  is  13,404.  For  HAC  10,  this  is  401,246. 

3  Percent  computed  relative  to  discharges  with  condition  as  a  secondary  diagnosis. 

^Percent  computed  relative  to  discharges  with  this  HAC  (Column  C). 

Source:  RTI  Analysis  of  MedPAR  IPPS  Claims,  October  2010  through  September  2011. 


A  small  number  of  discharges  had 
multiple  HAC  categories  reported 
during  the  same  stay.  In  reviewing  the 
8.94  million  claims,  RTI  found  207 
cases  in  which  at  least  two  different 
HAC  categories  were  reported  on  the 
same  discharge.  Chart  D  below 
summarizes  these  cases.  The  Vascular 
Catheter-Associated  Infection  HAC 
category  had  the  highest  number  of 
discharges  involving  another  HAC 
category’  with  126  total  discharges.  Of 


these  126  discharges,  47  involved  a  code 
from  the  Pressure  Ulcer  Stages  III  &  IV 
HAC  category  and  62  discharges 
.involved  a  code  from  the  Catheter- 
Associated  UTI  HAC  category. 

Some  of  these  cases  with  multiple 
HACs  reported  had  both  HAC  codes 
ignored  in  the  MS-DRG  assignment.  Of 
these  207  claims,  15  did  not  receive 
higher  payments  based  on  the  presence 
of  these  reported  HACs  and  we  describe 
these  claims  below  in  section  II.F.3.f.(2) 


of  this  preamble.  Depending  on  the  MS- 
DRG  to  which  the  cases  were  originally 
assigned,  ignoring  the  HAC  codes  would 
have  led  to  a  MS-DRG  reassignment  if  • 
there  were  no  other  MCCs  or  CCs 
reported,  if  the  MS-DRG  was 
subdivided  into  severity  levels,  and  if 
the  case  were  not  already  in  the  lowest 
severity  level  prior  to  ignoring  the  HAC 
codes. 


Chart  D— Claims  With  More  Than  One  HAC  Secondary  Diagnosis  October  2010  Through  September  2011 


HAC 


1.  Foreign  j 

object  !  4.  Pressure 

retained  I  ulcer  Stages 

after  {  III  &  IV 

surgery  i  (MCC) 

(CC) 


5.  Falls  and 
trauma 
(MCC  & 
CC) 


6.  Catheter- 
associated 
UTI 
(CC) 


7.  Vascular 
catheter- 
associated 
infection 
(CC) 


8.  Poor 
glycemic 
control 
(MCC) 


lotal 


3.  Blood  Incompatibility  (CC)  . 

5.  Falls  and  Trauma  (MCC  &  CC) . . 

6.  Catheter-Associated  UTI  (CC) . 

7.  Vascular  Catheter- Associated  Infection 

(CC)  . 

8.  Poor  Glycemic  Control  (MCC) . 

9A.  Surgical  Site  Infection  Mediastinities 

CABG  (CC) . 

9B.  Surgical  Site  Infection  Following  Cer¬ 
tain  Orthopedic  Procedures  (CC) . 

10.  Pulmonary  Embolism  &  DVT  Ortho¬ 
pedic  (MCC)  . 


1 

8 

17 

47 

2 

1 

1 


62 

4 


10 


Total  Discharges  with  2  HACs  * 


4  ! 


77 


35 


76 


10 


1 

8 

26 

126 

13 

5 

6 
18 


203 


*ln  total,  there  were  207  discharges  with  more  than  one  HAC  secondary  diagnosis.  However,  there  were  4  discharges  involving  3  HAC  sec¬ 
ondary  diagnoses.  These  discharges  included  the  following  HAC  secondary  diagnoses: 

Discharge  1:  Pressure  Ulcer  Stages  III  &  IV  (MCC  &  CC),  Catheter-Associated  Infection  (CC),  and  Vascular  Catheter-Associated  Infection 
(CC); 

Discharge  2:  Pressure  Ulcer  Stages  III  &  IV  (MCC  &  CC),  Catheter-Associated  Infection  (CC),  and  Vascular  Catheter  Associated  Infection 
(CC); 

Discharge  3:  Pressure  Ulcer  Stages  III  &  IV  (MCC  &  CC),  Catheter-Associated  Infection  (CC),  and  Vascular  Catheter  Associated  Infection 
(CC); 

Discharge  4:  Catheter-Associated  Infection  (CC),  Vascular  Catheter  Associated  Infection  (CC),  and  Poor  Glycemic  Control  (MCC). 
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d.  RTI  Analysis  of  Circumstances  When 
Application  of  HAC  Provisions  Would 
Not  Result  in  MS-DRG  Reassignment 
for  Current  HACs 

As  discussed  in  section  II.F.l.  and 
illustrated  in  the  diagram  in  section 
II.F.l.  of  this  preamble,  there  are 
instances  when  the  MS-DRG 
assignment  does  not  change  even  when 
a  HAC-associated  secondary  diagnosis 
has  a  POA  indicator  of  either  “N”  or 
“U.”  In  analyzing  our  claims  data,  RTI 
identified  four  main  reasons  why  an 
MS-DRG  assignment  would  not  change 
despite  the  presence  of  a  HAC.  Those 
four  reasons  are  described  below  and 
are  shown  in  Chart  E  below.  Column  A 
shows  the  frequency  of  discharges  that 
included  a  HAC-associated  secondary 
diagnosis.  Column  B  shows  the 
frequency  of  discharges  where  the  HAC- 
associated  secondary  diagnosis  was 
coded  as  not  POA  and  identified  as  a 
HAC  discharge.  Column  C  shows  the 
frequency  of  discharges  in  which  the 
HAC-associated  secondary  diagnosis 
coded  as  not  POA  resulted  in  a  change 
in  MS-DRG.  Columns  D,  E,  F,  and  G 
show  the  frequency  of  discharges  in 
which  the  HAG-associated  secondary 
diagnosis  coded  as  not  POA  did  not 
result  in  a  change  in  MS-DRG 
assignment.  Golumns  D,  E,  F,  and  G  are 
explained  in  more  detail  below. 

(1)  Other  MCCs/CCs  Prevent 
Reassignment 

Column  D  (Other  MCC/CCs  that 
Prevent  Reassignment)  in  Chart  E  below 
indicates  the  number  of  cases  reporting 
a  HAC-associated  secondary  diagnosis 
code  that  did  not  have  an  MS-DRG 
reassignment  because  of  the  presence  of 
other  secondary  diagnoses  on  the  MGC 
or  CC  list.  A  claim  that  is  coded  with 
a  HAC-associated  secondary  diagnosis 
and  a  POA  status  of  either  “N”  or  “U” 
may  have  other  secondary  diagnoses 
that  are  classified  as  an  MCC  or  a  CC. 

In  such  cases,  the  presence  of  these 
other  MCC  and  CC  diagnoses  will  still 
lead  to  the  assignment  of  a  higher 
severity  level,  despite  the  fact  that  the 
GROUPER  software  is  disregarding  the 
ICD-9-CM  code  that  identifies  the 
selected  HAC  in  making  the  MS-DRG 
assignment  for  that  claim.  For  example, 
there  were  175  cases  in  which  the  ICD- 
9-CM  codes  for  the  Foreign  Object 
Retained  After  Surgery  HAC  category 
were  present,  but  the  presence  of  other 
secondary  diagnoses  that  were  MCCs  or 
CCs  resulted  in  no  change  to  the  MS- 
DRG  assignment.  Chart  E  shows  that  a 
total  of  12,335  cases  did  not  have  a 
change  in  the  MS-DRG  assignment 
because  of  the  presence  of  other 
reported  MCCs  and  CCs. 


(2)  Two  Severity  Levels  Where  HAC 
Does  Not  Impact  MS-DRG  Assignment 

Column  E  (Number  of  MS-DRGs  with 
Two  Severity  Levels  Where  HAC  Does 
Not  Impact  MS-DRG  Assignment) 
shows  the  frequency  with  which 
discharges  with  a  HAC  as  a  secondary 
diagnosis  coded  as  not  POA  did  not 
result  in  an  MS-DRG  change  because 
the  MS-DRG  is  subdivided  solely  by  the 
presence  or  absence  of  an  MGG.  A  claim 
with  a  HAC  and  a  POA  indicator  of 
either  “N”  or  “U”  may  be  assigned  to 
an  MS-DRG  that  is  subdivided  solely  by 
the  presence  or  absence  of  an  MCC.  In 
such  cases,  removing  a  HAC  ICD— 9-CM 
CC  code  will  not  lead  to  further  changes 
in  the  MS-DRG  assignment.  Examples 
of  these  MS-DRG  subdivisions  are 
shown  in  the  footnotes  to  the  chart  and 
include  the  following  examples: 

•  MS-DRGs  100  and  101  (Seizures 
with  or  without  MCC,  respectively);  and 

•  MS-DRGs  102  and  103  (Headaches 
with  or  without  MCC,  respectively). 

The  codes  that  fall  under  the  HAC 
category  of  Foreign  Object  Retained 
After  Surgery  are  CCs.  If  this  case  were 
assigned  to  an  MS-DRG  with  an  MGG 
subdivision  such  as  MS-DRGs  100  and 
101,  the  presence  of  the  HAG  code 
would  not  affect  the  MS-DRG  severity 
level  assignment.  In  other  words,  if  the 
Foreign  Object  Retained  After  Surgery 
code  was  the  only  secondary  diagnosis 
reported,  the  case  would  be  assigned  to 
MS-DRG  101.  If  the  POA  indicator  was 
“N,”  the  HAG  Foreign  Object  Retained 
After  Surgery  code  would  be  ignored  in 
the  MS-DRG  assignment  logic.  Despite 
the  fact  that  the  code  was  ignored,  the 
case  would  still  be  assigned  to  the  same 
lower  severity  level  MS-DRG. 

Therefore,  there  would  be  no  impact  on 
the  MS-DRG  assignment. 

Column  E  in  Chart  E  below  shows 
that  there  were  1,922  cases  where  the 
HAC  code  was  “N”  or  “U”  and  the  MS- 
DRG  assignment  did  not  change  because 
the  case  was  already  assigned  to  the 
lowest  severity  level. 

(3)  No  Severity  Levels 

Golumn  F  (Number  of  MS-DRGs  with 
No  Severity  Levels)  shows  the  frequency 
with  which  discharges  with  a  HAC  as  a 
secondary  diagnosis  coded  as  not  POA 
did  not  result  in  an  MS-DRG  change 
because  the  MS-DRG  is  not  subdivided 
by  severity  levels.  A  claim  with  a  HAC 
and  a  POA  of  “N”  or  “U”  may  be 
assigned  to  an  MS-DRG  with  no 
severity  levels.  For  instance,  MS-DRG 
311  (Angina  Pectoris)  has  no  severity 
level  subdivisions;  this  MS-DRG  is  not 
split  based  on  the  presence  of  an  MCC 
or  a  CC.  If  a  patient  assigned  to  this  MS- 
DRG  develops  a  secondary  diagnosis 


such  as  a  Stage  III  pressure  ulcer  after 
admission,  the  condition  would  be 
considered  to  be  a  HAC.  The  code  for 
the  Stage  III  pressure  ulcer  would  be 
ignored  in  the  MS-DRG  assignment 
because  the  condition  developed  after 
the  admission  (the  POA  indicator  was 
“N”).  Despite  the  fact  that  the  IGD-9- 
GM  code  for  the  HAG  Stage  III  pressure 
ulcer  was  ignored,  the  MS-DRG 
assignment  would  not  change.  The  case 
would  still  be  assigned  to  MS-DRG  311. 
Chart  E  below  shows  that  2,570  cases 
reporting  a  HAC-associated  secondary 
diagnosis  did  not  undergo  a  change  in 
the  MS-DRG  assignment  based  on  the 
fact  that  the  case  was  assigned  to  an 
MS-DRG  that  had  no  severity 
subdivisions  (that  is,  the  MS-DRG  is  not 
subdivided  based  on  the  presence  or 
absence  of  an  MCC  or  a  CC,  rendering 
the  presence  of  the  HAC  irrelevant  for 
payment  purposes). 

(4)  MS-DRG  Logic 

Column  G  (MS-DRG  Logic  Issues) 
shows  the  frequency  with  which  a  HAC 
as  a  secondary  diagnosis  coded  as  not 
POA  did  not  result  in  an  MS-DRG 
change  because  of  MS-DRG  assignment 
logic.  There  were  six  discharges  where 
the  HAC  criteria  were  met  and  the  HAC 
logic  was  applied,  however,  due  to  the 
structure  of  the  MS-DRG  logic,  these 
cases  did  not  result  in  MS-DRG 
reassignment.  These  cases  may  appear 
similar  to  those  discharges  where  the 
MS-DRG  is  subdivided  into  two 
severity  levels  by  the  presence  or 
absence  of  an  MCC  and  did  not  result 
in  MS-DRG  reassignment;  however, 
these  discharges  differ  slightly  in  that 
the  MS-DRG  logic  also  considers 
specific  procedures  that  were  reported 
on  the  claim.  In  other  words,  for  certain 
MS-DRGs,  a  procedure  may  be 
considered  the  equivalent  of  an  MCC  or 
CC.  The  presence  of  the  procedure  code 
dictates  the  MS-DRG  assignment 
despite  the  presence  of  the  HAC- 
associated  secondary  diagnosis  code 
With  a  POA  indicator  of  “N”  or  “U.” 

For  example,  a  claim  with  a  principal 
diagnosis  code  of  724.02  (Spinal 
stenosis,  lumbar  region,  without 
neurogenic  claudication)  with  a  HAC- 
associated  secondary  diagnosis  code  of 
996.64  (Infection  and  inflammatory 
reaction  due  to  indwelling  urinary 
catheter)  and  diagnosis  code  599.0 
(Urinary  tract  infection,  site  not 
specified),  having  POA  indicators  of 
“Y,”  “N,”  and  “N,”  respectively,  and 
procedure  code  84.80  (Insertion  or 
replacement  of  interspinous  process 
device(s))  results  in  an  assignment  to 
MS-DRG  490  (Back  and  Neck 
Procedures  Except  Spinal  Fusion  with 
CC/MCG  or  Disc  Device/ 
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Neurostimulator).  In  this  case,  the  disc 
device  (code  84.80)  is  what  dictated  the 
MS-DRG  assignment  and  the  presence 
of  the  HAC-associated  secondary 
diagnosis  code,  996.64,  did  not  affect  _ 
the  MS-DRG  assigned.  Other  examples 
of  MS-DRGs  that  are  subdivided  in  this 
same  manner  are  as  follows: 

•  MS-DRG  029  (Spinal  procedures 
with  CC  or  Spinal  Neurostimulators): 

•  MS-DRG  129  (Major  Head  &  Neck 
Procedures  with  CC/MCC  or  Major 
Device);  and 


•  MS-DRG  246  (Percutaneous  ' 
Cardiovascular  Procedure  with  Drug- 
Eluting  Stent  with  MCC  or  4+  Vessels/ 
Stents). 

Column  G  in  the  chart  below  shows 
that  three  of  the  six  cases  that  did  not 
result  in  MS-DRG  reassignment  due  to 
the  MS-DRG  logic  were  in  the  Catheter- 
Associated  UTI  HAG  category,  two  cases 
were  in  the  Falls  and  Trauma  HAG 
Category,  and  one  case  was  in  the 
Vascular  Catheter-Associated  Infection 
HAG  Category. 


In  conclusion,  a  total  of  16,833  cases 
(12,335  +  1,922  -t-2,570  +  6)  did  not  have 
a  change  in  MS-DRG  assignment, 
regardless  of  the  presence  of  a  HAG.  The 
reasons  described  above  explain  why 
only  3,006  cases  had  a  change  in  MS- 
DRG  assignment  despite  the  fact  that 
there  were  19,839  HAG  cases  with  a 
POA  of“N”  or“U.” 


Chart  E— Reasons  MAC  Did  Not  Change  MS-DRG  Assignment 

[October  2010  through  September  2011] 


HAC  discharges  that  do  not  change  MS-DRG 


Selected  HAC  category 

Number  of 
discharges 
with  this 
condition  as 
secondary 
diagnosis 

(Column  A) 

Number  of 
discharges 
identified  as  a 
HAC 

(Column  B) 

Number  of 
HAC 

discharges 
that  change 
MS-DRG  due 
to  HAC 

(Column  C) 

Number  of 
other  MCCs/ 
CCS 

that  prevent 
reassignment 

(Column  D) 

Number  of  ! 
MS-DRGs 
with  two 
severity  levels 
where  HAC 
does  not 
impact  ' 

MS-DRG 
Assignment*  i 

(Column  E)  j 

Number  of 
MS-DRGs 
with  No 
Severity 
Levels 

(Column  F) 

Other 
MS-DRG 
logic  issues  ** 

(Column  G) 

1 .  Foreign  Object  Re¬ 
tained  After  Sur¬ 
gery — CC . 

606 

284 

- 

37 

175 

56 

16 

0 

2.  Air  Embolism — MCC 

45 

34 

14 

17 

0 

3 

0 

3.  Blood  Incompati¬ 
bility — CC . 

22 

11 

1 

7 

1 

2 

0 

4.  Pressure  Ulcer 

Stages  III  &  IV— 

MCC  . . . 

96,646 

1,770 

286 

991 

0 

493 

0 

5.  Falls  and  Trauma — 
MCC  &  CC  . 

143,920 

4,555 

1,241 

2,449 

488 

•  375 

2 

6.  Catheter-Associated 
UTI-CC  . 

16,807 

3,918 

160 

2,952 

424 

379 

3 

7.  Vascular  Catheter- 
Associated  Infec¬ 
tion — CC  . 

11.324 

5,921 

20 

4,551 

158 

1,191 

1 

8.  Poor  Glycemic  Con¬ 
trol— MCC  &  CC  . 

15,145 

555 

• 

152 

358 

0 

45 

0 

9A.  Surgical  Site  Infec¬ 
tion,  Mediastinitis. 
Following  Coronary 
Artery  Bypass  Graft 
(CABG)— MCC  . 

58 

50 

5 

28 

0 

17 

0 

9B.  Surgical  Site  Infec¬ 
tion  Following  Certain 
Orthopedic  Proce¬ 
dures— CC  . 

351 

244 

6 

155 

67 

16 

0 

9C.  Surgical  Site  Infec¬ 
tion  Following 

Bariatric  Surgery  for 
Obesity — CC . 

25 

24 

2 

19 

i  0 

3 

I 

i 

0 

10.  Pulmonary  Embo¬ 
lism  &  DVT  Ortho¬ 
pedic — MCC  &  CC  ... 

! 

3,044 

2,473 

!  1,082 

633 

!  *  728 

30 

0 

Total’  . 

287,993 

19,839 

3,006 

12,335 

1  1 ,922 

2,570 

!  6 

’  Discharges  can  appear  in  more  than  one  row.  The  total  figure  is  not  adjusted  for  the  207  discharges  with  more  than  one  HAC  that  appear  as 
secondary  diagnoses  (15  of  these  resulted  in  MS-DRG  reassignment). 

‘Exam^es  where  an  HAC  classified  as  a  CC  would  not  impact  the  DRG  assignment  if  it  were  removed.  The  MS-DRG  is  subdivided  by  the 
presefKe  or  absence  of  an  MCC.  A  CC  would  not  impact  this  DRG  assignment. 

MS-DRGs  100  and  101  (Seizures  with  or  without  MCC,  respectively). 

MS-DRGs  102  and  103  (Headaches  with  or  without  MCC,  respectively). 

"Cases  where  HAC  did  not  change  MS-DRG  assignment  because  of  the  MS-DRG  logic. 

MS-DRG  029  (Spinal  Procedures  with  CC  or  Spinal  Neurostimulators). 

MS-DRG  129  (Major  Head  &  Neck  Procedures  with  CC/MCC  or  Major  Device). 
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Source:.  RTl  Analysis  of  MedPAR  IPPS  Claims,  October  2010  through  September  2011. 


e.  RTI  Analysis  of  Coding  Changes  for 
HAC-Associated  Secondary  Diagnoses 
for  Current  HACs 

In  addition  to  studying  claims  from 
October  2010  through  September  2011 
(FY  2011),  RTI  evaluated  claims  data 
from  4  years  prior  to  determine  if  there 
were  significant  changes  in  the  number 
of  discharges  with  a  HAC  being  reported 
as  a  secondary  diagnosis.  RTI  examined 
claims  from  FY  2007  through  FY  2010 
and  compared  these  data  to  the  FY  2011 
data. 

We  refer  readers  to  the  RTI  detailed 
report  for  all  the  conditions  in  each 
fiscal  year  (FY  2007  through  FY  2011) 
as  described  above  at  the  following  Web 
site:  http://www.rti.org/reports/cms/. 

f.  RTI  Analysis  of  Estimated  Net  Savings 
for  Current  HACs 

RTI  determined  estimates  of  the  net 
savings  generated  by  the  HAC  payment 
policy  based  on  MedPAR  claims  from 
October  2010  through  September  2011. 

(1)  Net  Savings  Estimation  Methodology 
The  payment  impact  of  a  HAC  is  the 
difference  betw'een  the  IPPS  payment 
amount  under  the  initially  assigned 
MS-DRG  and  the  amount  under  the 
reassigned  MS-DRG.  The  amount  for 
the  reassigned  MS-DRG  appears  on  the 
MedPAR  files.  To  construct  this,  RTI 
modeled  the  IPPS  payments  for  each 
MS-DRG  following  the  same  approach 
that  we  use  to  model  the  impact  of  IPPS 
annual  rule  changes.  Specifically,  RTI 
replicated  the  payment  computations 
carried  out  in  the  IPPS  PRICER  program 
using  payment  factors  for  IPPS 
providers  as  identified  in  various  CMS 
downloaded  files.  The  files  used  are  as 
follows: 

•  Version  28  of  the  Medicare  Severity 
GROUPER  software  (applicable  to 
discharges  between  October  1,  2010  and 
September  30,  2011).  IPPS  MedPAR 
claims  were  run  through  this  file  to 
obtain  needed  HAC-POA  output 
variables. 

•  The  FY  2011  MS-DRG  payment 
weight  file.  This  file  includes  the 
weights,  geometric  mean  length  of  stay 
(GLOS),  and  the  postacute  transfer 
payment  indicators. 

•  GMS  standardized  operating  and 
capital  rates.  Tables  lA  through  IG,  as 
downloaded  from  the  Web  site  at:  . 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
Acutein  pa  tien  tPPS/A  cu  te-In  patien  t- 
Files-for-Download-Items/ 
CMSl255464.html,  include  the  full 
update  and  reduced  update  amounts,  as 
well  as  the  information  needed  to 


compute  the  blended  amount  for 
providers  located  in  Puerto  Rico. 

•  The  IPPS  impact  files  for  FY  2011, 
also  as  downloaded  from  the  Web  site 
at:  http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcutelnpatientPPS/Acute-Inpatient- 
Files-for-Download-Items/ 
CMSl255464.html.  This  file  includes 
the  wage  index  and  geographic 
adjustment  factors  in  effect  at  the  start 
of  FY  2011,  plus  the  provider  type 
variable  to  identify  providers  qualifying 
for  alternative  hospital-specific  amounts 
and  their  respective  hospital-specific 
rates. 

•  The  IPPS  impact  files  for  FY  2012, 
as  downloaded  from  the  Web  site  at: 
http:/ /\\i\'w.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcutelnpatientPPS/Acute-Inpatient- 
Files-for-Download-Items/ 
CMSl255464.html.  This  file  is  created 
for  a  subsequent  payment  year,  but  the 
file  includes  IME  and  DSH  percent 
adjustments  that  were  in  effect  as  of 
March  2011.  For  providers  that  did  not 
appear  in  the  FY  2012  file,  we  defaulted 
to  the  IME  and  DSH  rates  from  the  FY 
2011  file.  . 

•  CMS  historical  provider-specific 
files  (PSF).  This  includes  the  indicator 
to  identify  providers  subject  to  the  full 
or  reduced  standardized  rates  and  the 
applicable  operating  and  capital  CCRs. 

A  SAS  version  was  downloaded  from 
the  Web  site  at:  http:// 
www.cms.hhs.gov/ 
ProspMedicareFeeSvcPmtGen/ 

04  _psf_SAS.asp. 

There  were  three  providers  with 
discharges  in  the  final  HAC  analysis  file 
that  did  not  appear  in  either  of  tbe 
impact  files.  For  these  providers,  we 
identified  the  geographic  CBSA  from  the 
historical  PSF  and  assigned  the  wage 
index  using  values  from  Tables  4A  and 
4C  as  downloaded  from  the  Web  site  at: 
http://www.cms.hhs.gov/ 
AcuteInpatientPPS/IPPS2009/List.asp. 
These  three  providers  were  not  eligible 
for  IME  or  DSH  adjustments. 

The  steps  for  estimating  the  HAC 
payment  impact  are  as  follows: 

Step  1 :  Re-run  the  Medicare  Severity 
GROUPER  on  all  records  in  the  analysis 
file.  This  is  needed  to  obtain 
information  on  actual  HAG-related  MS- 
DRG  reassignments  in  the  file,  and  to 
identify  the  CCs  and  MCGs  that 
contribute  to  each  MS-DRG  assignment. 

Step  2:  Model  the  base  payment  and 
outlier  amounts  associated  with  the 
initial  MS-DRG  (including  all 
secondary  diagnoses  in  the  file)  using 
the  computations  laid  out  in  the  GMS 


file  “Outlier  Example  FY  2007  new.xls,” 
as  downloaded  from  the  Web  site  at: 
http://www.cms.hhs.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcuteInpatientPPS/ 
index.html?redirect=/04  outlier/ 
ASPttTopOfPage,  and  modified  to 
accommodate  FY  2011  factors.  RTFs 
first  round  of  computations  treated  all 
claims  as  though  paid  under  standard 
IPPS  rules  without  adjusting  for  short- 
stay  transfers  or  HSP  amounts. 

Step  3:  Model  the  base  payment  and 
outlier  amounts  associated  with  the 
final  MS-DRG  (excluding  the  HAG- 
related  secondary  diagnoses)  using  the 
computations  laid  out  in  the  CMS  file 
“Outlier  Example  FY  2007  new.xls,”  as 
downloaded  from  the  Web  site  at: 
http://www.cms.hhs.gov/Medicare/ 
Medicare-Fee-for-Payment/ 
AcuteInpatientPPS/ 
index. html?redirect=/ 

04  outlier. asp^TopOfPage  and  modified 
to  accommodate  FY  2011  factors.  RTFs 
first  round  of  computations  treated  all 
claims  as  though  paid  under  standard 
IPPS  rules  without  adjusting  for  short- 
stay  transfers  or  hospital-specific 
amounts. 

Step  4:  Compute  MS-DRG  base 
savings  as  the  difference  between  the 
nonoutlier  payments  for  the  initial  and 
final  MS-DRGs.  Gompute  outlier 
amounts  as  the  difference  in  outlier 
amounts  due  under  the  initial  and  final 
reassigned  MS-DRG.  Compute  net 
savings  due  to  HAC  reassignment  as  the 
sum  of  base  savings  plus  outlier 
amounts. 

Step  5:  Adjust  the  model  to 
incorporate  short-stay  transfer  payment 
adjustments. 

Step  6:  Adjust  the  model  to 
incorporate  bospital-specific  payments 
for  qualifying  rural  providers  receiving 
the  hospital-specific  payment  rates. 

It  is  important  to  mention  that  using 
the  methods  described  above,  the  MS- 
DRG  and  outlier  payment  amounts  that 
are  modeled  for  the  final  assigned  MS- 
DRG  do  not  always  match  the  DRG  price 
and  outlier  amounts  that  appear  in  the 
MedPAR  record.  There  are  several 
reasons  for  this.  Some  discrepancies  are 
caused  by  using  single  wage  index,  IME 
and  DSH  factors  for  the  full  period 
covered  by  the  discharges,  when  in 
practice  these  payment  factors  can  be 
adjusted  for  individual  providers  during 
the  course  of  the  fiscal  year.  In  addition, 
RTFs  approach  disregards  any  Part  A 
coinsurance  amounts  owed  by 
individual  beneficiaries  with  greater 
than  sixty  covered  days  in  a  spell  of- 
illness.  Ten  percent  of  all  FY  2011  HAC 
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discharges  showed  at  least  some  Part  A 
coinsurance  amount  due  from  the 
beneficiary,  although  less  than  2  percent 
of  reassigned  discharges  (43  cases  in  the 
analysis  file)  showed  Part  A  coinsurance 
amounts  due.  Any  Part  A  coinsurance 
payments  would  reduce  the  actual 
savings  incurred  by  the  Medicare 
program. 

There  are  also  a  number  of  less 
common  special  IPPS  payment 
situations  that  are  not  factored  into 
RTFs  modeling.  These  could  include 
new  technology  add-on  payments, 
payments  for  blood  clotting  factors. 


reductions  for  replacement  medical 
devices,  adjustments  to  the  capital  rate 
for  new  providers,  and  adjustments  to 
the  capital  rate  for  certain  classes  of 
providers  who  are  subject  to  a  minimum 
payment  level  relative  to  capital  cost. 

(2)  Net  Savings  Estimate 

Chart  F  below  summarizes  the 
estimated  net  savings  of  current  HACs 
based  on  MedPAR  claims  from  October 
2010  through  September  2011,  based  on 
the  methodology  described  above. 
Column  A  shows  the  number  of 
discharges  where  an  MS-DRG 
reassignment  for  each  HAC  category 


occurred.  For  example,  there  were  14 
discharges  with  an  Air  Embolism  that 
resulted  in  an  actual  MS-DRG 
reassignment.  Column  B  shows  the  total 
net  savings  caused  by  MS-DRG 
reassignments  for  each  HAC  category. 
Continuing  with  the  example  of  Air 
Embolism,  the  chart  shows  that  the  14 
discharges  with  an  MS-DRG 
reassignment  resulted  in  a  total  net 
savings  of  $124,620.  Column  C  shows 
the  net  savings  per  discharge  for  each 
HAC  category.  For  the  Air  Embolism 
HAC  category,  the  net  savings  per 
discharge  is  $8,901. 


Chart  F— Estimated  Net  Savings  of  Current  HACs 

[October  2010  Through  September  2011] 


Selected  HAC 

Number  of 
discharges  that 
change 

MS-DRG  due  to 
HAC 

(Column  A) 

Net  savings 
(in  dollars) 

(Column  B)  | 

Net  savings 
per  discharge 
(in  dollars) 

(Column  C) 

1 .  Foreign  Object  Retairfed  After  Surgery . 

37 

$167,818  ’ 

$4,536 

2.  Air  Embolism  . 

14 

124,620  ! 

8,901 

3.  Blood  Incompatibility . : . 

1  ' 

7,115  1 

0 

4.  Pressure  Ulcer  Stages  III  &  IV  . . 

286  ' 

1,846,449 

6,456 

5.  Falls  and  Trauma: 

1 

a.  Fracture  . 

996  i 

6,232,020  j 

6,257 

b.  Dislocation  . : . 

2  i 

9,075 

4,538 

c.  Intracranial  Injury  . 

258  : 

1,222,290 

4,738 

d.  Crushing  Injury  . 

0  ' 

0 

0 

e.  Burn  . 

3 ; 

4,583 

1,528 

f.  Other  injuries  . 

0  ' 

0 

0 

Less:  Discharges  with  multiple  Falls  &  Trauma . 

-18  ' 

-105,430  i 

-5,857 

5.  Falls  &  Trauma:  Unduplicated  Total . 

1,241 : 

7,362,538 

5,933 

6.  Catheter-Associated  UTI  . 

160  i 

491,053 

3,069 

7.  Vascular  Catheter-Associated  Infection  . 

20  , 

92,100 

4,605 

8.  Poor  Glycemic  Control  . 

152  i 

1,002,378 

6,595 

9a.  SSI  Mediastinitis  CABG . 

5  1 

60,438 

12,088 

9b.  SSI  Orthopedic  . 

6 

41,503  i 

6,917 

9c.  SSI  Bariatric . 

2 

3,312 

0 

10.  Pulmonary  Embolism  &  DVT  Orthopedic . 

1,082 

8,313,098 

7,683 

Total’  . 

3,006 

19,512,422 

6,491 

Less:  Discharges  with  Multiple  HACs  ^ . 

-15 

-136,645 

-9,110 

Unduplicated  Total  . 

2,991 

19,375,777 

6,478 

’  Discharges  can  have  more  than  one  Falls  and  Trauma  subcategory  HAC  and  therefore  appear  in  more  than  one  row. 
2Total  net  savings  is  adjusted  by  $136,645  for  15  claims  that  have  multiple  HACs. 

Source:  RTI  Analysis  of  MedPAR  IPPS  Claims,  October  2010  through  September  2011. 


As  shown  in  Chart  F  above,  the  total 
net  savings  calculated  for  October  2010 
through  September  2011  was  roughly 
$19.4  million.  The  three  HACs  with  the 
largest  number  of  discharges  resulting  in 
MS-DRG  reassignment.  Falls  and 
Trauma.  Orthopedic  PE/DVT,  and 
Pressure  Ulcer  Stages  III  &  IV,  generated 
$17.5  million  of  net  savings  for  the 
fiscal  year.  Estimated  net  savings  for  FY 
201 1  associated  with  the  Falls  and 
Trauma  category  were  $7.4  million. 
Estimated  net  savings  associated  with 
Orthopedic  PE/DVT  for  the  fiscal  year 


were  $8.3  million  and  for  Pressure  Ulcer 
Stages  III  &  IV  were  $1.85  million. 

The  mean  net  savings  per  discharge 
calculated  for  October  2010  through 
September  2011  was  roughly  $6,478. 

The  HAC  category  of  SSI,  Mediastinitis, 
Following  Coronary  Artery  Bypass  Graft 
(CABG)  had  the  highest  net  savings  per 
discharge,  but  represented  a  small 
proportion  of  total  net  savings  because 
the  number  of  discharges  that  resulted 
in  MS-DRG  reassignment  for  this  HAC 
was  low.  The  HAC  categories  of  Blood 
Incompatibility,  where  only  one 


discharge  resulted  in  MS-DRG 
reassignment,  and  SSI  Following 
Bariatric  Surgery  for  Obesity,  where 
only  two  discharges  resulted  in  MS- 
DRG  reassignment  had  the  lowest  net 
savings  per  discharge.  VVe  refer  readers 
to  the  RTI  detailed  report  available  at 
the  following  Web  site:  http:// 
wivH'.rti.org/reports/cms/. 

As  we  discuss  in  section  II.F.l.  of  this 
preamble,  implementation  of  this  policy 
is  part  of  an  array  of  Medicare  VBP  tools 
that  we  are  using  to  promote  increased 
quality  and  efficiency  of  care.  We  point 
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out  that  a  decrease  over  time  in  the 
number  of  discharges  where  these 
conditions  are  not  POA  is  a  desired 
consequence.  We  recognize  that 
estimated  net  savings  would  likely 
decline  as  the  number  of  such 
discharges  decline.  However,  we  believe 
that  the  sentinel  effect  resulting  from 
CMS  identifying  these  conditions  is 
critical.  It  is  our  intention  to  continue  to 
monitor  trends  associated  with  the 


frequency  of  these  HACs  and  the 
estimated  net  payment  impact  through 
RTFs  program  evaluation  and  possibly 
beyond. 

As  mentioned  previously,  a  small 
number  of  cases  analyzed  by  RTI  for  FY 
2011  had  multiple  HACs  during  the 
same  stay.  In  reviewing  our  8.94  million 
claims,  RTI  found  207  cases  where  at 
least  two  HACs  were  reported  on  the 
same  admission  as  noted  in  section 


II.F.3.g.(2)  of  this  preamble.  Of  these  207 
claims,  15  resulted  in  MS-DRG 
reassignment.  Chart  G  below 
summarizes  these  cases.  There  were  15 
cases  that  had  two  HAGs  not  POA  that 
resulted  in  an  MS-DRG  reassignment. 

Of  these,  seven  discharges  involved 
Orthopedic  PE/DVT,  while  four 
discharges  involved  the  Pressure  Ulcer 
Stages  III  &  IV  and  Falls  and  Trauma 
HAC  categories. 


Chart  G— Claims  With  More  Than  One  HAC  Secondary  Diagnosis  Where  MS-DRG  Reassignment  Occurred 

[October  2010  Through  September  2011] 


Selected  HAC 

4.  Pressure 
ulcer  stages  III 
&  IV— MCC 

5.  Falls  and 
trauma — MCC 
&  CC 

10.  Pulmonary 
embolism  & 
DVT 

•orthopedic 

(MCC) 

• 

Total 

5.  Falls  and  Trauma — MCC  &  CC . 

1 

3 

4 

6.  Catheter-Associated  Urinary  Tract  Infection  (UTI) — CC  . . 

2 

3 

3 

8 

7.  Vascular  Catheter-Associated  Infection — CC . 

1 

1 

2 

8.  Poor  Glycemic  Control  (MCC) . 

1 

1 

Total  . 

4 

4 

7 

15 

g.  Previously  Considered  Candidate 
HACs — RTI  Analysis  of  Frequency  of 
Discharges  and  POA  Indicator  Reporting 

RTI  evaluated  the  frequency  of 
conditions  previously  considered,  but 
not  adopted  as  HACs  in  prior 
rulemaking,  that  were  reported  as 
secondary  diagnoses  (across  all  8.94 
million  discharges)  as  well  as  the  POA 
indicator  assignments  for  these 
conditions.  Chart  H  below  indicates  that 
the  three  previously  considered 
candidate  conditions  most  frequently 
reported  as  a  secondary  diagnosis  were: 
(1)  Clostridium  Difficile-Associated 
Disease  (CDAD),  which  demonstrated 


the  highest  frequency,  with  a  total  of 
90,347  secondary  diagnoses  codes  being 
reported  for  that  condition,  of  which 
30,176  reported  a  POA  indicator  of  “N”; 
(2)  Methicillin  Resistant  Staphylococcus 
aureus,  with  a  total  of  83,976  secondary 
diagnosis  codes  being  reported  for  that 
condition,  with  3,498  of  those  reporting 
a  POA  indicator  of  “N”;  and  (3) 
Iatrogenic  Pneumothorax,  with  a  total  of 
20,309  secondary  diagnoses  codes  being 
reported  for  that  condition,  with  17,828 
of  those  reporting  a  POA  indicator  of 
“N.”  As  these  three  conditions  had  the 
most  significant  impact  for  reporting  a 
POA  indicator  of  “N,”  it  is  reasonable 
to  believe  that  these  same  three 


conditions  would  have  the  greatest 
number  of  potential  MS-DRG 
reassignments.  The  frequency  of 
discharges  for  the  previously  considered 
HAGs  that  could  lead  to  potential 
changes  in  MS-DRG  assignment  is 
discussed  in  the  next  section.  We  take 
this  opportunity  to  remind  readers  that, 
because  more  than  one  previously 
considered  HAC  diagnosis- code  can  be 
reported  per  discharge  (on  a  single 
claim),  the  frequency  of  these  diagnosis 
codes  may  be  more  than  the  actual 
number  of  discharges  with  a  previously 
considered  candidate  condition 
reported  as  a  secondary  diagnosis. 


Chart  H— POA  Status  of  Previously  Considered  “Candidate”  HAC  Conditions— October  2010  Through 

September  201 1 


Frequency 

Not  present  on  admission 

Present  on  admission 

Previously  considered  HAC 
condition 

as  a 

secondary 

POA 

=  N 

POA 

=  U 

POA 

,  =  Y  ,  1 

POA 

=  W 

diagnosis 

Number 

Percent 

Number 

Percent 

Number 

Percent 

Number 

Percent 

1 .  Clostridium  Difficile-Associ¬ 
ated  Disease  (CDAD) . 

90,347 

30,176 

'  1 

33.40 

354 

i 

0.39  ! 

59,700 

66.08  1 

i 

117 

0.13 

2.  Delirium  . 

752 

246 

.  32.71 

2 

0.27 

1  504 

67.02  ! 

0 

0.00 

3.  Legionnaire’s  Disease  . 

520 

29 

5.58 

3 

0.58 

488 

93.85 

0 

0.00 

4.  Staphylococcus  aureus  Sep¬ 
ticemia  . . 

48,844 

i 

4,043 

21.46 

37 

0.20 

1 

14,736 

78.20 

! 

28 

0.15 

5.  Methicillin-Resistant  Staphy¬ 
lococcus  aureus  . 

83,976 

3,498 

4.17 

173 

0.21 

1  80,280 

95.60 

25 

0.03 

6.  Iatrogenic  Pneumothorax . 

20,309 

17,828 

87.78 

5 

0.02 

1  1,476 

7.27 

0 

0.00 

7.  Ventilator-Associated  Pneu¬ 
monia  . 

4,715 

3,634 

77.07 

4 

0.08 

1.074 

22.78 

3 

0.06 

In  Chart  I  below.  Column  A  shows  the  previously  considered  candidate  HAC  reported  as  a  secondary  diagnosis.  For 

number  of  discharges  for  each  category  when  the  condition  was  example,  there  were  90,347  discharges 
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that  reported  CDAD  as  a  secondary 
diagnosis.  Previously  considered 
candidate  HACs  reported  with  a  POA 
indicator  of  “N”  or  “U”  may  cause  MS- 
DRG  reassignment  (which  would  result 
in  reduced  payment  to  the  facility). 
Column  C  shows  the  discharges  for  each 
previously  considered  candidate  HAC 
reported  with  a  POA  indicator  of  “N”  or 
“U.”  Continuing  with  the  example  of 
CDAD,  Chart  I  shows  that,  of  the  90,347 
discharges,  30,530  discharges  (33.79 
percent)  had  a  POA  indicator  of  “N”  or 
“U.”  Therefore,  there  were  a  total  of 
30,530  discharges  that  could  potentially 


have  had  an  MS-DRG  reassignment. 
Column  E  shows  the  number  of 
discharges  where  an  actual  MS-DRC 
reassignment  could  have  occurred:  the 
number  of  discharges  with  CDAD  that 
could  have  resulted  in  actual  MS-DRC 
reassignments  is  784  (2.57  percent). 
Thus,  while  there  were  30,530 
discharges  with  CDAD  reported  with  a 
POA  indicator  of  “N”  or  “U”  that  could 
potentially  have  had  an  MS-DRG 
reassignment,  the  result  was  784  (2.57 
percent)  potential  MS-DRG 
reassignments.  As  discussed  above, 
there  are  a  number  of  reasons  why  a 


condition  reported  with  a  POA  indicator 
of  “N”  or  “U”  would  not  result  in  an 
MS-DRG  reassignment. 

In  summary.  Chart  I  below 
demonstrates  there  were  a  total  of 
219,397  discharges  with  a  previously 
considered  candidate  HAC  reported  as  a 
secondary  diagnosis.  Of  those,  60,025 
discharges  were  reported  with  a  POA 
indicator  of  “N”  or  “U.”  The  total 
number  of  discharges  that  could  have 
resulted  in  MS-DRG  reassignments  is 
3,544. 


Chart  I— Previously  Considered  “Candidate”  HAC  Discharge  Frequencies— October  2010  Through 

September  201 1 


Previously  considered  HAC  condition  ! 

1 

Discharges  with  this 
condition  as  secondary 
diagnosis  2 

Discharges  with  this 
condition  not  present  on  | 
admission  i 

(POA  =  “N”or“U”)3 

Cases  that  could  change 
MS-DRG  due  to 
previously  considered 
candidate  HAC^ 

Number 
(Column  A)  j 

Percent 
(Column  B) 

Number 
(Column  C) 

Percent 
(Column  D) 

Number 
(Column  E) 

Percent 
(Column  F) 

1 .  Clostridium  Difficile-Associated  Disease  (CDAD)  . 

90,347  ! 

1.01 

30,530 

33.79 

784 

2.57 

2.  Delirium . 

752  i 

0.01 

248 

32.98 

18 

7.26 

3.  Legionnaire’s  Disease  . 

520  i 

0.01 

i  32 

6.15 

3 

9.38 

4.  Staphylococcus  aureus  Septicemia . 

18,806  ! 

0.21 

i  4,073 

21.66 

84 

2.06 

5.  Methicillin-Resistant  Staph^ococcus  aureus  (MRSA) 

83,948  ! 

0.94 

i  3,671 

4.37 

1 

0.03 

6.  Iatrogenic  Pneumothorax . 

20,309  i 

0.23 

1  17,833 

1  87.81 

2,652 

14.87 

7.  Ventilator-Associated  Pneumonia . 

4,715  j 

0.05 

i  3,638 

1  77.16 

2 

0.05 

Total’  . ;.... 

219,397  1 

2.45 

60,025 

27.36 

3,544 

5.90 

’  Discharges  can  appear  in  more  than  one  row. 

2  Percent  computed  relative  to  total  cases  “at  risk,”  which  is  8,941,507  for  all  candidate  conditions. 

2  Percent  computed  relative  to  discharges  with  condition  as  a  secondary  diagnosis. 

^Percent  computed  relative  to  discharges  with  condition  as  a  secondary  diagnosis  and  identified  as  a  previously  considered  HAC  (that  is, 
coded  as  not  present  on  admission). 

Source:  RTI  Analysis  of  MedPAR  IPPS  Claims,  October  2010  through  September  2011. 


h.  Current  and  Previously  Considered 
Candidate  HACs — RTI  Report  on 
Evidence-Based  Guidelines 

The  RTI  program  evaluation  includes 
a  report  that  provides  references  for  all 
evidence-based  guidelines  available  for 
each  of  the  selected  and  previously 
considered  candidate  HACs  that  provide 
recommendations  for  the  prevention  of 
the  corresponding  conditions. 
Guidelines  were  primarily  identified 
using  the  AHRQ  National  Guidelines 
Clearing  House  (NGCH)  and  the  CDC, 
along  with  relevant  professional 
societies.  Guidelines  published  in  the 
United  States  were  used,  if  available.  In 
the  absence  of  U.S.  guidelines  for  a 
specific  condition,  international 
guidelines  were  included. 

Evidence-based  guidelines  that 
included  specific  recommendations  for 
the  prevention  of  the  condition  were 
identified  for  each  of  the  10  selected 
conditions.  In  addition,  evidence-based 
guidelines  were  also  found  for  the 
previously  considered  candidate 
conditions. 


RTI  prepared  a  final  report  to 
summarize  its  findings  regarding 
evidence-based  guidelines,  which  can 
be  found  on  the  Web  site  at:  http:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/HospitalAcqCond/ 
Hospital- Acquired  Conditions. html. 

i.  Proposals  Regarding  Current  HACs 
and  Previously  Considered  Candidate 
HACs 

We  believe  that  the  RTI  analysis 
summarized  above  does  not  provide 
additional  information  that  would 
require  us  to  change  our  previous 
determinations  regarding  current  HACs. 
We  refer  readers  to  section  II.F.6.  of  the 
FY  2008  IPPS  final  rule  with  comment 
period  (72  FR  47202  through  47218)  and 
to  section  II. F. 7.  of  the  FY  2009  IPPS 
final  rule  (73  FR  48474  through  48491) 
for  detailed  discussion  supporting  our 
determination  regarding  each  of  these 
conditions. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule,  we  discussed  our 
rationale  for  proposing  two  new 
conditions.  Surgical  Site  Infection  (SSI) 


Following  Cardiac  Implantable 
Electronic  Device  (CIED)  procedures  (77 
FR  27894  through  27896),  and 
Iatrogenic  Pneumothorax  with  Venous 
Catheterization  (77  FR  27896  through 
27897)  for  selection  as  HACs  under 
section  1886(d)(4)(D)  of  the  Act.  (We 
previously  proposed  Iatrogenic 
Pneumothorax  more  generally  as  a  HAC 
in  the  FY  2009  IPPS  rulemaking  (73  FR 
48485).)  We  also  discussed  a  proposal  to 
revise  the  Vascular  Catheter-Associated 
Infection  HAC  category  with  the 
addition  of  two  new  diagnosis  codes 
999.32  (Bloodstream  infection  due  to 
central  venous  catheter),  and  999.33 
(Local  infection  due  to  central  venous 
catheter)  (77  FR  27894).  Accordingly, 
we  are  finalizing  those  proposals  as 
discussed  in  section  II. F. 5.  of  this 
preamble. 

In  addition  to  the  evaluation  of  HAC 
and  POA  MedPAR  claims  data,  RTI  has 
conducted  analyses  on  readmissions 
due  to  HACs  and  the  incremental  costs 
of  HACs  to  the  health  care  system,  a 
study  of  spillover  effects  and 
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unintended  consequences,  as  well  as  an 
analysis  on  the  accuracy  of  coding  of 
HACs  and  POA  indicators.  Reports  on 
these  analyses  are  publicly  available  on 
the  CMS  Web  site  at:  http:// 

•  ww’w.cms.gov/Medicare/Medicare-Fee- 
for-Serx'ice-Payment /Hospital  AcqCond/ 
HospitaI-Acquired_Conditions.html. 

Comment:  Commenters  encouraged 
CMS  to  more  carefully  evaluate  this 
program  and  its  potential  for 
unintended  consequences,  and  to 
explore  how  information  learned  from 
POA  coding  could  be  used  to  better 
understand  and  prevent  HACs  before  it 
considers  the  inclusion  of  any 
additional  categories  of  HACs. 

Response:  We  appreciate  the 
commenters’  response.  We  routinely, 
either  internally  or  through  our 
contractors,  review  the  significant 
aspects  of  the  HAC/POA  Program. 

G.  Changes  to  Specific  MS-DRG 
Classifications 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27898),  we  invited 
public  comment  on  each  of  the  MS- 
DRG  classification  proposed  changes 
described  below,  as  well  as  our 
proposals  to  maintain  certain  existing 
MS-DRG  classifications,  which  are  also 
discussed  below.  In  some  cases,  we 
proposed  changes  to  the  MS-DRG 
classifications  based  on  our  analysis  of 
claims  data.  In  other  cases,  we  proposed 
to  maintain  the  existing  MS-DRG 
classification  based  on  our  analysis  of 
claims  data. 

GMS  encourages  input  from  our 
stakeholders  concerning  the  annual 
IPPS  updates  when  that  input  is  made 
available  to  us  by  December  of  the  year 
prior  to  the  next  annual  proposed  rule 
update.  For  example,  to  be  considered 
for  any  updates  or  changes  in  FY  2013, 
comments  and  suggestions  should  have 
been  submitted  by  early  December  2011. 
The  comments  that  were  submitted  in  a 
timely  manner  are  discussed  below  in 
this  section. 

Below  we  summarize  the  public 
comments  we  received  on  the  FY  2013 
proposed  rule,  if  any,  present  our 
responses,  and  state  our  final  policies. 

1.  Pre-Major  Diagnostic  Categories  (Pre- 
MDGs) 

a.  Ventricular  Assist  Devices  (VADs) 

A  ventricular  assist  device  (VAD)  is  a 
mechanical  circulatory  device  or  pump 
that  is  used  to  partially  or  completely 
support  heart  function  and  blood  flow 
in  patients  with  a  damaged  or  weakened 


heart.  The  device  takes  blood  from  the 
ventricles  of  the  heart  and  helps  pump 
the  blood  to  the  rest  of  the  body. 

Some  VADs  are  intended  for  short¬ 
term  use,  often  for  patients  who  are 
recovering  from  heart  attacks  or  heart 
surgery,  while  other  VADs  are  intended 
for  long-term  use  (months  to  years  and, 
in  some  cases,  for  life).  VADs  are  not  the 
same  device  as  artificial  hearts,  which 
are  designed  to  completely  take  over 
cardiac  function  and  generally  require 
the  removal  of  the  patient’s  native  heart. 

VADs  are  designed  to  assist  the 
ventricles,  either  the  right  (RVAD)  or  the 
left  (LVAD),  and,  in  some  cases,  both 
ventricles  at  once  (BiVAD).  The  type  of 
VAD  used  depends  on  the  patient’s 
underlying  heart  disease  and  the 
pulmonary  arterial  resistance  that 
determines  the  load  on  the  right 
ventricle.  LVADs  are  the  most 
commonly  used,  but  when  pulmonary 
arterial  resistance  is  high,  right 
ventricular  assistance  becomes 
necessary  and  an  RVAD  may  be 
inserted.  Long-term  VADs  are  normally 
used  to  help  maintain  a  patient’s  quality 
of  life  while  he  or  she  awaits  a  heart 
transplant.  This  process  is  known  as  a 
“bridge  to  transplant.’’  However, 
sometimes  the  insertion  of  an  LVAD 
becomes  the  final  treatment  for  the 
patient,  which  is  known  as  “destination 
therapy.”  In  this  case,  the  VAD  is  a 
permanent  implant,  and  no  heart 
transplantation  occurs.  In  a  smaller 
number  of  cases,  the  implantation  of  a 
VAD,  combined  with  pharmaceutical 
therapy,  has  enabled  the  native  heart  to 
recover  sufficiently  to  allow  the  VAD  to 
be  explanted,  a  “bridge  to  recovery.” 

GMS  has  issued  a  national  coverage 
determination  (NCD)  entitled  “Artificial 
Hearts  and  Related  Devices”  under 
Section  20.9  of  the  Medicare  Coverage 
Manual  (Pub.  No.  100-3).  This  NCD, 
which  describes  CMS’  requirements  for 
coverage  of  medical  services  provided  to 
Medicare  beneficiaries  for  the  insertion 
of  VADs,  can  be  found  at  the  CMS  Web 
site  at:  https:/ /www.cms.gov/medicare- 
coverage-datahase/details/ncd- 
details.aspx?NCDld=246B‘ 
ncdver=5&'NCAId=211&-ver=20&' 
NcaName=ArtificiaI+Hearts6r 
bc=ACAAAAAAIAAA&-.  We  refer 
readers  to  this  Web  page  fdr  the 
complete  viewing  of  the  NCD  for  the 
insertion  of  VADs. 

The  assignment  of  procedure  codes 
used  to  describe  the  insertion  of  VADs 
has  been  discussed  repeatedly  in  IPPS 
rulemaking,  for  the  CMS-DRGs  (in 


effect  prior  to  FY  2008)  and  more 
recently  for  the  MS-DRGs  (FY  2008  to 
present).  We  refer  readers  to  the  FY 
2003  IPPS  final  rule  (67  FR  49989)  for 
a  complete  discussion  of  the  assignment 
of  these  procedure  codes  up  to  that  date. 
In  addition,  the  topic  was  discussed  in 
FY  2005;  we  refer  readers  to  the  FY 
2005  IPPS  final  rule  (69  FR  48927 
through  48930)  for  a  complete 
discussion  regarding  the  assignment  of 
these  procedure  codes  for  FY  2005. 
Specifically,  for  FY  2005,  we  moved 
ICD-9-CM  procedure  code  37.66 
(Insertion  of  implantable  heart  assist 
system)  from  CMS-DRG  525  (Other 
Heart  Assist  System  Implant)  to  CMS- 
DRG  103  (Heart  Transplant).  When  we 
adopted  the  MS-DRG  classification 
system  in  FY  2008,  former  CMS-DRG 
103  remained  in  the  Pre-MDC  section 
but  was  renamed  and  subdivided  into 
MS-DRG  001  (Heart  Transplant  or 
Implant  of  Heart  Assist  System  with 
MCC)  and  MS-DRG  002  (Heart 
Transplant  op-Implant  of  Heart  Assist 
System  without  MCC). 

For  FY  2013,  we  received  a  request  to 
restructure  MS-DRGs  001  and  002  by 
removing  all  of  the  procedure  codes  that 
describe  the  insertion  of  a  device, 
leaving  only  procedure  codes  33.6 
(Combined  heart-lung  transplantation) 
and  37.51  (Heart  transplantation)  in  the 
heart  transplant  DRGs.  The  requestor 
further  asked  that  the  remaining  device 
codes  be  assigned  to  newly  created  MS- 
DRGs.  The  requestor  believed  that, 
within  the  existing  MS-DRG  grouping, 
CMS  is  underpaying  for  services  to 
patients  who  have  a  VAD  implanted  and 
overpaying  for  services  to  patients  who 
have  heart  transplantations.  The 
requestor  believed  that  the 
recommended  restructuring  “would 
allow  defined  grouping  of  cases  with  the 
higher  level  of  resource  [sic]  required 
reflected  in  payment.” 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule,  we  indicated  that  we  had 
reviewed  data  in  the  September  2011 
update  of  the  FY  2011  MedPAR  file  and 
found  that  the  average  length  of  stay  for 
heart  transplantations  and  VAD 
implantation  cases  are  very  similar  (35.1 
days  for  heart  transplantations  and 
36.63  days  for  VAD  implantations).  We 
also  found  that  the  average  cost  for  VAD 
implantation  cases  alone  is  higher  than 
the  average  cost  of  heart  transplantation 
cases.  The  table  below  includes  pur 
findings. 


MS-DRG 


Number  of 
cases 


Average  length 
of  stay 


Average  cost 
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MS-DRG 


Number  of  }  Average  length 
cases  I  of  stay 


Average  cost 


MS-DRG  001 — Cases  with  Heart  Transplant  without  VAD 

MS-DRG  001 — Cases  with  VAD  Insertion  Alone  . 

MS-DRG  002— All  Cases  . 

MS-DRG  002 — Cases  with  Heart  T ransplant  without  VAD 
MS-DRG  002 — Cases  with  VAD  Insertion  Alone  . 


384 

35.1 

811 

36.85 

313 

19.66 

172 

15.1 

140 

25.31 

123,472 
181,915 
89,818  • 
58,890 
128,069 


VVe  believe  that  this  higher  average 
cost  could  be  attributable  to  the  cost  of 
the  device  itself.  There  are  very  few 
VADs  approved  hy  FDA;  therefore,  we 
believe  this  small  group  of 
manufacturers  is  able  to  set  their  own 
charges  in  the  market.  We  pointed  out 
that  the  IPPS  is  not  designed  to  pay 
solely  for  the  cost  of  devices.  The  MS- 
DRG  classification  system  (and  more 
importantly,  the  IPPS)  is  not  based 
solely  on  the  cost  of  devices. 

Rather,  the  MS-DRG  system  is  a 
patient  classification  system  that 
provides  an  average  means  of  relating 
the  type  of  patients  a  hospital  treats 
(that  is,  case-mix)  to  the  cdsts  incurred 
by  the  hospital.  We  have  previously 


stated  that,  “Gentral  to  the  success  of 
the  Medicare  inpatient  hospital 
prospective  payment  system  is  that 
DRGs  have  remained  a  clinical 
description  of  why  the  patient  required 
hospitalization.  We  believe  it  would  be 
undesirable  to  transform  DRGs  into 
detailed  descriptions  of  the  technology 
and  processes  used  by  the  hospital  to 
treat  the  patient.  If  such  a 
transformation  were  to  happen,  the 
DRGs  would  become  largely  a 
repackaging  of  fee-for-service  without 
the  management  and  communication 
benefits.  The  separation  of  the  clinical 
and  payment  weight  methodologies 
allows  a  stable  clinical  methodology  to 


be  maintained,  while  the  .payment 
weights  evolve  in  response  to  changing 
practice  patterns.  The  packaging  of  all 
services  associated  with  the  care  of  a 
particular  type  of  patient  into  a  single 
payment  amount  provides  the  incentive 
for  efficiency  inherent  in  a  DRG-based 
prospective  payment  system. 

Substantial  disaggregation  of  the  DRGs 
into  smaller  units  of  payment,  or  a 
substantial  number  of  cases  receiving 
extra  payments,  would  undermine  the 
incentives  and  communication  value  in 
the  DRG  system.”  (66  FR  46904) 

The  results  of  our  review  of  the  claims 
data  for  MS-DRGs  001  and  002  are 
summarized  in  the  following  table. 


Code 

1 

Description  of  code(s)  i 

i 

Number  of 
cases 

MS-DRG  001  (Heart  Transplant  or  Implant  of  Heart  Assist  System  with  MCC) 

*  > 

All  codes . 

1,235 

384 

33.6  or  37.51  . 

Combined  heart-lung  transplantation  or  Heart  transplantation  . 

33.6  or  37.51  with  37.66  .... 

Combined  heart-lung  transplantation  or  Heart  transplantation  with  Insertion  of  implantable  heart 
assist  system  (VAD). 

11 

37.52  .  1 

Implantation  of  total  internal  biventricular  heart  replacement  system  (Artificial  heart)  . 

2 

37.66 . 1 

Insertion  of  implantable  heart  assist  system  (VAD)  . . 

811 

37.60  with  37.64  .  j 

Implantation  or  insertion  of  biventricular  external  heart  assist  system  +  Removal  of  external  heart 
assist  system(s)  or  device(s). 

1 

37.63  with  37.64  . 

Repair  of  heart  assist  system  +  Removal  of  external  heart  assist  system(s)  or  device(s)  . 

0 

37.64  with  37.65  .  | 

Removal  of  external  heart  assist  system(s)  or  device(s)  +  plant  of  single  ventricular 
'  (extracorporeal)  external  heart  assist  system. 

22 

Multiple  VADs  without  heart  transplant  . 

22 

MS-DRG  002  (Heart  Transplant  or  Implant  of  Heart  Assist  System  without  MCC) 

All  codes . 

1 

313 

33.6  or  37.51  . 

Combined  heart-lung  transplantation  or  Heart  transplantation  . 

172 

33.6  or  37.51  with  37.66  .... 

Combined  heart-lung  transplantation  or  Heart  transplantation  with  Insertion  of  implantable  heart 
assist  system  (VAD). 

0 

37.52  . 

Implantation  of  total  internal  biventricular  heart  replacement  system  (Artificial  heart)  . 

0 

37.66  . : . 

Insertion  of  implantable  heart  assist  system  (VAD)  . 

140 

37.60  with  37.64  . 

Implantation  or  insertion  of  biventricular  external  heart  assist  system  plus  Removal  of  external 
heart  assist  system(s)  or  device(s). 

0 

i 

37.63  with  37.64  . 

I  Repair  of  heart  assist  system  +  Removal  of  external  heart  assist  system(s)  or  device(s)  . 

1  0 

37.64  with  37.65  . 

1  Removal  of  external  heart  assist  system(s)  or  device(s)  +  plant  of  single  ventricular 

1  (extracorporeal)  external  heart  assist  system. 

1 

■  Multiple  VADs  without  heart  transplant  . . . 

4 

In  the  proposed  rule,  we  stated  that 
we  believe  that  the  IPPS  should 
accurately  recognize  differences  in 
utilization  for  clinically  distinct 
procedures.  However,  we  also  reiterated 
the  language  in  the  FY  2009  IPPS  final 
rule  that  the  payments  under  a 
prospective  payment  system  are 
predicated  on  averages  (73  FR  48443). 


We  believe  that  to  create  a  new  MS- 
DRG  specific  to  VAD  implantation 
would  require  basing  that  MS-DRG 
almost  exclusively  on  the  presence  of 
procedure  code  37.66,  representing  a 
single  procedure  and  currently  one 
manufacturer  with  FDA  approval. 
Currently,  other  manufacturers  are 
reported  to  be  in  clinical  trials  with 


their  VADs.  We  indicated  that  this 
approach  negates  our  longstanding 
method  of  grouping  like  procedures  and 
diminishes  the  concept  of  averaging. 
Further,  we  are  concerned  that  ignoring 
the  structure  of  the  MS-DRG  system 
solely  for  the  purpose  of  increasing 
payment  for  one  device  would  set  an 
unwarranted  precedent  for  defining  all 
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of  the  other  MS-DRGs  in  the  system  (73 
FR  48497  and  48498). 

The  commenter  requested  that  we 
create  two  new  MS-DRGs  for  the  VADs 
and  that  the  requested  MS-DRGs  be 
divided  based  on  the  presence  or 
absence  of  an  MGG.  VVe  pointed  out  that 
the  final  rule  establishing  the  MS-DRGs 
sets  forth  five  criteria,  all  five  of  which 
are  required  to  be  met  in  order  to 
warrant  creation  of  a  GC  or  an  MGG 
subgroup  within  a  base  MS-DRG.  The 
criteria  can  be  found  in  the  FY  2008 


IPPS  final  rule  with  comment  period  (72 
FR  47169).  The  original  criteria  were 
based  on  average  charges;  we  now  use 
average  costs  (FY  2007  IPPS  final  rule 
(71  FR  47882)).  To  reiterate,  these 
criteria  are  as  follows; 

•  A  reduction  in  variance  of  costs  of 
at  least  3  percent. 

•  At  least  5  percent  of  the  patients  in 
the  MS-DRG  fall  within  the  CC  or  MGG 
subgroup. 

•  At  least  500  cases  are  in  the  CC  or 
MGG  subgroup. 


•  There  is  at  least  a  20-percent 
difference  in  average  costs  between 
subgroups. 

•  There  is  a  $2,000  difference  in 
average  cost  between  subgroups. 

As  procedure  code  37.66 
predominates  in  our  claims  data  for 
VAD  implantations,  as  we  did  in  the 
proposed  rule,  we  are  including  the 
following  table  to  demonstrate  the  cost 
difference  between  MS-DRG  001  and 
MS-DRG  002. 


! 

MS-DRG  , 

1 

Number  of 
cases  j 

Average  cost 

001 — Cases  with  procedure  code  37.66  . 

002 — Cases  with  procedure  code  37.66  . 

811  1 
140  1 

$181,915 

128,069 

As  stated  in  the  FY  2008  IPPS  final 
rule  with  comment  period,  all  five 
criteria  must  be  met  in  order  to 
subdivide  an  MS-DRG  into  MGG  and 
non-MCC  severity  levels.  In  this 
instance,  the  number  of  cases  in  MS- 
DRG  002  containing  procedure  code 
37.66  is  140,  not  the  minimum  number 
of  500  cases  as  established  by  the  MS- 
DRG  severity  criteria.  Therefore,  even  if 
we  were  to  create  a  new  MS-DRG  for 
VAD  implantation,  unless  we  further 
divided  the  MS-DRG  based  on  the 
presence  of  an  MGG,  we  would 
substantially  overpay  approximately  15 
percent  of  total  VAD  cases.  However,  we 
could  not  create  multiple  MS-DRGs  for 
VAD  implantation  without  ignoring  our 
rules  for  subdividing  MS-DRGs. 

For  these  reasons,  for  FY  2013,  w'e  did 
not  propose  to  make  any  changes  to  the 
structure  of  MS-DRGs  001  and  002.  We 
invited  public  comment  on  our 
proposal. 

Comment:  Several  commenters  stated 
that  they  had  no  objections  to  CMS’ 
proposal  to  maintain  the  current 
structure  of  MS-DRG  001  and  MS-DRG 
002  and  not  create  separate  MS-DRGs 
for  VAD  and  heart  transplants.  The 
commenters  stated  that  this  proposal 
seems  reasonable  given  the  data  and 
information  provided. 

One  commenter  stated  that  MS-DRG 
weights  should  reflect  the  overall  costs 
of  all  of  the  services  involved  in  an 
admission  and  that  it  would  be 
inappropriate  to  bifurcate  these  MS- 
DRGs  solely  due  to  the  cost  of  a  single 
device,  especially  when  that  device  is 
currently  distributed  by  a  single 
manufacturer.  The  commenter  agreed 
with  our  proposal  to  maintain  the 
existing  structure  of  MS-DRGs  001  and 
002,  but  urged  CMS  to  continue  to 
monitor  the  composition  and  costs  of 
these  MS-DRGs  moving  forward. 


especially  as  new  VAD  devices  are 
approved  for  implantation. 

Response:  We  appreciate  the 
commenters’  support  for  our  proposal  to 
maintain  the  existing  structure  of  MS- 
DRG  001  and  MS-DRG  002  for  FY  2013. 
We  will  continue  to  monitor  the 
composition  and  costs  of  these  MS- 
DRGs  as  new  VAD  devices  are  approved 
for  implantation. 

Comment:  One  commenter  stated  that 
keeping  the  existing  MS-DRG  001  and 
MS-DRG  002  structure  may  ultimately 
be  a  deterrent  for  appropriate  provision 
of  care  to  Medicare  beneficiaries 
because  of  the  discrepancy  of  cost 
between  cardiac  transplantation  and 
implantation  of  VADs.  The  commenter 
stated  that  the  cost  of  the  VAD 
implantation  is  commonly  more  than 
$50,000  greater  than  the  cost  of  a 
cardiac  transplantation.  The  commenter 
stated  that  providing  two  MS-DRGs  for 
heart  transplants  and  two  for  VAD 
implantations  will  assure  access  to  the 
best  available  technology. 

Response:  We  acknowledge  the 
commenter’s  concern  about  the 
potential  for  problems  with  future 
beneficiary  access  to  VAD  implantations 
and  heart  transplants.  There  are 
currently  a  limited  number  of  FDA- 
approved  VADs  on  the  market.  We  will 
continue  to  monitor  these  MS-DRGs  as 
additional  VADs  come  onto  the  market 
and  technologies  change.  We  believe 
that  creating  separate  MS-DRGs  for 
VAD  implantations  and  heart 
transplants  could  lead  to  significant 
reductions  in  the  payment  for  heart 
transplants.  Gonsidering  the  limited 
number  of  FDA-approved  VADs  and  the 
negative  impact  that  creating  separate 
MS-DRGs  for  VAD  implantations  and 
heart  transplants  would  have  on  heart 
transplant  cases,  we  do  not  believe  the 
creation  of  separate  MS-DRGs  for  VAD 


implantations  and  heart  transplants  is 
appropriate  at  this  time. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  make  no 
changes  to  MS-DRG  001  and  MS-DRG 
002  for  FY  2013. 

b.  Allogeneic  Bone  Marrow  Transplant 

In  the  FY  2011  IPPS/LTCH  PPS  final 
rule  (75  FR  50101),  we  deleted  MS-DRG 
009  (Bone  Marrow  Transplant)  and 
created  two  new  MS-DRGs:  MS-DRG 
014  (Allogeneic  Bone  Marrow 
Transplant)  and  MS-DRG  015 
(Autologous  Bone  Marrow  Transplant). 
We  created  MS-DRGs  014  and  015 
because  of  differences  in  costs 
associated  with  the  procedures  in  these 
two  MS-DRGs.  In  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51525 
through  51526),  we  further  subdivided 
MS-DRG  015  into  two  severity  levels, 
by  deleting  MS-DRG  015  and  creating 
MS-DRG  016  (Autologous  Bone  Marrow 
Transplant  with  GG/MCC);  and  MS- 
DRG  017  (Autologous  Bone  Marrow 
Transplant  without  CC/MGC).  We 
created  MS-DRGs  014  and  015  as  these 
groups  meet  all  five  criteria  for 
subdivision  by  severity  level  that  we 
established  in  the  FY  2008  IPPS  final 
rule  with  comment  period  (72  FR 
47169).  As  we  discussed  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule,  MS-DRG  014 
did  not  meet  the  criteria  for  subdivision 
by  severity  level. 

During  the  comment  period  for  the  FY 
2012  IPPS/LTCH  PPS  proposed  rule,  we 
received  a  public  comment  regarding 
related  and  unrelated  allogeneic  bone 
marrow  transplants  (which  are  captured 
in  MS-DRG  014)  that  had  not  been  the 
subject  of  a  proposal  in  that  proposed 
rule.  This  issue  was  referred  to  briefly 
in  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51557),  but  we  did  not 
address  the  issue  because  we  considered 
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the  comment  to  be  out  of  the  scope  of 
provisions  of  the  proposed  rule. 
However,  we  addressed  this  issue  in  the 
FY  2013  proposed  rule.  The  commenter 
recommended  that  MS-DRG  014  be 
subdivided  into  tw^o  MS— DRGs  based  on 
related  and  unrelated  transplant  donor 
source. 

Allogeneic  bone  marrow 
transplantation  utilizes  the  blood  stem 
cells  in  bone  marrow,  umbilical  cord 
blood,  or  peripheral  blood  from  a  donor 
that  is  either  biologically  related  (sibling 
or  other  biologically  close  family 
member)  or  biologically  unrelated  (not  a 
biologically  close  family  member  of  the 
recipient)  in  the  treatment  of  certain 
cancers  and  bone  marrow  diseases. 
Allogeneic  transplant  recipients  must 
have  a  tissue  type  that  matches  the 
donor.  According  to  the  commenter,  a 
related  donor  will  typically  be  managed 
by  the  transplant  facility  from  human 


leukocyte  antigen  (HLA)  molecular 
typing  through  mobilization  and 
collection,  while  an  unrelated  donor 
requires  the  use  of  donor  registry  for 
searching  and  collection  process. 
According  to  the  commenter,  the 
unrelated  donor  setting  adds  significant 
costs  to  the  transplant  that  would  not  be 
incurred  in  the  related  transplant 
setting. 

Currently,  there  are  three  ICD-9-CM 
procedure  codes  that  identify  the 
transplant  donor  source: 

•  00.91  (Transplant  from  live  related 
donor) 

•  00.92  (Transplant  from  live  non- 
related  donor) 

•  00.93  (Transplant  from  cadaver) 

In  our  analysis  of  data  in  the  FY  2011 
MedPAR  file,  we  found  467  cases 
assigned  to  MS-DRG  014  with  average 
costs  of  approximately  $64,403  and  an 
average  length  of  stay  of  approximately 


24.8  days.  There  were  125  cases  that 
reported  procedure  code  00.91  on  the 
claim  as  the  related  transplant  donor 
source  with  average  costs  of 
approximately  $55,969  and  an  average 
length  of  stay  of  approximately  24.1 
days.  In  our  analysis  of  the  unrelated 
donor  source,  we  included  the  cases 
reported  with  the  transplant  from  a 
cadaver  donor  source  (code  00.93)  with 
the  transplant  from  a  live  nonrelated 
donor  source  (code  00.92).  There  were 
213  cases  that  reported  either  code 
00.92  or  00.93  as  the  transplant  donor 
source  with  average  costs  of 
approximately  $64,837  and  an  average 
length  of  stay  of  approximately  23  days. 
There  were  129  cases  that  did  not  report 
a  transplant  donor  source  with  average 
costs  of  approximately  $71,859  and  an 
average  length  of  stay  of  approximately 
28.5  days.  The  following  table  illustrates 
our  findings: 


MS-DRG 

1 

Number  of 
cases 

Average  length  ' 
of  stay  1 

Average  costs 

MS-DRG  014— All  cases  . 

1  467 

24.8 

$64,403 

MS-DRG  014 — Live  related  donor  (code  00.91)  . 

I  125 

24.1 

55,969 

MS-DRG  014 — Live  nonrelated  donor  (code  00.92)  or  cadaver  (code  00.93)  . 

!  213 

23 

i  64,837 

MS-DRG  014 — No  donor  source . 

129 

28.5 

1  71,859 

As  we  noted  in  the  proposed  rule,  one 
quarter  of  the  cases  (129  out  of  467 
cases)  that  did  not  report  a  transplant 
donor  source  code  had  the  highest 
average  costs  of  approximately  $71,859, 
compared  to  $55,969  for  live  related 
donors  and  $64,837  for  live  nonrelated 
or  cadaver  donors  and  $64,403  for  the 
overall  av'erage  cost  of  cases  within  MS- 
DRG  014.  The  cases  without  a  transplant 
donor  source  code  also  had  a  longer 
length  of  stay  (28.5  days)  than  the  live- 
related  donor  cases  (24.1  days),  the  live 
nonrelated  or  cadaver  cases  (23  days), 
and  the  overall  cases  (24.8  days) 
assigned  to  MS-DRG  014. 

Based  on  these  findings,  w^e  stated 
that  we  believe  that  it  would  not  be 
advisable  to  include  cases  without  a 
transplant  donor  source  code  with  the 
live  nonrelated  or  cadaver  donor  cases, 
as  we  believe  it  would  encourage 
providers  not  to  report  the  transplant 
donor  source  code.  All  possible  options 
must  be  included  in  any  MS-DRG 
reconfiguration.  Therefore,  cases  with 
no  reported  transplant  donor  source 
code  must  be  included  in  the  updated 
logic  because  this  is  the  group  with  the 
highest  average  costs.  Our  clinical 
advisors  reviewed  this  issue  and  do  not 
support  splitting  MS-DRG  014  into  tWo 
MS-DRGs  because  a  quarter  of  the  cases 
did  not  provide  a  transplant  donor 
source.  Therefore,  we  concluded  that 
the  cases  reported  with  a  transplant 


donor  source  code  are  appropriately 
assigned  to  MS-DRG  014  and  that  MS- 
DRG  does  not  warrarit  further 
subdivision.  Without  more  complete 
information  on  donor  source,  we  did  not 
propose  that  MS-DRG  014  be 
subdivided  in  the  proposed  rule.  We 
invited  public  comment  on  our  proposal 
not  to  subdivide  MS-DRG  014  into  two 
MS-DRGs  based  on  related  and 
unrelated  donor  source. 

Comment:  Several  commenters  stated 
that  they  had  no  objections  to  CMS’ 
proposal  to  maintain  the  current 
structure  of  MS-DRG  014.  The 
commenters  stated  that  the  proposal 
seems  reasonable  based  on  the  data  and 
information  provided.  One  commenter 
supported  the  subdivision  to  distinguish 
between  related  and  unrelated 
allogeneic  bone  marrow  transplants. 
However,  the  commenter  stated  that  if 
CMS  continues  to  believe  that  there  is 
not  sufficient  data  to  support  a  split, 
CMS  should  require  data  collection  of 
search  and  procurement  costs.  The 
commenter  suggested  that  CMS 
establish  a  specific  revenue  code  or  line 
item  on  the  hospital  cost  report  to 
require  hospitals  to  document  the 
search  and  procurement  costs  in  order 
to  receive  payment. 

Response:  We  agree  with  the 
commenters  that  stated  that,  based  on 
data  and  our  analysis,  we  should  not 
subdivide  MS-DRG  014  without  more 


complete  information  on  the  donor 
source.  As  stated  previously,  one 
quarter  of  the  cases  (129  out  of  467 
cases)  did  not  report  a  transplant  donor 
source  code.  We  beliet^e  that  we  have 
sufficient  methods  of  reporting  donor 
source  on  the  claim  by  reporting  ICD- 
9-CM  code  00.91,  00.92,  or  00.93  and' 
associated  costs. 

After  consideration  of  the  public 
comments  we  received,  we  are  not 
making  any  changes  to  MS-DRG  014  for 
FY  2013. 

2.  MDC  4  (Diseases  and  Disorders  of  the 
Ear,  Nose,  Mouth  and  Throat):  Influenza 
With  Pneumonia 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51557),  we  discussed  a 
public  comment  that  we  considered  out 
of  the  scope  of  the  FY  2012  proposed 
rule.  Therefore,  we  did  not  address  the 
issues  in  the  final  rule.  The  commenter 
requested  that  we  consider  reassigning 
cases  with  a  combined  diagnosis  of 
influenza  with  pneumonia  from  a  set  of 
simple  pneumonia  MS-DRGs  to  a  set  of 
MS-DRGs  that  captures  a  more  severe 
type  of  pneumoliia.  The  specific  request 
involves  cases  now  assigned  to  MS- 
DRGs  193  (Simple  Pneumonia  and 
Pleurisy  with  MGG),  194  (Simple 
Pneumonia  and  Pleurisy  with  GG),  and 
195  (Simple  Pneumonia  and  Pleurisy 
without  MGG/GG)  being  moved  to  MS- 
DRGs  177  (Respiratory  Infections  and 
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Inflammations  with  MCC),  178 
(Respiratory  Infections  and 
Inflammations  with  CC),  and  179 
(Respiratory  Infections  and 
Inflammations  without  MCC/CC). 

For  the  FY  2013  proposed  rule,  we 
examined  data  in  the  FY  2011  MedPAR 
file  on  cases  that  reported  diagnosis 
code  487.0  (Influenza  with  pneumonia) 
as  the  principal  diagnosis  with  an 
additional  secondary  diagnosis  code  for 
one  of  the  following  types  of 
pneumonia: 

•  482.0  (Pneumonia  due  to  Klebsiella 
pneumoniae) 

•  482.1  (Pneumonia  due  to 
Pseudomonas) 

•  482.40  (Pneumonia  due  to 
Staphylococcus,  unspecified) 

•  482.41  (Methicillin  susceptible 
pneumonia  due  to  Staphylococcus 
aureus) 


•  482.42  (Methicillin  resistant 
pneumonia  due  to  Staphylococcus 
aureus) 

•  482.49  (Other  Staphylococcus 
pneumonia) 

•  482.81  (Pneumonia  due  to  anaerobes) 

•  482.82  (Pneumonia  due  to  Escherichia 
coli  [E.  coli]) 

•  482.83  (Pneumonia  due'to  other  gram¬ 
negative  bacteria) 

•  482.84  (Pneumonia  due  to 
Legionnaires’  disease) 

•  482.89  (Pneumonia  due  to  other 
specified  bacteria)  ' 

Currently,  when  one  of  the 

pneumonia  codes  listed  above  is 
reported  as  a  principal  diagnosis,  the 
case  is  assigned  to  MS-DRG  177,  178,  or 
179.  However,  when  the  patient  has 
been  diagnosed  with  one  of  these  types 
of  pneumonia  and  also  has  influenza, 
the  ICD-9-CM  coding  book  directs  the 


coder  to  report  diagnosis  code  487.0  as 
the  principal  diagnosis  and  to  assign  an 
additional  secondary  code  to  describe 
the  specific  type  of  pneumonia.  This 
reporting  results  in  cases  with  diagnoses 
of  both  influenza  and  specific  types  of 
pneumonia  being  assigned  to  MS-DRG 
193, 194,  or  195  (Simple  Pneumonia 
and  Pleurisy  with  MCC,  with  CC,  or 
without  CC/MCC,  respectively),  instead 
of  MS-DRG  177, 178,  or  179.  The 
commenter  requested  that  we  reassigrr 
cases  reporting  code  487.0  as  the 
principal  diagnosis  with  one  of  the 
specific  pneumonia  codes  listed  above 
as  a  secondary  diagnosis* to  MS-DRGs 
177,  178,  and  179. 

We  analyzed  data  from  the  MedPAR 
file  on  cases  with  patients  with 
pneumonia  and  found  the  following: 


MS-DRG 

Number 
of  cases 

Average  length  of 
stay 

Average  cost 

MS-DRG  177 — All  cases  . 

69,128 

8.20 

$13,002 

MS-DRG  178 — All  cases  . 

59,559 

6.40 

9,193 

MS-DRG  179— All  cases  . . . 

14,108 

4.65 

6,365 

MS-DRG  193 — All  cases  . 

MS-DRG  193 — Cases  with  principal  diagnosis  code  487.0  and  with  a  secondary  diag- 

125,892 

6.28 

9,589 

nosis  code  of  482.0,  482.1,  482.40,  482.41,  482.42,  482.49,  482.81,  482.82,  482.83, 
482.84,  or  482.89  . . . 

57 

9.3 

15,867 

MS-DRG  193 — Cases  with  principal  diagnosis  code  487.0  and  without  a  secondary  diag- 

nosis  code  of  482.0,  482.1,  482.40,  482.41,  482.42,  482.49,  482.81,  482.82,  482.83, 
482.84,  or  482.89  . ^ . 

1,320 

6.93 

10,416 

MS-DRG  194— Ail  cases  . . 

MS-DRG  194 — Cases  with  principal  diagnosis  code  487.0  and  with  a  secondary  diag- 

191,030 

4.73 

6,524 

nosis  code  of  482.0,  482.1,  482.40,  482.41,  482.42,  482.49,  482.81,  482.82,  482.83, 
482.84,  or  482.89  . . . 

59 

6.9 

9,752 

MS-DRG  194 — Principal  diagnosis  code  487.0  and  without  a  secondary  diagnosis  code 

of  482.0,  482.1,  482.40.  482.41,  482.42,  482.49,  482.81,  482.82,  482.83,  482.84,  or 
482.89  . 

2,088 

5.16 

6,871 

MS-DRG  195 — All  cases  . . . . 

MS-DRG  195 — Cases  with  a  principal  diagnosis  code  487.0  and  a  secondary  diagnosis 

80,253 

3.53 

4,660 

code  of  482.0,  482.1,  482.40,  482.41,  482.42,  482.49,  482.81,  482.82,  482.83,  482.84, 
or  482.89  . . . 

12 

4.8 

5,842 

MS-DRG  195 — Cases  with  principal  diagnosis  code  487.0  and  without  a  secondary  diag- 

nosis  code  of  482.0,  482.1,  482.40,  482.41,  482.42,  482.49,  482.81,  482.82,  482.83, 
482.84,  or  482.89  . 

1,065 

3.78 

4,580 

The  data  showed  that  cases  reporting 
a  principal  diagnosis  code  487.0  with 
one  of  the  pneumonia  codes  listed 
above  as  a  secondary  diagnosis  have 
significantly  higher  average  costs 
($15,867  in  MS-DRG  193,  $9,752  in 
MS-DRG  194,  and  $5,842  in  MS-DRG 
195)  than  those  cases  reported  without 
one  of  the  pneumonia  codes  listed 
above  as  a  secondary  diagnosis  ($10,416 
in  MS-DRG  193,  $6^871  in  MS-DRG 
194,  and  $4,580  in  MS-DRG  195),  and 
also  the  overall  average  costs  for  all 
cases  in  MS-DRGs  193,  194,  and  195 
($9,589,  $6,524,  and  $4,660, 
respectively).  The  influenza  and 
pneumonia  cases  had  average  costs  that 
more  closely  align  with  the  average 
costs  of  cases  currently  assigned  to  MS- 


DRGs  177,  178,  and  179  ($13,002, 

$9,193,  and  $6,365,  respectively). 

As  a  result  of  our  analysis,  the  data 
support  the  commenter’s  request  that 
we  reassign  cases  reporting  a  principal 
diagnosis  code  487.0  and  an  additional 
secondary  diagnosis  code  for  one  of  the 
pneumonia  codes  listed  above,  from 
MS-DRGs  193, 194,  and  195  to  MS- 
DRGs  177,  178,  and  179.  Our  clinical 
advisors  also  support  reassigning  these 
cases  to  MS-DRGs  177,  178,  and  179. 
Therefore,  for  FY  2013,  we  proposed  to 
reassign  cases  with  a  principal  diagnosis 
code  487.0  and  an  additional  secondary 
diagnosis  code  of  one  of  the  following 
pneumonia  codes  listed  as  a  secondary 
diagnosis  codes  from  MS-DRGs  193, 
194,  and  195  to  MS-DRGs  177, 178,  and 


179:  482.0;  482.1;  482.40;  482.41; 

482.42;  482.49;  482.81;  482.82;  482.83; 
482.84;  and  482.89. 

We  invited  public  comment  on  our 
proposal  for  FY  2013. 

Comment:  Commenters  supported  our 
proposal  to  reassign  cases  with  a 
principal  diagnosis  code  of  487.0  with 
an  additional  secondary  diagnosis  code 
for  the  specified  types  of  pneumonia 
from  MS-DRGs  193  and  195  to  MS- 
DRGs  177, 178,  and  179.  The 
commenters  stated  that  these  proposed 
reassignments  better  capture  the  more 
severe  type  of  pneumonia  that  results  in 
significantly  higher  average  costs.  Other 
commenters  stated  the  proposed 
reassignments  were  reasonable,  given 
the  data  and  information  provided. 
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(Percutaneous  Cardiovascular  Procedure 
with  Drug-Eluting  Stent  with  MCC  or  4+ 
Vessels/Stents);  247  (Percutaneous 
Cardiovascular  Procedure  with  Drug- 
Eluting  Stent  without  MCC);  248 
(Percutaneous  Cardiovascular  Procedure 
with  Non-Drug-Eluting  Stent  with  MCC 
or  4-1-  Vessels/Stents);  249  (Percutaneous 
Cardiovascular  Procedure  with  Non- 
Drug-Eluting  Stent  without  MCC);  250 
(Percutaneous  Cardiovascular  Procedure 
without  Coronary  Artery  Stent  or  AMI 
with  MCC):  and  251  (Percutaneous 
Cardiovascular  Procedure  without 
Coronarv  Arterv  Stent  or  AMI  without 
MCC). 

According  to  the  Food  and  Drug 
Administration’s  (FDA’s)  terms  of  the 
clinical  trial  for  MitraClip™,  the  device 
is  to  be  implanted  in  patients  without 
any  additional  surgeries  performed. 
Therefore,  based  on  these  terms,  we 
stated  that  while  the  procedure  code  is 
assigned  to  MS-DRGs  246  through  251, 
the  most  likely  MS-DRG  assignments 
would  be  MS-DRGs  250  and  251,  as 
described  above.  As  we  stated  in  the  FY 
2012  IPPS/LTCH  PPS  final  rule,  because 
procedure  code  35.97  had  only  been  in 
use  since  October  1,  2010,  there  were  no 
claims  data  in  the  most  recent  update  of 
the  MedPAR  file  at  that  time  to  evaluate 
any  alternative  MS-DRG  assignments. 
Therefore,  we  did  not  make  any  MS- 
DRG  assignment  changes  for  procedure 
code  35.97  for  FY  2012. 

For  the  FY  2013  proposed  rule,  we 
analyzed  claims  data  from  the  FY  2011 
MedPAR  file  on  the  procedure  that 
describes  mitral  valve  repair  with 
implant  and  found  the  following: 


MS-DRG 

Number  of 
cases  j 

Average 
length 
of  stay 

Average  costs 

MS-DRG  216— All  Cases  . 

9,624  ! 

16.44 

$61,015 

MS-DRG  217— All  Cases  . 

5,655  1 

10.24  i 

41 ,324 

MS-DRG  218— All  Cases  . 

995  i 

7.43  i 

34,587 

MS-DRG  219— All  Cases  . . . 

15,336  1 

12.53  ! 

50,176 

MS-DRG  220— All  Cases  . .‘. . 

18,455 

7.53  I 

34,150 

MS-DRG  221— All  Cases  . . 

4,719 

i  5.59  1 

29,082 

MS-DRG  231— All  Cases  .  1 

1,170 

!  .  12.17  1 

49,728 

MS-DRG  231 — Cases  with  Procedure  Code  35.97  . 

'4 

!  13.75 

35,409 

MS-DRG  232— All  Cases  . 

1,010 

9.16  ' 

37,820 

MS-DRG  232 — Cases  with  Procedure  Code  35.97  . 

9 

13.56 

46,008 

MS~DRG  246 — All  CdSGS  . . 

29,299 

5.20 

20,725 

MS-DRG  247— All  Cases  . . . '. . . . 

109,661 

2.39 

13,014 

MS-DRG  248— All  Cases  . 

13,562 

6.35 

19,785 

MS-DRG  248 — Cases  with  Procedure  Code  35.97  . ! . 

1 

32.00 

110,262 

MS-DRG  249— All  Cases  . 

35,100 

2.86 

11,806 

MS-DRG  250— All  Cases  . 

8,313 

7.07 

!  19,673 

MS-DRG  250 — Cases  with  Procedure  Code  35.97  . 

39 

9.77 

i  29,753 

MS-DRG  251— All  Cases  . . . 

31,316 

2.92 

i  12,658 

MS-DRG  251 — Cases  with  Procedure  Code  35.97  . 

98 

2.69 

18,651 

Response:  VVe  appreciate* the 
commenters’  support  of  our  proposals. 

After  consideration  of  the  public 
comments  we  received,  w'e  are 
ftnalizing  our  proposal  of  reassigning 
cases  with  a  principal  diagnosis  code  of 
487.0  and  an  additional  secondary 
diagnosis  code  of  one  of  the  following 
pneumonia  codes  .as  a  secondary 
diagnosis  code  from  MS-DRGs  193,  194, 
and  195  to  MS-DRGs  177,  178,  and  179; 
482.0;  482.1,  482.40,  482.41, 482.42: 
482.49;  482.81;  482.82;  482.83,  482.84; 
and  482.89. 

3.  MDC  5  (Diseases  and  Disorders  of  the 
Circulatory  System) 

a.  Percutaneous  Mitral  Valve  Repair 
With  Implant 

We  received  a  request  to  reassign 
procedure  code  35.97  (Percutaneous 
mitral  valve  repair  with  implant)  to  the 
following  MS-DRGs: 

•  MS-DRG  216  (Cardiac  Valve  & 
Other  Major  Cardiothoracic  Procedures 
with  Cardiac  with  MCC); 

•  MS-DRG  217  (Cardiac  Valve  & 
Other  Major  Cardiothoracic  Procedures 
with  Cardiac  with  CC); 

•  MS-DRG  218  (Cardiac  Valve  & 
Other  Major  Cardiothoracic  Procedures 
with  Cardiac  without  CC/MCC); 

•  MS-DRG  219  (Cardiac  Valve  & 
Other  Major  Cardiothoracic  Procedures 
without  Cardiac  with  MCC): 

•  MS-DRG  220  (Cardiac  Valve  & 
Other  Major  Cardiothoracic  Procedures 
without  Cardiac  with  CC);  and 

•  MS-DRG  221  (Cardiac  Valve  & 
Other  Major  Cardiothoracic  Procedures 
without  Cardiac  without  CC/MCC). 


In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51528  through  51529),  we 
discussed  reassigning  procedure  code 
35.97  from  MS-DRGs  231  and  232 
(Coronary  Bypass  with  PTCA  with  MCC 
and  without  MCC,  respectively)  and 
MS-DRGs  246  (Percutaneous 
Cardiovascular  Procedure  with  Drug-. 
Eluting  Stent  with  MCC  or  4-t-  Vessels/ 
Stents),  247  (Percutaneous 
Cardiovascular  Procedure  with  Drug- 
Eluting  Stent  without  MCC),  248 
(Percutaneous  Cardiovascular  Procedure 
with  Non-Drug-Eluting  Stent  with  MCC 
or  4-^  Vessels/Stents),  249  (Percutaneous 
Cardiovascular  Procedure  with  Non- 
Drug-Eluting  Stent  without  MCC),  250 
(Percutaneous  Cardiovascular  Procedure 
without  Coronary  Artery  Stent  or  AMI 
with  MCC),  and  251  (Percutaneous 
Cardiovascular  Procedure  without 
Coronary  Artery  Stent  or  AMI  without 
MCC).  In  that  final  rule,  we  stated  that 
we  did  not  have  sufficient  claims  data 
on  which  to  base  and  evaluate  any 
proposed  changes  to  the  current  MS- 
DRG  assignment.  Procedure  code  35.97 
was  created  for  use  beginning  October  1, 
2010  (FY  2011)  after  the  concept  of 
percutaneous  valve  repair  was 
presented  at  the  March  2010  ICD-9-CM 
Coordination  and  Maintenance 
Committee  meeting.  Procedure. code 
35.97  wqs  created  at  that  time  to 
describe  the  MitraClip^M  device  and  any 
other  percutaneous  mitral  valve  repair 
devices  currently  on  the  market.  This 
procedure  code  was  assigned  to  the 
following  MS-DRGs:  231  and  232 
(Coronary  Bypass  with  PTCA  with  MCC 
and  without  MCC,  respectively);  246 


VVe  note  that  most  of  the  cases  were 
found  in  MS-DRGs  250  and  251,  as  we 
predicted  in  the  FY  2012  IPPS/LTCH 


PPS  final  rule  based  on  FDA’s  terms  of 
the  clinical  trial  for  MitraClip™.  As 
stated  earlier,  the  device  is  to  be 


implanted  in  patients  without  any 
additional  surgeries  performed.  There 
were  39  cases  in  MS-DRG  250  with 
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average  costs  of  $29,753  (which 
includes  cases  with  an  MCC).  These 
average  costs  are  significantly  lower 
than  the  average  costs  of  $61,015  for 
cases  in  MS-DRG  216,  and  the  average 
costs  of  $50,176  for  cases  in  MS-DRG 
219  (which  includes  cases  with  an 
MGG).  There  were  98  cases  in  MS-DRG 
251  (without  MGC^  with  average  costs  of 
$18,651.  These  average  costs  also  are 
lower  than  the  average  costs  of 
comparable  cases  in  MS-DRGs  217,  218, 

220,  and  221,  whose  average  costs  range 
from  a  high  of  $41,324  to  a  low  of 
$29,082.  While  the  average  costs  of 
mitral  valve  repair  cases  are  higher  than 
the  average  costs  of  other  cases  assigned 
to  MS-DRGs  250  and  251,  they  are 
significantly  less  than  the  average  costs 
of  cardiac  valve  replacement  cases 
assigned  to  MS-DRGs  216  through  221. 
Our  analysis  of  the  claims  data  does  not 
support  reassigning  the  procedure  that 
describes  percutaneous  mitral  valve 
repair  with  implant  from  MS-DRGs. 250 
and  251  to  MS-DRGs  216  through  221. 
Our  clinical  advisors  also  support 
maintaining  the  current  assignment  of 
this  procedure  in  MS-DRGs  250  and 
251.  Therefore,  based  on  our  findings, 
we  did  not  propose  to  reassign 
procedure  code  35.97  from  MS-DRGs 
250  and  251  to  MS-DRGs  216  through 

221. 

We  invited  public  comment  on  our 
proposal  to  maintain  the  current 
assignment  of  procedure  code  35.97  in 
MS-DRGs  250  and  251  and  not  to 
reassign  the  procedure  code  to  MS- 
DRGs  217  through  221. 

Comment:  Several  commenters 
supported  our'proposal  not  to  make  any 
MS-DRG  modifications  for  procedure 
code  35.97  cases,  which  are  currently 
assigned  to  MS-DRGs  250  and  251.  The 
commenters  stated  that  the  proposal 
was  reasonable,  given  the  data  and 
information  provided. 

Response:  We  appreciate  the 
commenters’  support  for  our  proposal 
for  FY  2013. 

Comment:  A  number  of  commenters 
recommended  that  CMS  reassign  code 
35.97  to  MS-DRGs  216,  217,  and  218. 
The  commenters  stated  that 
percutaneous  mitral  valve  repair  offers 
an  alternative  to  open  surgery  and  is 
used  in  high  risk  patients.  The 
commenters  believed  that  the  current 
payment  is  too  low  and  that  their 
hospitals  may  decide  not  to  perform 
these  procedures  if  the  payment  is  not 
increased.  The  commenters  stated  that 
MS-DRGs  216,  217,  and  218  more 
accurately  reflect  the  associated 
comorbidities  and  the  intensity  of 
resources  required  to  perform 
percutaneous  mitral  valve  repairs  with 
implant.  Commenters  also  stated  that 


the  procedure  is  complex  and  requires 
a  complex  team  of  surgeon,  imaging 
specialist,  anesthesiologist,  and 
interventionalist.  Given  this  team 
approach,  complexity,  and  lengthy 
procedure  time,  the  commenters  stated 
that  MS-DRGs  216,  217,  and  218  were 
more  appropriate  MS-DRG  assignments. 

One  commenter,  a  manufacturer  of  a 
mitral  valve  repair  device,  echoed  the 
comments  above.  The  manufacturer  also 
expressed  concern  that  CMS’  claims 
data  may  not  fully  reflect  the  costs  of 
the  mitral  valve  repair  devices.  The 
manufacturer  stated  that  the  data 
analyzed  may  have  included  some 
mitral  valve  repair  cases  that  were 
performed  in  clinical  trials  and  reflected 
trial-only  device  prices  that  were  much 
lower  than  the  planned  commercial 
device  prices. 

Response:  We  note  that  MS-DRGs 

216,  217,  218  currently  include  the 
requirement  that  a  cardiac 
catheterization  be  performed  during  the 
hospital  stay.  We  assume  that  the 
commenters  meant  to  include  the 
complete  range  of  MS-DRGs  for  cardiac 
valve  and  other  major  cardiothoracic 
procedures  (that  is,  MS-DRG  219 
(Gardiac  Valve  &  Other  Major 
Gardiothoracic  Procedures  without 
Gardiac  with  MGG),  MS-DRG  220 
(Cardiac  Valve  &  Other  Major 
Gardiothoracic  Procedures  without 
Gardiac  with  CG),  and  MS-DRG  221 
(Gardiac  Valve  &  Other  Major 
Cardiothoracic  Procedures  without 
Cardiac  without  CC/MCC),  in  addition 
to  MS-DRGs  216,  217,  and  218).  MS- 
DRGs  216,  217,  and  218  include  the 
provision  of  cardiac  catheterizations, 
while  MS-DRGs  219,  220,  and  221  do 
not  include  the  use  of  a  cardiac 
catheterization. 

The  claims  data  do  not  support 
adding  percutaneous  mitral  valve 
repairs  with  implant  to  MS-DRGs  216, 

217,  and  218  (those  with  cardiac 
catheterizations)  or  to  the  complete 
range  of  DRGs  that  includes  both  those 
with  and  without  cardiac 
catheterization  (MS-DRGs  216  through 
221).  As  stated  earlier,  there  were  39 
cases  in  MS-DRG  250  with  average 
costs  of  $29,753  (which  includes  an 
MCC).  These  average  costs  are 
significantly  lower  than  the  $61,01-5 
average  costs  for  cases  in  MS-DRG  216 
and  the  $50,176  average  costs  for  cases 
in  MS-DRG  219,  which  includes  an 
MCC.  There  were  98  cases  in  MS-DRG 
251  (without  MCC)  with  average  costs  of. 
$18,651.  These  average  costs  are  also 
lower  than  the  average  costs  of 
comparable  cases  in  MS-DRG  217,  218, 
220,  and  221  whose  average  costs  range 
from  a  high  of  $41,324  to  a  low  of 
$29,082.  While  the  average  costs  for 


these  cases  are  higher  than  for  others  in 
MS-DRGs  250  and  251,  they  are 
significantly  less  than  those  cardiac 
replacement  valve  cases  assigned  to 
MS-DRGs  216  through  221.  Our  data 
indicate  that  the  average  cost  for  this 
procedure,  including  the  significant  cost 
of  the  devices,  is  much  closer  to  the 
average  cost  of  the  percutaneous 
procedures  that  comprise  the  remaining 
99  percent  of  the  claims  in  the  MS- 
DRGs  250  and  251  than  it  is  to  the 
proposed  MS-DRGs,  where  payments 
are  twice  the  reported  cost  of  this 
procedure. 

In  this  case  it  is  true  that  costs  of  the 
percutaneous  mitral  valve  implantations 
are  more  than  the  average  for  MS-DRGs 
250  and  251.  However  it  is  a 
fundamental  principle  of  an  averaged 
payment  system  that  half  of  the 
procedures  in  a  group  will  have  above 
average  costs.  It  is  expected  that  there 
will  be  higher  cost  and  lower  cost 
subsets,  especially  when  a  subset  has 
low  numbers.  In  this  case  the  other 
ninety-nine  percent  of  the  claims  that 
make  up  the  assigned  DRG  will  be 
expected  to  continue  to  include  cases 
with  similar  costs  but  also  include  many 
cases  with  below  average  costs.  In  an 
average  payment  system,  the  “profit”  of 
low-cost  cases  balances  the  “loss”  of  the 
high-cost  cases,  and  hospitals  and 
manufacturers  cannot  expect  to  see 
“profit”  on  every  possible  subset  of 
cases  in  a  DRG. 

Our  clinical  advisors  state  that  the 
current  MS-DRG  assignment  is 
reasonable  because  the  operating  room 
resource  utilizations  of  percutaneous 
procedures,  such  as  those  found  in  MS- 
DRGs  250  and  251,  tend  to  group 
together,  and  are  generally  less  costly 
than  open  procedures,  such  as  those 
found  in  MS-DRGs  216  through  221. 
Percutaneous  procedures  by  organ 
system  represent  groupings  that  are 
reasonably  clinically  coherent.  More 
significantly,  our  clinical  advisors  state 
that  postoperative  resource  utilization  is 
significantly  higher  for  open  procedures 
with  the  much  greater  morbidity  and 
consequent  recovery  needs.  Because  the 
equipment,  technique,  staff,  patient 
populations  and  physician  specialty  all 
tend  to  group  by  type  of  procedure 
(percutaneous  versus  open),  separately 
grouping  percutaneous  and  open 
procedures  is  more  clinically  consistent. 
Therefore,  our  clinical  advisors 
recommend  that  we  not  move 
.  percutaneous  mitral  valve  repairs  with 
implants  into  MS-DRGs  216  through 
221.  Based  on  the  claims  data  and  the 
advice  of  our  clinical  advisors,  we  do 
not  believe  the  findings  warrant  moving 
code  35.97  from  MS-DRGs  250  and  251 
to  MS-DRGs  216  though  221. 
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After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  not  make  any 
MS-DRG  modifications  for  procedure 
code  35.97  cases,  which  currently  are 
assigned  to  MS-DRGs  250  and  251,  for 
FY  2013. 

b.  Endovascular  Implantation  of 
Branching  or  Fenestrated  Grafts  in  Aorta 

The  fenestrated  (with  holes)  graft 
device  is  designed  to  treat  patients  with 
abdominal  aortic  aneurysms  (AAA). 
Current  treatment  options  for  patients 
with  AAAs  include  open  surgical  repair, 
endovascular  repair  using  stent-grafts, 
or  medical  management. 

Aneurysmal  disease  that  extends 
proximally  to  the  level  of  the  renal 
arteries  is  usually  indicative  of  more 
extensive  aortic  disease  and 
comorbidities.  As  a  result,  many  of 
these  patients  are  at  a  higher  overall  risk 
when  undergoing  open  surgical  repair. 

In  addition,  these  patients  are  often  not 
suitable  for  endovascular  treatment  with 
currently  available  endografts  because 
.the  length  of  healthy  aorta  is  insufficient 
to  provide  an  adequate  seal  at  the 
proximal  end.  The  indications  for  use 
for  many  of  the  standard  endografts  call 
for  an  aortic  neck  length  greater  than  or 
equal  to  15  millimeters. 

Published  industry  reports  estimate 
that  8  percent  to  30  percent  of  patients 
with  AAAs  that  need  repair  have  aortic 
necks  of  less  than  15  millimeters  in 
length.  One  institution  has  reported  that 
over  half  of  its  patients  with  AAAs  were 
considered  ineligible  for  endovascular 
aneurysm  repair  or  endovascular  aortic 
repair  (EV^\R)  due  to  an  inadequate 
length  of  nondiseased  aorta.  These 
patients  also  were  predominantly 
contraindicated  for  open  repair. 

Prior  to  the  development  of  a 
fenestrated  graft  device,  the  only 
treatment  option  available  to  a  large 
number  of  these  high-risk  patients 
would  have  been  medical  management. 
Open  surgical  repair  is  too  challenging 
to  frail  patients,  as  it  requires 
supraceliac  clamping  of  the  aorta  and 
may  result  in  renal  ischemia,  mesenteric 
ischemia,  or  atheroembolization  of  the 
visceral  vessels  of  the  aorta.  EVAR  with 
a  standard  endograft  is  not  a  viable 
option  either  because  the  shortened 
neck  precludes  an  adequate  proximal 
end  seal,  which  can  lead  to  type  I 
endoleaks  (leaking  of  blood  around  the 
device  into  the  aneurysm  resulting  in 
continued  pressurization  of  the 
aneuiy’sm).  Medical  management  alone 
leaves  these  patients  at  high  risk  for 
AAA-relatpd  morbidity  and  mortality. 
These  suboptimal  choices  led  to  the 
creation  of  fenestrated  endografts  that 
can  seal  above  the  renal  arteries  while 


maintaining  access  and  uninterrupted 
blood  flow  to  branch  vessels  of  the 
aorta. 

The  fenestrated  graft  is  currently 
under  clinical  trial  in  the  United  Statqs. 
Effective  April  4,  2012,  the  Zenith® 
Fenestrated  AAA  Endovascular  Graft 
(Cook®  Medical)  received  FDA 
approval.  Another  manufacturer  of 
fenestrated  grafts  expects  to  receive  FDA 
approval  for  its  device  within  3  years. 

At  the  September  15,  2010  meeting  of 
the  ICD-9-CM  Coordination  and 
Maintenance  Committee,  the  topic  of 
fenestrated  graft  was  presented  with  a 
request  for  a  unique  procedure  code.  As 
a  result  of  that  meeting,  and  additional 
meetings  with  manufacturers 
throughout  the  year,  procedure  code 
39.78  (Endovascular  implantation  of 
branching  or  fenestrated  graft(s)  in 
aorta)  was  created  for  use  beginning 
October  1,  2011  (FY  2012).  This  code  is 
assigned  to  MS-DRGs  252,  253,  and  254 
(Other  Vascular  Procedures  with  MCC, 
with  CC,  and  without  CC/MCC, 
respectively). 

VVe  have  received  a  request  from  a 
manufacturer  to  reassign  procedure 
code  39.78  from  MS-DRGs  252,  253, 
and  254  to  MS-DRGs  237  and  238 
(Major  Cardiovascular  Procedures  with 
MCC  and  without  MCC,  respectively). 
The  requestor  stated  that  the  assignment 
to  MS-DRGs  252,  253,  and  254  violates 
both  of  CMS’  stated  principles  regarding 
assigning  new  codes  to  MS-DRGs  that 
reflect  both  clinical  coherence  and 
similar  consumption  of  resources. 

From  the  standpoint  of  clinical 
coherence,  the  requestor  noted  that, 
while  procedures  in  MS-DRGs  252,  253, 
and  254  are  vascular  procedures,  the 
procedures  do  not  involve  the  aorta.  The 
requestor  further  noted  that  AAA 
repairs,  both  open  and  endovascular,  are 
assigned  to  MS-DRGs  237  and  238. 

From  the  standpoint  of  similar 
consumption  of  resources,  the  requestor 
included  anticipated  device  costs  of 
517,424  to  521,824  for  a  fenestrated 
endovascular  procedure.  The  requestor 
noted  that  these  costs  only  represent  the 
device  and  do  not  include  any 
additional  resources  required  during  the 
hospitalization.  The  requestor  believed 
that  the  device  costs  are  more  similar  to 
devices  used  in  MS-DRGs  237  and  238. 

CMS’  practice  is  to  assign  new  codes 
to  MS-DRGs  where  similar  procedures 
are  also  located.  In  terms  of  clinical 
coherence,  CMS  assigned  the  new  code 
_to  the  vascular  procedure  MS-DRGs 
(252,  253,  and  254)  where  other 
noncoronary  endovascular  procedures 
for  blood  vessel  repair  also  are  assigned. 
This  decision  was  based  on  our  practice 
to  group  similar  procedures  together,  in 
this  case  repairs  to  blood  vessels. 


especially  for  new  codes  when  CMS  has 
no  data  history. 

With  regard  to  resource  consumption, 
we  point  out  that  procedure  code  39.78 
was  created  for  use  effective  with 
discharges  on  or  after  October  1,  2011. 
Our  review  of  data  in  the  MedPAR  file 
shows  no  utilization  of  this  code 
because  it  is  too  new. -That  is,  we  have 
no  claims  data  that  would  either  prove 
or  disprove  the  requestor’s  supposition 
that  procedure  code  39.78  is  not 
adequately  paid  under  MS-DRGs  252, 
253,  and  254.  As  discussed  elsewhere  in 
this  preamble,  the  MS-DRG  system  is 
not  a  device  classification  system. 
Therefore,  because  there  are  very  few 
companies  currently  marketing  their 
fenestrated  graft  devices,  we  are 
concerned  that  these  companies  are  able 
to  set  their  own  charges  in  the  market. 

In  addition,  the  requestor  opined  that 
“an  argument  could  possibly  be  made 
that  the  increased  device  costs  and 
longer  procedural  times  for  [procedure 
code)  39.78  suggest  assignment  into 
MS-DRG  237  alone  would  be 
appropriate,”  although  the  requestor 
further  stated  that,  without  a  significant 
volume  of  actual  claims  data,  it  might  be 
more  reasonable  [for  CMS]  to  take  a 
conservative  approach  and  assign  these 
procedures  to  either  MS-DRG  237  or 
MS-DRG  238.  We  note  that  MS-DRGs 

237  and  238  are  paired  MS-DRGs,  with 
both  MS-DRGs  containing  the  same 
procedure  codes,  but  which  have  been 
subdivided  based  on  the  formula  for  the 
presence  or  absence  of  comorbid  or 
complicating  conditions.  It  is  not  an 
inherent  part  of  the  GROUPER  logic  to 
assign  a  code  to  only  one  DRG  in  a  set 
of  paired  or  triplicate  MS-DRGs. 

Because  there  is  no  data  history  for 
procedure  code  39.78  that  would  justify 
a  reassignment  based  on  either  clinical 
coherence  or  resource  consumption,  in 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  (77  FR  27903  and  27904),  we  did 
not  propose  to  make  a  change  to  the 
MS-DRG  assignment  of  procedure  code 
39.78  for  FY  2013.  We  stated  our  belief 
that  procedure  code  39.78  has  been 
appropriately  placed  within  the  MS- 
DRG  structure.  We  also  stated  that  we 
would  continue  to  evaluate  the  clinical 
coherence  and  resource  consumption 
costs  that  impact  this  code  and  the 
current  MS-DRG  assignment.  We 
invited  public  comment  on  our 
proposal. 

Comment:  Many  commenters  agreed 
or  did  not  have  any  specific  objections 
regarding  our  proposal  to  not  reassign 
procedure  code  39.78  from  MS-DRGs 
252,  253,  and  254  to  MS-DRGs  237  and 

238  for  FY  2013  based  on  the 
information  we  provided. 
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Response:  We  appreciate  the 
commenters’  support  for  our  proposal 
for  FY  2013. 

Comment:  Numerous  commenters 
representing  various  professional 
organizations  and  device  manufacturers 
disagreed  virith  our  proposal  to  maintain 
the  current  MS-DRG  structure  for 
procedure  code  39.78.  The  commenters 
urged  CMS  to  reevaluate  the  proposal 
and  reassign  procedure  code  39.78  to 
MS-DRGs  237  and  238  for  FY  2013. 

The  commenters  stated  that  the 
proposed  MS-DRG  assignment  for 
procedure  code  39.78  is  not  clinically 
correct.  Specifically,  the  commenters 
stated  that  the  association  of  a 
fenestrated  graft  procedure  to  peripheral 
arterial  endovascular  interventions  is 
not  representative  of  the  complexities 
involved  in  performing  the  fenestrated 
graft  surgery,  nor  does  it  adequately 
depict  a  hospital’s  utilization  of 
resources.  The  commenters  further 
noted  that  the  implantation  of 
fenestrated  grafts  is  more  similar,  from 
a  clinical  and  resource  consumption 
perspective,  to  the  other  endovascular 
graft  procedures  within  MS-DRGs  237 
and  238  than  it  is  to  the  vascular 
procedures  assigned  to  MS-DRGs  252, 
253,  and  254. 

One  commenter  provided  detailed 
information  outlining  the  specific  FDA- 
approved  indications  for  both  the 
standard  and  fenestrated  endovascular 
graft  procedures  for  treatment  of 
aneurysms  to  further  demonstrate  how 
clinically  similar  the  procedures 
actually  are.  Other  commenters  clarified 
that  fenestrated  grafts  require  all  the 
resources  of  a  standard  endovascular 
graft  procedure  in  addition  to  all  the 
resources  required  for  placement  of 
stents  in  the  renal  and  visceral  arteries 
to  maintain  perfusion.  Another 
commenter  reported  that  the  devices 
required  to  perform  a  fenestrated  graft 
procedure  are  “(1)  more  complicated, 
more  numerous,  and,  in  aggregate, 
significantly  more  expensive  than  those 
required  for  the  predecessor  [standard] 
procedures;  and  (2)  the  fenestrated/ 
branch  procedure  itself  is  more  complex 
and  time  consuming,  requiring 
significantly  greater  hospital  operating 
room  time  and  resources.”  Therefore, 
according  to  the  commenters,  the 


resources  required  to  perform 
implantation  of  a  fenestrated  graft  are 
far  more  extensive  in  comparison  to  the 
resources  utilized  to  perform  procedures 
assigned  to  MS-DRGs  252,  253,  and 
254. 

Some  commenters  also  believed  that 
GMS  may  have  misunderstood  some  of 
the  aspects  of  the  fenestrated  graft 
procedure.  The  commenters  indicated 
that  if  the  standard  endovascular  graft 
procedure  (for  example,  procedure  code 
39.71  (Endovascular  implantation  of 
other  graft  in  abdominal  aorta)  is 
currently  assigned  to  MS-DRGs  237- 
238  and  the  fenestrated  endovascular 
graft  procedure  requires  greater 
utilization  of  resources,  logically 
procedure  code  39.78  should  be 
assigned  to  MS-DRGs  237  and  238. 

Other  commenters  reiterated  the 
benefits  of  fenestrated  graft  procedures 
to  those  patients  who  are  not  candidates 
for  standard  endovascular  grafts  or  open 
surgical  repair.  These  commenters 
indicated  that  the  patients  necessitating 
fenestrated  grafts  are  a  complex  patient 
population.  Some  commenters  also 
stated  that,  despite  the  lack  of  sufficient 
MedPAR  claims  data  for  procedure  code 
39.78,  CMS  should  consider  the  clinical 
similarities  between  fenestrated  graft 
procedures  and  the  other  procedures 
that  currently  group  to  MS-DRGs  237 
and  238. 

The  commenters  stated  that,  by 
reassigning  procedure  code  39.78  to 
MS-DRGs  237  and  238,  patients  would 
no  longer  be  restricted  access  to  this 
technology  for  treatment  of  juxtarenal/ 
pararenal  (next  to  or  at  renal  arteries) 
aneurysms  and  hospitals  would  be  more 
appropriately  paid  for  the  services  they 
are  providing. 

Response:  Although  we  did  not 
propose  to  reassign  procedure  code 
39.78  from  MS-DRGs  252,  253,  and  254 
to  MS-DRGs  237  and  238  for  FY  2013, 
upon  further  review  and  consideration 
of  the  comments  received,  we  agree 
with  the  commenters  that  the 
fenestrated  grafts  are  more  similar  from 
a  clinical  and  resource  consumption 
perspective  to  the  other  endovascular 
graft  procedures  within  MS-DRGs  237 
and  238. 

Therefore,  as  final  policy  for  FY  2013, 
we  are  reassigning  procedure  code  39.78 


from  MS-DRG  252,  253,  and  254  to  MS- 
DRGs  237  and  238. 

4.  MDC  10  (Endocrine,  Nutritional,  and 
Metabolic  Diseases  and  Disorders): 
Disorders  of  Porphyrin  Metabolism 

We  received  a  request  for  the  creation 
of  a  new  MS-DRG  to  better  identify 
cases  where  patients  with  disorders  of 
porphyrin  metabolism  exist,  to 
recognize  the  resource  requirements  in 
caring  for  these  patients,  to  ensure 
appropriate  payment  for  these  cases, 
and  to  preserve  patient  access  to 
necessary  treatments.  Porphyria  is 
defined  as  a  group  of  rare  disorders 
(“porphyrias”)  that  interfere  with  the 
production  of  hemoglobin  that  is 
needed  for  red  blood  cells.  While  some 
of  these  disorders  are  genetic  (inborn) 
and  others  can  be  acquired,  they  all 
result  in  the  abnormal  accumulation  of 
hemoglobin  building  blocks,  called 
porphyrins,  which  can  be  deposited  in 
the  tissues  where  they  particularly 
interfere  with  the  functioning  of  the 
nervous  system  and  the  skin. 

Treatment  for  patients  suffering  from 
disorders  of  porphyrin  metabolism 
consists  of  an  intravenous  injection  of 
Panhematin®  (hemin  for  injection).  In 
1984,  this  pharmaceutical  agent  became 
the  first  approved  drug  for  a  rare  disease 
to  be  designated  under  the  Orphan  Drug 
Act.  It  is  the  only  FDA-approved 
prescription  treatment  for  acute 
intermittent  porphyria,  being  approved 
for  manifestations  temporarily  related  to 
the  menstrual  cycle  in  susceptible 
women. 

ICD-9-CM  diagnosis  code  277.1 
(Disorders  of  porphyrin  metabolism) 
describes  these  cases,  which  are 
currently  assigned  to  MS-DRG  642 
(Inborn  and  Other  Disorders  of 
Metabolism).  We  analyzed  data  from  the 
FY  2011  MedPAR  file  for  cases  assigned 
to  this  MS-DRG.  As  shown  in  the  table 
below,  we  found  a  total  of  1,447  cases 
in  MS-DRG  642  with  an  average  length 
of  stay  of  4.63  days  and  average  costs  of 
$7,400.  We  then  analyzed  the  data  for 
cases  reporting  diagnosis  code  277.1  as 
the  principal  diagnosis  in  this  same 
MS-DRG.  We  found  a  total  of  330  cases, 
with  an  average  length  of  stay  of  6.12 
days  and  average  costs  of  $11,476. 


MS-DRG 

Number  of 
cases 

Average  ' 
length  of  stay  | 

Average  costs 

MS-DRG  642 — All  cases  . . . 

MS-DRG  642-  Cases  with  principal  diagnosis  code  277.1  . 

While  the  average  costs  for  the  330 
cases  reporting  a  principal  diagnosis 


code  of  277.1  were  higher  than  all  cases  $7,400),  the  volume  of  affected  cases  is 
in  MS-DRG  642  ($11,476  versus  small,  representative  of  approximately 
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20  percent  of  all  of  the  cases  in  MS- 
DRG  642.  Under  our  existing  policy  (76 
FR  51487  and  51488),  in  deciding 
whether  to  make  modifications  to  the 
MS-DRGs.  we  consider  whether  the 
resource  consumption  and  clinical 
characteristics  of  the  patients  with  a 
given  set  of  conditions  are  significantly 
different  from  the  remaining  patients  in 
the  MS-DRG.  We  evaluate  the 
utilization  of  resources  related  to  patient 
care  using  average  costs  and  length  of 
stay  and  rely  on  the  judgment  of  our 
medical  advisors  to  decide  whether 
patients  are  clinically  distinct  or  similar 
to  other  patients  in  the  MS-DRG.  In 
evaluating  resource  costs,  we  consider 
both  the  absolute  and  percentage 
differences  in  average  costs  between  the 
cases  we  selected  for  review  and  the 
reminder  of  cases  in  the  MS-DRG.  We 


also  consider  variation  in  costs  within 
these  groups;  that  is,  whether  observed 
average  differences  are  consistent  across 
patients  or  attributable  to  cases  that 
were  extreme  in  terms  of  costs  or  length 
of  stay.  Further,  we  consider  the  number 
of  patients  who  have  a  given  set  of 
characteristics  and  generally  prefer  not 
to  create  a  new  MS-DRG  unless  it 
would  include  a  substantial  number  of 
cases.  Therefore,  in  the  FY  2013 
proposed  rule,  we  determined  that  the 
findings  do  not  support  the  creation  of 
a  new  MS-DRG. 

We  acknowledge  the  importance  of 
ensuring  that  patients  diagnosed  with  a 
disorder  of  porphyrin  metabolism  have 
adequate  access  to  care  and  receive  the 
necessary  treatment.  Despite  the  fact 
that  our  data  analysis  did  not 
demonstrate  support  for  the  creation  of 


a  new  MS-DRG  at  this  time,  we  also 
explored  an  alternative  option.  In 
reviewing  the  medical  MS-DRGs  in 
terms  of  resources  and  clinical 
coherence  that  are  also  located  within 
MDC  10,  we  found  three  MS-DRGs  that 
we  believe  are  similar  to  MS-DRG  642. 
We  analyzed  data  from  the  MedPAR  file 
on  cases  in  MS-DRGs  643,  644,  and  645 
(Endocrine  Disorders  with  MCC,  with 
CG,  and  without  CG/MCC,  respectively) 
to  determine  if  the  cases  reporting  a 
principal  diagnosis  code  of  277.1  would 
be  more  appropriately  reassigned  from 
MS-DRG  642  to  MS-DRGs  643,  644, 
and  645.  Upon  examination  of  the  data, 
we  found  that  the  average  costs  of  these 
cases  were  $10,835,  $6,816,  and  $4,762, 
respectively,  as  shown  in  the  table 
below. 


MS-DRG 

' 

Number  of 
cases 

i 

1 

Average 
length  of  stay 

Average  costs 

MS-DRG  643 — Cases  with  principal  diagnosis  code  277.1  . • 

6,562  i 

7.11  i 

$10,835 

MS-DRG  644 — Cases  with  principal  diagnosis  code  277.1  . 

12,769 

4.89 

6,816 

MS-DRG  645 — Cases  with  principal  diagnosis  code  277.1  . 

5,979 

3.40 

4,762 

Based  on  these  findings,  if  we  were  to 
reassign  cases  where  disorders  of 
porphyrin  metabolism  (diagnosis  code 
277.1)  were  reported  as  the  principal 
diagnosis  with  a  secondary  diagnosis 
designated  as  a  GC  (MS-DRG  644)  or 
with  a  secondary  diagnosis  that  was  not 
a  CG/MCC  (MS^DRG  645),  Medicare 
would  pay  significantly  less  for  these 
cases  than  they  are  now  paid  under  MS- 
DRG  642.  Therefore,  it  would  not  be 
appropriate  to  reassign  cases  reporting  a 
principal  diagnosis  code  of  277.1  from 
MS-DRG  642  to  MS-DRGs  643,  644, 
and  645.  In  addition,  our  clinical 
advisors  did  not  support  this 
reassignment.  The  MS-DRG 
classification  system  on  which  the  IPPS 
is  based  comprises  a  system  of  averages. 
As  such,  it  is  understood  that,  in  any 
particular  MS-DRG,  it  is  not  unusual  for 
a  small  number  of  cases  to  demonstrate 
higher  than  average  costs,  nor  is  it 
unusual  for  a  small  number  of  cases  to 
demonstrate  lower  than  average  costs. 
Upon  review  of  the  MedPAR  data  and 
the  alternative  option  discussed,  our 
clinical  advisors  agree  that  the  current 
MS-DRG  assignment  for  diagnoses  of 
disorders  of  porphyrin  metabolism 
(diagnosis  code  277.1)  to  MS-DRG  642 
is  most  appropriate  at  this  time. 

In  the  proposed  rule,  we 
acknowledged  and  recognized  the 
severity  of  symptoms  that  patients 
diagnosed  with  disorders  of  porphyrin 
metabolism  may  experience.  We  also 
stated  that  we  are  sensitive  to  concerns 
about  access  to  care  and  treatment  for 


these  patients.  We  further  indicated  that 
we  would  continue  to  monitor  this  issue 
and  determine  how  to  better  account  for 
the  variation  in  resource  utilization 
within  the  IPPS  for  these  cases. 

In  summary,  we  did  not  propose  to 
create  a  new  MS-DRG  or  to  reassign 
cases  reporting  a  principal  diagnosis 
code  of  277.1  to  MS-DRGs  643,  644,  and 
645  for  FY  2013.  We  invited  public 
comment  on  our  proposal. 

Comment:  Several  commenters  agreed 
with  our  proposal  to  not  create  a  new 
MS-DRG  or  to  reassign  cases  reporting 
a  principal  diagnosis  code  of  277.1  from 
MS-DRG  642  to  MS-DRGs  643,  644, 
and  645  for  FY  2013. 

Response:  We  appreciate  the 
commenters’  support  for  our  proposal. 

Comment:  Two  commenters, 
representing  organizations  dedicated  to 
the  treatment,  education,  and  study  of 
patients  diagnosed  with  disorders  of 
porphyrin  metabolism,  appreciated  the 
attention  that  CMS  devoted  to  this  issue. 
However,  these  commenters  expressed 
concern  that  CMS’  proposal  to  not 
create  a  new  MS-DRG  for  these  cases 
would  negatively  impact  beneficiary 
access  to  necessary  treatments.  For 
example,  according  to  one  of  the 
commenters,  certain  facilities  are  unable 
to  provide  the  needed  Panhematin® 
therapy  as  a  result  of  the  costs  incurred 
and  the  present  MS-DRG  assignment. 
The  commenters  believed  that  for 
beneficiaries  who  experience  an  acute 
porphyric  attack,  there  are  not  any 


alternative  therapies  compared  to  the 
effectiveness  of  Panhematin®. 

One  of  the  commenters  also  submitted 
data  from  its  own  analysis  indicating 
that  not  only  are  the  average  costs  of 
porphyria  cases  greater  than  the  average 
costs  of  all  cases  in  MS-DRG  642,  but 
also  that  the  average  costs  of  p'orphyria 
cases  are  greater  than  the  average  costs 
of  other  cases  that  contain  the  top  10 
principal  diagnoses  (by  volume  of 
discharges)  assigned  to  MS-DRG  642. 
The  commenter  asserted  that,  based  on 
its  analysis,  as  well  as  the  analysis 
conducted  and  presented  by  CMS  in  the 
FY  2013  IPPS/LTCH  PPS  proposed  rule 
(77  FR  27904  through  27905),  porphyria 
cases  undoubtedly  satisfy  the  criteria  to 
create  a  new  MS-DRG. 

Additionally,  the  commenters 
opposed  CMS’  position  regarding  the 
inadequate  number  of  cases  in  which  to 
establish  a  new  MS-DRG  for  porphyria 
cases.  One  of  the  commenters  reported 
that,  based  on  its  own  analysis,  the 
number  of  porphyria  cases 
demonstrated  a  significant  subset  of  the 
total  cases  that  grouped  to  MS-DRG 
642.  The  other  commenter 
acknowledged  that  the  number  of 
porphyria  cases  is  small;  however  this 
commenter  maintained  that  CMS  may 
inadvertently  be  sending  the  message 
that  rare  diseases  affecting  smaller 
populations  are  not  as  significant  as 
those  diseases  affecting  larger  ■ 
populations  by  not  creating  a  new  MS- 
DRG  for  porphyria  cases.  The 
commenters  urged  CMS  to  reconsider 


Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations  53313 


the  proposal  and  create  a  new  MS-DRG 
for  cases  with  a  principal  diagnosis  of 
porphyria  to  ensure  these  beneficiaries 
have  access  to  treatment  for  this 
potentially  life-threatening  disease. 

Response:  We  acknowledge  the 
commenters’  concerns.  CMS  is 
committed  to  improving  the  lives  and 
quality  of  care  for  Medicare 
beneficiaries.  We  take  this  opportunity 
to  note  that  it  is  not  appropriate  for 
facilities  to  deny  treatment  to 
beneficiaries  needing  a  specific  type  of 
therapy  or  treatment  that  involves 
increased  costs.  The  MS-DRG  system  is 
a  system  of  averages  and  it  is  expected 
that  across  the  571  diagnostic  related 
groups  that  within  certain  groups,  some 
cases  may  demonstrate  higher  than 
average  costs,  while  other  case’s  may 
demonstrate  lower  than  average  costs. 

As  discussed  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  27904 
through  27905),  we  recognize  the 
average  costs  of  the  small  number  of 
porphyria  cases  are  greater  than  all  the 
cases  in  MS-DRG  642.  While  the 
commenter’s  analysis  found  that 
approximately  50  percent  of  porphyria 
cases  were  more  expensive  than  the 
average  cost  of  the  other  cases  in  this 
MS-DRG,  it  is  not  alarming  and,  in  fact, 
is  what  we  would  expect  (as  the 
remaining  percent  of  cases  are  less 
expensive  than  the  average).  The  data 
provided  by  the  commenter 
demonstrates  that  it  is  a  subset  of  the 
porphyria  cases  that  has  the 
significantly  higher  cost  exactly  as  it  is 
a  subset  of  the  MS-DRG  that  has 
significantly  higher  costs.  An  averaged 
payment  system  depends  on  aggregation 
of  similar  cases  with  a  range  of  costs, 
and  these  data  are  not  unusual.  In  fact, 
it  is  usually  possible  to  define  subsets 
with  higher  values  and  subsets  with 
lower  values.  We  continue  to  follow  our 
usual  practice  of  identifying  sufficiently 
large  sets  of  claims  data  with  a  resource/ 
cost  similarity  and  clinical  similarity 
and  do  not  wish  to  abandon  our  use  of 
diagnostic  related  groups  in  favor  of 
smaller  “single  diagnosis  payments”  or 
even,  as  suggested  by  the  commenter’s 
data,  subsets  within  a  single  diagnosis. 

We  disagree  with  the  commenter  that 
our  proposal  to  not  create  a  new  MS- 
DRG  for  porphyria  cases  sends  the 
message  that  rare  diseases  and  patient 
access  to  treatment  are  not  a  significant 
cause  for  concern  to  the  Agency  in 
comparison  to  other  well  Imown  and 
publicly  recognized  conditions. 
Although  it  was  not  included  as  part  of 
the  commenter’s  initial  request  for  a 
new  MS-DRG,  we  also  explored  an 
alternative  option  to  reassign  cases  with 
a  principal  diagnosis  of  porphyria  as 
was  discussed  in  the  FY  2013  IPPS/ 


LTGH  PPS  proposed  rule  (77  FR  27904 
through  27905).  Furthermore,  we 
indicated  our  intent  to  continue  to 
monitor  this  issue. 

As  mentioned  previously,  we  are 
sensitive  to  the  commenters’  concerns 
and  access  to  treatment  for  beneficiaries 
who  have  been  diagnosed  with  this 
condition.  However,  for  the  reasons 
summarized  above,  we  are  finalizing  our 
proposal  for  FY  2013  to  not  create  a  new 
MS-DRG  or  to  reassign  cases  with  a 
principal  diagnosis  of  porphvria  (code 
277.1)  from  MS-DRG  642  to  MS-DRGs 
643,  644,  and  645.  • 

5.  Medicare  Code  Editor  (MCE)  Changes 

The  Medicare  Code  Editor  (MCE)  is  a 
software  program  that  detects  and 
reports  errors  in  the  coding  of  Medicare 
claims  data.  Patient  diagnoses, 
procedure(s),  and  demographic 
information  are  entered  into  the 
Medicare  claims  processing  systems  and 
are  subjected  to  a  series  of  automated 
screens.  The  MCE  screens  are  designed 
to  identify  cases  that  require  further 
review  before  classification  into  an  MS- 
DRG. 

a.  MCE  New  Length  of  Stay  Edit  for 
Continuous  Invasive  Mechanical 
Ventilation  for  96  Consecutive  Hours  or 
More 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27905  and  27906), 
we  proposed  to  make  a  change  to  the 
MCE  edits  which  included  the  creation 
of  a  new  length  of  stay  edit  for 
continuous  invasive  mechanical 
ventilation  for  96  consecutive  hours  or 
more. 

It  was  brought  to  our  attention  that  a 
number  of  hospitals  reporting  ICD-9- 
CM  procedure  code  96.72  (Continuous 
invasive  mechanical  ventilation  for  96 
consecutive  hours  or  more)  may  be 
inaccurately  reporting  this  code.  As  the 
title  of  the  procedure  code  implies,  a 
patient  must  have  received  continuous 
mechanical  ventilation  for  96  hours  or 
more  in  order  for  this  code  to  be 
assigned.  This  equates  to  a  patient  being 
hospitalized  for  at  least  a  4-day  length 
of  stay  and  having  received  continuous 
invasive  mechanical  ventilation  for  a 
minimum  of  4  days.  Therefore,  a  patient 
with  a  length  of  stay  less  than  4  days 
who  received  continuous  invasive 
mechanical  ventilation  should  not  have 
procedure  code  96.72  reported  on  the 
claim. 

The  ICD-9-CM  classification  system 
contains  three  procedure  codes  that 
identify  and  describe  continuous 
invasive  mechanical  ventilation: 
procedure  code  96.70  (Continuous 
invasive  mechanical  ventilation  of 
unspecified  duration);  procedure  code 


96.71  (Continuous  invasive  mechanical 
ventilation  for  less  than  96  consecutive 
hours);  and  procedure  code  96.72 
(Continuous  invasive  mechanical 
ventilation  for  96  consecutive  hours  or 
more).  To  assist  in  the  accurate 
assignment  of  these  codes,  guidance  in 
the  form  of  a  “Note”  is  provided  within 
the  designated  procedure  section  of 
1CD-9-CM.  This  “Note”  describes  the 
calculation  of  the  number  of  hours 
during  a  hospitalization  in  which  a 
patient  receives  continuous  invasive 
mechanical  ventilation.  In  addition, 
coding  advice  pertaining  to  appropriate 
code  assignment  for  mechanical 
ventilation  has  been  published  in 
various  editions  of  the  American 
Hospital  Association’s  (AHA’s)  Coding 
Clinic  for  ICD-9-CM. 

For  the  proposed  rule,  we  analyzed 
the  FY  2011  MedPAR  data  to  determine 
how  many  cases  reported  procedure 
code  96.72  with  a  length  of  stay  less 
than  4  days.  Specifically,  we  reviewed 
cases  reporting  procedure  code  96.72 
with  a  length  of  stay  of  1  day,  2  days, 
or  3  days.  We  found  a  total  of  595  cases 
meeting  those  criteria.  The  data  analysis 
showed  there  were  89  cases  reporting 
procedure  code  96.72  with  a  length  of 
stay  of  1  day  and  average  costs  of 
$5,948, 134  cases  reporting  procedure 
code  96.72  with  a  length  of  stay  of  2 
days  and  average  costs  of  $7,776,  and 
372  cases  reporting  procedure  code 

96.72  with  a  length  of  stay  of  3  days  and 
average  costs  of  $11,613. 

The  data  also  demonstrated  that  the 
595  cases  found  were  distributed  across 
a  wide  range  of  MS-DRGs,  with  the  top 
two  (in  terms  of  volume)  being  MS-DRG 
207  (Respiratory  System  Diagnosis  with 
Ventilator  Support  96+  Hours)  and  MS- 
DRG  870  (Septicemia  or  Severe  Sepsis 
with  Mechanical  Ventilation  96+  hours). 
We  note  that  the  two  MS-DRGs  with  the 
highest  volume  of  cases  reporting 
procedure  code  96.72  and  having  a 
length  of  stay  less  than  4  days  are  the 
two  MS-DRGs  that  specifically 
reference  “96+  hours”  in  their  titles. 
More  importantly,  a  large  percentage  of 
these  cases  reporting  procedure  code 

96.72  ip  error  are  being  grouped  to  the 
incorrect  MS-DRGs,  resulting  in 
significant  overpayments.  For  example, 

*  of  the  89  cases  reporting  procedure  code 

96.72  with  a  length  of  stay  of  1  day,  31 
cases  were  grouped  to  MS-DRGs  207 
and  870.  Of  the  134  cases  reporting 
procedure  code  96.72  with  a  length  of 
stay  of  2  days,  54  cases  were  grouped  to 
MS-DRGs  207  and  870.  Lastly,  of  the 
372  cases  reporting  procedure  code 

96.72  with  a  length  of  stay  of  3  days, 

160  cases  were  grouped  to  MS-DRGs 
207  and  870.  Therefore,  the  data  show 
that  a  total  of  245  cases  (41  percent) 
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were  grouped  to  MS— DRGs  207  and  870 
in  error,  resulting  in  approximately 
S25.000  in  increased  payments  for  each 
case  (or  approximately  SO  million  in 
increased  payments  for  all  245  cases). 
Based  on  the  results  of  these  figures  for 
that  portion  of  the  total  595  cases  found, 
there  is  an  even  larger  dollar  amount 
that  is  being  overpaid  to  hospitals. 

These  overpayments  justih'  corrective 
actions. 

However,  we  also  noted  that  the 
presumed  amount  of  overpayments  for 
claims  having  a  length  of  stay  less  than 
4  days,  as  discussed  above,  is  merely  an 
estimate  based  on  the  data  analysis  that 
has  been  conducted  at  this  time.  We  are 
aware  that,  for  particular  circumstances 
such  as  those  patients  who  may  require 
observ'ation  services,  it  is  possible  to 
have  procedure  code  96.72  reported  on 
the  claim  with  a  length  of  stay  less  than 
4  days.  Although  unlikely,  a  patient 
might  be  briefly  ventilated  in  an 
extended  outpatient  stay  following  a 
toxic  ingestion  with  loss  of  protective 
reflexes  or  following  outpatient 
procedures  with  a  prolonged  effect  of 
anesthesia.  A  subsequent  conversion  to 
an  inpatient  stay  would  cause  the  costs 
to  be  attributable  to  the  stay,  while  the 
days  themselves  were  not  reported  in 
the  inpatient  date  span  on  the  claim. 
Similar  effects  could  occur  following  an 
observation  stay  for  a  patient  on  chronic 
home  or  skilled  nursing  facility 
ventilation.  It  is  for  this  reason  that  we 
proposed  a  new  edit  in  which  claims 
found  to  have  procedure  code  96.72 
with  a  length  of  stay  less  than  4  days 
would  be  returned  to  the  provider  for 
validation  and  resubmission.  We 
indicated  in  the  proposed  rule  that  we 
would  issue  instructions  in  the  form  of 
a  Change  Request  (CR)  prior  to  the 
implementation  date.  VVe  invited  the 
public  to  comment  on  our  proposal  to 
create  this  edit,  effective  for  FY  2013. 

Comment:  Commenters  urged  CMS  to 
reconsider  the  proposed  new  edit  for 
claims  reporting  procedure  code  96.72 
with  a  length  of  stay  less  than  4  days 
that  would  result  in  these  claims  being 
returned  to  the  provider  for  validation 
and  resubmission.  Although  several 
commenters  agreed  with  the  concJhpt  of 
the  edit,  the  commenters  expressed 
concern  that  the  proposed  process 
would  be  administratively  burdensome 
to  hospitals  that  may  be  accurately 
reporting  the  code  according  to 
established  coding  rules.  For  example, 
the  commenters  noted  that  coding  rules 
allow  the  counting  of  hours  a  patient  is 
on  mechanical  ventilation  to  begin  from 
the  time  ventilation  is  initiated  in  the 
emergency  room  department  or  upon 
admission.  The  commenters  also  stated 
that  for  those  instances  where  patients 


may  require  observation  services,  as 
CMS  noted  in  the  proposed  rule,  it  is 
possible  that  procedure  code  96.72  can 
be  reported  on  a  claim  with  a  length  of 
stay  less  than  4  days.  These  commenters 
recommended  that  CMS  work  with  the 
Medicare  administrative  contractors 
(MACs)  to  develop  a  less  burdensome 
process  for  providers  to  implement  this 
edit. 

Response:  We  appreciate  and 
acknowledge  the  commenters’  concerns. 
In  developing  systems  requirements,  we 
will  continue  to  work  with  MACs. 

Recent  nrogramming  enhancements 
now  alTo.w  the  use  of  data  fields  that 
were  not  previously  available  for  claims 
processing.  We  believe  that  these 
enhancements  will  eliminate  the 
concern  regarding  additional 
administrative  burden  to  hospitals. 

After  consideration  of  the  public 
comments  received,  for  FY  2013,  we  are 
finalizing  our  proposal  to  make  a  change 
to  the  MCE  edits  to  include  the  creation 
of  a  new  length  of  stay  edit  for 
procedure  code  96.72  when  reported  on 
a  claim  with  a  length  of  stay  less  than 
4  days.  Detailed  instructions  will  be 
issued  in  a  future  Change  Request  (CR) 
prior  to  the  implementation  date. 

b.  Sleeve  Gastrectomy  Procedure  for 
Morbid  Obesity 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51539  through  51541),  we 
discussed  the  issue  of  sleeve 
gastrectomy  procedures  for  morbid 
obesity  under  the  section  of  the  rule 
titled  “MDC  10  (Endocrine,  Nutritional, 
and  Metabolic  Diseases  and  Disorders)” 
as  well  as  under  the  section  for 
“Medicare  Code  Editor  (MCE)  Changes.” 
We  refer  the  reader  to  these  sections  for 
additional  details  and  background 
information. 

Effective  October  1,  2011,  procedure 
code  43.82  (Laparoscopic  vertical 
(sleeve)  gastrectomy)  was  created  and 
designated  as  a  noncoverage  procedure 
in  the  Medicare  Code  Editor.  A  Decision 
Memo  related  to  Bariatric  Surgery  for 
the  Treatment  of  Morbid  Obesity  was 
issued  effective  June  27,  2012,  which 
describes  a  change  in  coverage  to 
Medicare  beneficiaries  for  this 
procedure.  Information  related  to  this 
,  decision  memo  gan  be  located  at  the 
following  CMS  Web  page:  http:// 
wH'xv.cms.gov/medicare-coverage- 
dafabase/details/nca-decision- 
memo.aspx?NCAId=258&'fromdb=true. 

As  this  noncovered  procedure  edit  for 
procedure  code  43.82  is  no  longer  valid, 
we  are  removing  it  from  the  MCE  for  FY 
2013.  Instructions  in  the  form  of  a 
Change  Reque.st  will  be  issued  prior  to 
October  1,  2012.  In  addition,  updates  to 
the  Medicare  National  Coverage 


Determinations  Manual,  Section  100.1, 
Nationally  Noncovered  Indications  for 
Bariatric  Surgery  for  Treatment  of 
Morbid  Obesity,  will  be  revised  to 
reflect  this  change  in  coverage. 

6.  Surgical  Hierarchies 

Some  inpatient  stays  entail  multiple 
surgical  procedures,  each  one  of  which, 
occurring  by  itself,  could  residt  in 
assignment  of  the  case  to  a  different 
MS-DRG  within  the  MDC  to  which  the 
principal  diagnosis  is  assigned. 
Therefore,  it  is  necessary  to  have  a 
decision  rule  within  the  GROUPER  by 
which  these  cases  are  assigned  to  a 
single  MS-DRG.  The  surgical  hierarchy, 
an  ordering  of  surgical  classes  from 
most  resource-intensive  to  least 
resource-intensive,  performs  that 
function.  Application  of  this  hierarchy 
ensures  that  cases  involving  multiple 
surgical  procedures  are  assigned  to  the 
MS-DRG  associated  with  the  most 
resource-intensive  surgical  class. 

Because  the  relative  resource  intensity 
of  surgical  classes  can  shift  as  a  function 
of  MS-DRG  reclassification  and 
recalibrations,  for  FY  2013,  we  reviewed 
the  surgical  hierarchy  of  each  MDC,  as 
w'e  have  for  previous  reclassifications 
and  recalibrations,  to  determine  if  the 
ordering  of  classes  coincides  with  the 
intensity  of  resource  utilization. 

A  surgical  class  can  be  composed  of 
one  or  more  MS-DRGs.  For  example,  in 
MDC  11,  the  surgical  class  “kidney 
transplant”  consists  of  a  single  MS— DRG 
(MS-DRG  652)  and  the  class  “major 
bladder  procedures”  consists  of  three 
MS-DRGs  (MS-DRGs  653,  654,  and 
655).  Consequently,  in  many  cases,  the 
surgical  hierarchy  has  an  impact  on 
more  than  one  MS-DRG.  The 
methodology  for  determining  the  most 
resource-intensive  surgical  class 
involves  weighting  the  average, 
resources  for  each  MS-DRG  by 
frequency  to  determine  the  weighted 
average  resources  for  each  surgical  class. 
For  example,  assume  surgical  class  A 
includes  MS-DRGs  001  and  002  and 
surgical  class  B  includes  MS-DRGs  003, 
004,  and  005.  Assume  also  that  the 
average  costs  of  MS-DRG  001  are  higher 
than  that  of  MS-DRG  003,  but  the 
average  costs  of  MS-DRGs  004  and  005 
are  higher  than  the  average  costs  of  MS- 
DRG  002.  To  determine  whether 
surgical  class  A  should  be  higher  or 
lower  than  surgical  class  B  in  the 
surgical  hierarchy,  we  would  weigh  the 
average  costs  of  each  MS-DRG  in  the 
class  by  frequency  (that  is,  by  the 
number  of  cases  in  the  MS-DRG)  to 
determine  average  resource 
consumption  for  the  surgical  class.  The 
surgical  classes  would  then  be  ordered 
from  the  class  with  the  highest  average 
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resource  utilization  to  that  with  the 
lowest,  with  the  exception  of  “other 
O.R.  procedures”  as  discussed  below. 

This  methodology  may  occasionally 
result  in  assignment  of  a  case  involving 
multiple  procedures  to  the  lower- 
weighted  MS-DRG  (in  the  highest,  most 
resource-intensive  surgical  class)  of  the 
available  alternatives.  However,  given 
that  the  logic  underlying  the  surgical 
hierarchy  provides  that  the  GROUPER 
search  for  the  procedure  in  the  most 
resource-intensive  surgical  class,  in 
cases  involving  multiple  procedures, 
this  result  is  sometimes  unavoidable. 

We  note  that,  notwithstanding  the 
foregoing  discussion,  there  are  a  few 
instances  when  a  surgical  class  with  a 
lower  average  cost  is  ordered  above  a 
surgical  class  with  a  higher  average  cost. 
For  example,  the  “other  O.R. 
procedures”  surgical  class  is  uniformly 
ordered  last  in  the  surgical  hierarchy  of 
each  MDC  in  which  it  occurs,  regardless 
of  the  fact  that  the  average  costs  for  the 
MS-DRG  or  MS-DRGs  in  that  surgical 
class  may  be  higher  than  those  for  other 
surgical  classes  in  the  MDG.  The  “other 
O.R.  procedures”  class  is  a  group  of 
procedures  that  are  only  infrequently 
related  to  the  diagnoses  in  the  MDC,  but 
are  still  occasionally  performed  on 
patients  in  the  MDC  with  these 
diagnoses.  Therefore,  assignment  to 
these  surgical  classes  should  only  occur 
if  no  other  surgical  class  more  closely 
related  to  the  diagnoses  in  the  MDC  is 
appropriate. 

A  second  example  occurs  when  the 
difference  between  the  average  costs  for 
two  surgical  classes  is  very  small.  We 
have  found  .that  small  differences 
generally  do  not  warrant  reordering  of 
the  hierarchy  because,  as  a  result  of 
reassigning  cases  on  the  basis  of  the 
hierarchy  change,  the  average  costs  are 
likely  to  shift  such  that  the  higher- 
ordered  surgical  class  has  lower  average 
costs  than  the  class  ordered  below  it. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule,  we  proposed  limited 
changes  to  the  MS-DRG  classifications 
for  FY  2013,  as  discussed  in  sections 
II.G.l.  and  4.  of  this  preamble.  In  our 
review  of  these  proposed  changes,  we 
did  not  identify  any  needed  changes  to 
the  surgical  hierarchy.  Therefore,  in  the 
proposed  rule  (77  FR  27906),  we  did  not 
propose  any  changes  to  the  surgical 
hierarchy  for  Pre-MDGs  and  MDGs  for 
FY  2013. 

Comment:  Several  commenters  stated 
that  our  proposal  to  make  no  changes  to 
the  surgical  hierarchy  seems  reasonable, 
given  the  data  and  information 
provided. 

Response:  Based  on  these  public 
comments  and  our  review  of  the 
proposal  to  make  no  revisions  to  the 


surgical  hierarchy  using  the  March  2012 
update  of  the  FY  2011  MedPAR  file  and 
the  revised  GROUPER  software,  we 
found  that  the  proposal  to  make  no 
revisions  is  still  supported  by  the  data. 
Therefore,  in  this  final  rule,  we  are 
making  no  changes  to  the  surgical 
hierarchy  for  FY  2013. 

7.  Complications  or  Comorbidity  (CC) 
Exclusions  List 

a.  Background 

Under  the  IPPS  MS-DRG 
classification  system,  we  have 
developed  a  standard  list  of  diagnoses 
that  are  considered  CCs.  Historically,  we 
developed  this  list  using  physician 
panels  that  classified  each  diagnosis 
code  based  on  whether  the  diagnosis, 
when  present  as  a  secondary  condition, 
would  be  considered  a  substantial 
complication  or  comorbidity.  A 
substantial  complication  or  comorbidity 
was  defined  as  a  condition  that,  because 
of  its  presence  with  a  specific  principal 
diagnosis,  would  cause  an  increase  in 
the  length  of  stay  by  at  least  1  day  in 
at  least  75  percent  of  the  patients.  We 
refer  readers  to  section  II.D.2.  and  3.  of 
the  preamble  of  the  FY  2008  IPPS  final 
rule  with  comment  period  for  a 
discussion  of  the  refinement  of  GGs  in 
relation  to  the  MS-DRGs  we  adopted  for 
FY  2008  (72  FR  47121  through  47152). 

b.  CC  Exclusions  List  for  FY  2013 

In  the  September  1, 1987  final  notice 
(52  FR  33143)  concerning  changes  to  the 
DRG  classification  system,  we  modified 
the  GROUPER  logic  so  that  certain 
diagnoses  included  on  the  standard  list 
of  CCs  would  not  be  considered  valid 
CCs  in  combination  with  a  particular 
principal  diagnosis.  We  created  the  CC 
Exclusions  List  for  the  following 
reasons.  (1)  To  preclude  coding-of  CCs 
for  closely  related  conditions;  (2)  to 
preclude  duplicative  or  inconsistent 
coding  from  being  treated  as  CCs;  and 
(3)  to  ensure  that  cases  are  appropriately 
classified  between  the  complicated  and 
uncomplicated  DRGs  in  a  pair.  As  we 
indicated  above,  we  developed  a  list  of 
diagnoses,  using  physician  panels,  to 
include  those  diagnoses  that,  when 
present  as  a  secondary  condition,  would 
be  considered  a  substantial 
complication  or  comorbidity.  In 
previous  years,  we  have  made  changes 
to  the  list  of  CCs,  either  by  adding  new 
CCs  or  deleting  CCs  already  on  the  list. 

In  the  May  19, 1987  proposed  notice 
(52  FR  18877)  and  the  September  1, 

1987  final  notice  (52  FR  33154),  we 
explained  that  the  excluded  secondary 
diagnoses  were  established  using  the 
following  five  principles; 


•  Chronic  and  acute  manifestations  of 
the  same  condition  should  not  be 
considered  CCs  for  one  another. 

•  Specific  and  nonspecific  (that  is, 
not  otherwise  specified  (NOS)) 
diagnosis  codes  for  the  same  condition 
should  not  be  considered  CCs  for  one 
another. 

•  Codes  for  the  same  condition  that 
cannot  coexist,  such  as  partial/total, 
unilateral/bilateral,  obstructed/ 
unobstructed,  and  benign/malignant, 
should  not  be  considered  CCs  for  one 
another. 

•  Codes  for  the  same  condition  in 
anatomically  proximal  sites  should  not 
be  considered  CCs  for  one  another. 

•  Closely  related  conditions  should 
not  be  considered  CCs  for  one  another. 

The  creation  of  the  CC  Exclusions  List 
was  a  major  project  involving  hundreds 
of  codes.  We  have  continued  to  review 
the  remaining  CCs  to  identify  additional 
exclusions  and  to  remove  diagnoses 
from  the  master  list  that  have  been 
shown  not  to  meet  the  definition  of  a 
CC.13 

(1)  No  Revisions  Based  on  Changes  to 
the  ICD-9-CM  Diagnosis  Codes  for  FY 
2013 

For  FY  2013,  we  did  not  propose  to 
make  any  revisions  to  the  CC  Exclusions 
List.  There  were  no  changes  made  to  the 
ICD-9-CM  coding  system,  effective 
October  1,  2012,  due  to  the  partial  code 
freeze.  (We  refer  readers  to  section 


13  See  the  FY  1989  final  rule  (53  FR  38485, 
September  30, 1988),  for  the  revision  made  for  the 
discharges  occurring  in  FY  1989:  the  FY  1990  final 
rule  (54  FR  36552,  September  1, 1989),  for  the  FY 
1990  revision:  the  FY  1991  final  rule  (55  FR  36126, 
September  4, 1990),  for  the  FY  1991  revision:  the 
FY  1992  final  rule  (56  FR  43209,  August  30,  1991) 
for  the  FY  1992  revision:  the  FY  1993  final  rule  (57 
FR  39753,  September  1,  1992),  for  the  FY  1993 
revision:  the  FY  1994  final  rule  (58  FR  46278, 
September  1,  1993),  for  the  FY  1994  revisions:  the 
FY  1995  final  rule  (59  FR  45334,  September  1, 
1994),  for  the  FY  1995  revisions:  the  FY  1996  fjnal 
rule  (60  FR  45782,  September  1, 1995),  for  the  FY 
1996  revisions:  the  FY  1997  final  rule  (61  FR  46171, 
August  30, 1996),  for  the  FY  1997  revisions:  the  FY 
1998  final  rule  (62  FR  45966,  August  29,  1997)  for' 
the  FY  1998  revisions:  the  FY  1999  final  rule  (63 
FR  40954,  July  31,  1998),  for  the  FY  1999  revisions: 
the  FY  2001  final  rule  (65  FR  47064,  August  1, 
2000),  for  the  FY  2001  revisions:  the  FY  2002  final 
rule  (66  FR  39851,  August  1,  2001),  for  the  FY  2002 
revisions:  the  FY  2003  final  rule  (67  FR  49998, 
August  1,  2002),  for  the  FY  2003  revisions:  the  FY 
2004  final  rule  (68  FR  45364,  August  1,  2003),  for 
the  FY  2004  revisions:  the  FY  2005  final  rule  (69 
FR  49848,  August  11,  2004),  for  the  FY  2005 
revisions:  the  FY  2006  final  rule  (70  FR  47640, 
August  12,  2005),  for  the  FY  2006  revisions:  the  FY 
2007  final  rule  (71  FR  47870)  for  the  FY  2007 
revisions:  the  FY  2008  final  rule  (72  FR  47130)  for 
the  FY  2008  revisions,  the  FY  2009  filial  rule  (73 
FR  48510),  the  FY  2010  final  rule  (74  FR  43799): 
the  FY  2011  final  rule  (75  FR  50114):  and  the  FY 
2012  final  rule  (76  FR  51542).  In  the  FY  2000  final 
rule  (64  FR  41490,  July  30,  1999,  we  did  not  modify 
the  CC  Exclusions  List  because  we  did  not  make 
any  changes  to  the  ICD-9-CM  codes  for  FY  2000. 
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II.G.9.  of  the  preamble  of  this  final  rule 
for  a  discussion  of  the  ICD-9-CM 
coding  system.) 

(2)  Suggested  Changes  to  the  MS-DRG 
Severity  Levels  for  Diagnosis  Codes  for 
FY  2013 

(A)  Protein-Calorie  Malnutrition 

VVe  received  a  request  that  we 
consider  changing  the  severity  levels  for 
the  following  protein-calorie 
malnutrition  diagnosis  codes: 

•  263.0  (Malnutrition  of  moderate 
degree) 

•  263.1  (Malnutrition  of  mild  degree) 

•  263.9  (Unspecified  protein-calorie 
malnutrition) 

It  was  suggested  that  we  change  the 
severity  level  for  diagnosis  codes  263.0 
and  263.1  from  a  non-CC  to  a  CC,  while 


changing  the  severity  level  for  diagnosis 
code  263.9  from  a  CC  to  a  non-CC.  We 
received  this  comment  during  the 
comment  period  for  the  FY  2012  IPPS/ 
LTCH  PPS  proposed  rule.  We  referred  to 
this  issue  briefly  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51557).  We 
indicated  that  we  considered  this 
comment  outside  of  the  scope  of  the 
proposed  rule,  as  we  did  not  propose 
any  severity  level  changes  to  these 
codes  for  FY  2012,  and  did  not  address 
it  in  the  final  rule.  However,  we 
addressed  this  issue  in  the  FY  2013 
proposed  rule  (77  FR  27907  through 
27908)  and  are  finalizing  our  policy  in 
this  final  rule. 

For  the  proposed  rule,  we  analyzed 
the  claims  data  in  the  FY  2011  MedPAR 
file  for  diagnosis  codes  263.0,  263.1,  and 
263.9.  We  used  the  same  approach  we 


used  in  initially  creating  the  MS-DRGs 
and  classifying  secondary  diagnosis 
codes  as  non-CCs,  CCs,  or  MCCs.  A 
detailed  discussion  of  the  process  and 
criteria  we  used  in  this  process  is 
described  in  the  FY  2008  IPPS  final  rule 
with  comment  period  (72  FR  47158 
through  47161).  We  refer  the  readers  to 
this  discussion  for  complete  information 
on  our  approach  to  developing  the  non- 
CC,  CC,  and  MCC  lists.  Each  diagnosis 
for  which  Medicare  data  were  available 
was  evaluated  to  determine  its  impact 
on  resource  use  and  to  determine  the 
most  appropriate  CC  subclass  (non-CC, 
CC,  or  MCC)  assignment.  In  order  to 
make  this  determination,  the  average 
cost  for  each  subset  of  cases  was 
compared  to  the  expected  cost  for  cases 
in  that  subset.  The  following  format  was 
used  to  evaluate  each  diagnosis: 


Code 


- 1 

Diagnosis 

Cnti 

- 1 

C1 

! 

Cnt2 

C2 

Cnt3  i 

C3 


Count  (Cnt)  is  the  number  of  patients 
in  each  subset.  Cl,  C2,  and  C3  are  a 
measure  of  the  impact  on  resource  use 
of  patients  in  each  of  the  subsets.  The 
Cl,  C2,  and  C3  values  are  a  measure  of 
the  ratio  of  average  costs  for  patients 
with  these  conditions  to  the  expected 
average  cost  across  all  cases.  The  Cl 
value  reflects  a  patient  with  no  other 
secondary  diagnosis  or  with  all  other 
secondary  diagnoses  that  are  non-CCs. 


The  C2  value  reflects  a  patient  with  at 
least  one  other  secondary  diagnosis  that 
is  a  CC  but  none  that  is  an  MCC.  The 
C3  value  reflects  a  patient  with  at  least 
one  other  secondary  diagnosis  that  is  an 
MCC.  A  value  close  to  1.0  in  the  Cl  field 
suggests  that  the  diagnosis  code 
produces  the  same  expected  value  as  a 
non-CC.  A  value  close  to  2.0  suggests 
the  condition  is  more  like  a  CC  than  a 
non-CC  but  not  as  significant  in 


resource  usage  as  an  MCC.  A  value  close 
to  3.0  suggests  the  condition  is  expected 
to  consume  resources  more  similar  to  an 
MCC  than  a  CC  or  non-CC.  For 
additional  details  on  this  analysis,  we 
refer  readers  to  the  FY  2008  IPPS  final 
rule  with  comment  period  (72  FR  47158 
through  47161). 

The  following  chart  shows  the 
analysis  for  each  of  the  protein-calorie 
malnutrition  diagnosis  codes: 


Code 

Diagnosis  description 

— 

CC  Level 

— 

Cnt  1 

Cnt  1 
Impact 

Cnt  2 

Cnt  2 
Impact 

Cnt  3 

Cnt  3 
Impact 

263.0  . 

Malnutrition  of  moderate  degree  . 

Non-CC 

6,040 

2.14 

21,383 

2.61 

21,635 

3.20 

263.1  . 

Malnutrition  of  mild  degree  . 

Non-CC 

4,139 

2.22  ; 

11,598 

2.50 

8,921 

3.13 

263.9  . 

Unspecified  protein-calorie  malnutrition  . 

CC 

2,737 

2.16  ' 

165,825 

2.54 

178,044 

3.34 

i_ 

We  ran  the  following  data  as 
described  in  the  FY  2008  IPPS  final  rule 
with  comment  period  (72  FR  47158 
through  47161).  The  Cl  value  reflects  a 
patient  with  no  other  secondary' 
diagnosis  or  with  all  other  secondary 
diagnoses  that  are  non-CCs.  The  C2 
value  reflects  a  patient  with  at  least  one 
other  secondary  diagnosis  that  is  a  CC 
but  none  that  is  a  MCC.  The  C3  value 
reflects  a  patient  with  at  least  one  other 
secondary’  diagnosis  that  is  an  MCC. 

The  chart  above  shows  that  the  Cl 
findings  ranged  from  a  low  of  2.14  to  a 
high  of  2.22.  As  stated  earlier,  a  Cl 
value  close  to  2.0  suggests  the  condition 
is  more  like  a  CC  than  a  non-CC  but  not 
as  significant  in  resoitrce  usage  as  an 
MCC.  The  Cl  findings  suggest  that  these 
codes  are  more  like  a  CC  than  a  non-CC. 
The  C2  findings  ranged  from  2.50  to 


2.61.  A  v'alue  close  to  2.0  suggests  the 
condition  is  more  like  a  CC  than  a  non- 
CC  but  not  as  significant  in  resource 
usage  as  an  MCC.  A  value  close  to  3.0 
suggests  the  condition  is  expected  to 
consume  resources  more  similar  to  an 
MCC  than  a  CC  or  non-CC.  The  C2 
findings  of  2.50  for  diagnosis  code  263.1 
and  2.54  for  diagnosis  code  263.9 
suggest  these  codes  are  more  similar  to 
a  CC  than  a  non-CC,  while  the  finding 
of  2.61  for  diagnosis  code  263.0  is 
borderline  more  similar  to  an  MCC  than 
a  CC  or  non-CC  when  there  is  at  least 
one  other  secondary  diagnosis  code  that 
is  a  CC  but  none  that  is  an  MCC. 

CC  conditions  typically  have  a  Cl 
value  over  1.75,  a  C2  value  under  2.5, 
and  a  C3  value  under  3.2.  MCC 
conditions  typically  have  a  Cl  value 
over  2.4,  a  C2  value  over  2.8,  and  a  C3 


value  over  3.3.  We  concluded  that 
diagnosis  code  263.0  is  more  similar  to 
a  CC  than  an  MCC. 

Therefore,  the  Cl  and  C2  findings 
support  changing  diagnosis  codes  263.0 
and  263.1  from  a  non-CC  to  a  CC  and 
maintaining  code  263.9  as  a  CC.  Our 
clinical  advisors  review'ed  this  issue  and 
are  in  support  of  these  findings  that 
these  conditions  are  more  appropriately 
classified  as  CCs.  Based  on  the  data  and 
clinical  analysis,  we  proposed  for  FY 
2013  to  change  diagnosis  codes  263.0 
and  263.1  from  a  non-CC  to  a  CC.  We 
did  not  propose  any  change  to  the 
severity  level  for  diagnosis  code  263.9. 
We  invited  public  comment  on  our 
proposals. 

Comment:  Several  commenters 
supported  our  proposal  to  change  the 
severity  level  for  codes  263.0  and  263.1 
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from  a  non-CC  to  a  CC  and  to  maintain 
the  severity  level  of  code  263.9  as  a  CC. 
Several  commenters  stated  that  the 
proposal  seems  reasonable,  given  the 
data  and  information  provided.  Some 
commenters  expressed  appreciation  for 
CMS’  recognition  of  the  increased  costs 
of  care  associated  with  these  conditions 
and  support  efforts  to  more  accurately 
reflect  its  impact. 

Response:  We  appreciate  the  support 
of  the  commenters. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  change 
diagnosis  codes  263.0  and  263.1  from  a 


non-CC  to  a  CC  and  to  maintain  the 
severitv  level  of  a  CC  for  diagnosis  code 
263.9  for  FY  2013. 

(B)  Antineoplastic  Chemotherapy 
Induced  Anemia 

We  received  a  request  from  a 
commenter  that  the  severity  level  for 
diagnosis  code  285.3  (Antineoplastic 
chemotherapy  induced  anemia)  be 
changed  from  a  non-CC  to  a  CC.  We 
received  this  comment  during  the 
comment  period  for  the  FY  2012  IPPS/ 
LTCH  PPS  proposed  rule.  We  referred  to 
this  issue  brief4^  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51557).  In 


that  rule,  we  indicated  that  we 
considered  this  comment  outside  of  the 
scope  of  the  proposed  rule  because  we 
did  not  propose  any  severity  level 
changes  to  diagnosis  code  285.3  for  FY 
2012;  therefore,  we  did  not  address  the 
issue  in  the  final  rule.  However,  we 
addressed  this  issue  in  the  FY  2013 
proposed  rule  and  are  finalizing  our 
policy  in  this  final  rule.  For  the 
proposed  rule,  we  examined  claims  data 
in  the  FY  2011  MedPAR  file  for 
diagnosis  code  285.3  according  to  the 
approach  that  we  used  in  FY  2008  as 
described  above.  The  .following  table 
illustrates  our  findings: 


Code 

Diagnosis  description 

1 

CC  Level  | 

1 

cm  1 

cm  1 
Impact 

— 

cm  2 

cm  2 

Impact 

cm  3 

cm  3 
Impact 

285.3  . 

Antineoplastic  chemotherapy  induced  ane¬ 
mia. 

Non-CC  1 

1 

1,937 

1.36 

1 1 ,858 

2.21 

6,036 

3.11 

As  discussed  above,  a  value  close  to 
1.0  in  the  Cl  field  suggests  that  the- 
diagnosis  code  produces  the  same 
expected  value  as  a  non-CC.  A  value  of 
close  to  2.0  suggests  the  condition  is 
more  like  a  CC  than  a  non-CC  but  not 
as  significant  in  resource  usage  as  an 
MCC.  The  Cl  finding  for  diagnosis  code 
285.3  of  1.36  supports  the  current 
severity  level  of  a  non-CC.  The  C2 
finding  of  2.21  for  diagnosis  code  285.3 
suggests  that  this  code  is  more  similar 
to  a  CC  than  a  non-CC  but  not  as 
significant  as  an  MCC  when  there  is  at 
least  one  other  secondary  diagnosis 
code  that  is  a  CC.  CC  conditions 
typically  have  a  Cl  value  over  1.75,  a  C2 
value  under  2.5,  and  a  C3  value  under 
3.2. 

Therefore,  the  Cl  and  C2  findings  do 
not  support  changing  the  severity  level 
for  diagnosis  code  285.3  to  a  CC.  In 
addition,  our  clinical  advisors  reviewed 
this  issue  and  support  the  decision  not 
to  change  the  severity  level  for  diagnosis 
code  285.3  because  the  anemia  is 
inherent  in  the  treatment  of  cancer  and 
does  not  qualify  as  a  CC.  As  a  result  of 
our  data  analysis  as  well  as  the  advice 
of  our  clinical  advisors,  we  did  not 
propose  any  change  to  the  severity  level 
for  diagnosis  code  285.3  for  FY  2013. 

We  invited  public  comment  on  our 
proposal. 


Comment:  Several  commenters  stated 
that  our  proposal  to  maintain  the 
severity  level  of  a  non-CC  for  code  285.3 
seems  reasonable,  given  the  data  and 
information  provided. 

Response:  We  appreciate  the  support 
of  the  commenters  for  our  proposal. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  not  change  the 
severity.level  for  diagnosis  code  285.3 
for  FY  2013. 

(C)  Cardiomyopathy  and  Congestive 
Heart  Failure,  Unspecified 

We  received  a  comment  that 
recommended  changes  to  the  severity 
levels  for  the  cardiomyopathy  and 
congestive  heart  failure,  unspecified 
codes.  The  commenter  recommended 
that  cardiomyopathy  codes,  which  are 
currently  classified  as  CCs,  be  changed 
to  non-CCs  and  diagnosis  code  428.0 
(Congestive  heart  failure,  unspecified) 
be  changed  from  a  non-CC  to  a  CC. 
According  to  the  commenter,  these 
recommended  changes  would  better 
represent  the  resources  utilized  in 
caring  for  this  population  and  reduce 
the  administrative  burden  in  clarifying 
these  diagnoses  with  providers.  We 
received  this  comment  during  the 
comment  period  for  the  FY  2012  IPPS/ 
LTCH  PPS  proposed  rule.  VVe  referred  to 
this  issue  briefly  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51557).  We 


indicated  that  we  considered  this 
comment  outside  of  the  scope  of  the 
proposed  rule  because  we  did  not 
propose  any  severity  level  changes  to 
these  codes  for'FY  2012;  therefore,  we 
did  not  address  it  in  the  final  rule. 
However,  we  addressed  this  issue  in  the 
FY  2013  proposed  rule  and  are 
finalizing  our  policy  in  this  final  rule. 

The  commenter  did  not  provide  a  list 
of  the  cardiomyopathy  codes.  We 
identified  the  following  codes  for 
analvsis  of  the  claims  data  in  the  FY 
2011  MedPAR  file: 

•  425.4  (Other  primary 
cardiomyopathies) 

•  425.5  (Alcoholic  cardiomyopathy) 

•  425.7  (Nutritional  and  metabolic 
cardiomyopathy) 

•  425.8  (Cardiomyopathy  in  other 
diseases  classified  elsewhere) 

•  425.9  (Secondary  cardiomyopathy, 
unspecified) 

•  428.0  (Congestive  heart  failure, 
unspecified) 

We  did  not  include  diagnosis  codes 
425.11  (Hypertrophic  obstructive 
cardiomyopathy)  and  425.18  (Other 
hypertrophic  cardiomyopathy)  for  our 
analysis  because  these  two  codes  were 
created  in  FY  2012  and  the  data  are  not 
yet  available.  We  examined  claims  data 
according  to  the  approach  that  we  used 
in  FY  2008  as  described  above.  The 
following  table  illustrates  our  findings: 


Code 

- j 

Diagnosis  description  l 

CC  Level  | 

1 

Gnt  1  j 

1 

cm  1  ' 

Impact  1 

1 

cm  2 

cm  2 

Impact 

cm  3  i 

!  ! 

cm  3 
Impact 

425.4  . I 

Other  primary  cardiomyopathies  . 

CC 

39,489 

1.47 

243,719  ! 

2.18 

139,689 

3.20 

425.5  . 

Alcoholic  cardiomyopathy . 

CC 

438 

1.68  1 

2,643 

2.19 

1.670  i 

3.26 

425.7  . 

Nutritional  and  metabolic  cardio¬ 
myopathy. 

CC- 

1  1 

60 

1.18  1 

869 

2.17 

799 

3.14 

425.8  . 

Cardiomyopathy  in  other  diseases 
classified  elsewhere. 

1  ; 
! 

940 

1.19 

[  5,967 

1 

2.15 

j  5,171 

3.14 
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Code  1 

' - 1 

Diagnosis  description 

CC  Level 

1 _ 

Cnt  1 

Cnt  1  j 
Impact  I 

Cnt  2 

Cnt  2 
Impact 

! 

Cnt  3 

Cnt  3 
Impact 

425.9  . 

;  Secondary  cardiomyopathy,  unspec¬ 
ified. 

cc! 

1  1 

356 

1.56 

I  I 

j  2,078 

1 

2.07 

1.372 

3.22 

428.0  . 

:  Congestive  heart  failure,  unspecified 

Non-CC 

304,963 

1.40 

634,241 

2.16 

748,649 

3.06 

1 _ 

The  table  above  shows  that  the  Cl 
findings  for  the  cardiomyopathy  codes 
ranged  from  a  low  of  1.18  to  a  high  of 
1.68.  A  value  close  to  1.0  in  the  Cl  field 
suggests  that  the  diagnosis  code 
produces  the  same  expected  value  as  a 
non-CC.  A  value  of  close  to  2.0  suggests 
the  condition  is  more  like  a  CC  than  a 
non-CC  but  not  as  significant  in 
resource  usage  as  an  MCC.  The  Cl 
findings  suggest  that  the  majority  of 
these  cardiomyopathy  codes  are  more 
similar  to  a  non-CC  than  a  CC.  The  C2 
findings  ranged  from  a  low  of  2.07  to  a 
high  of  2.19.  These  findings  suggest  that 
these  cardiomyopathy  codes  are  more 
similar  to  a  CC. 

The  Cl  finding  for  diagnosis  code 
428.0  of  1.40  suggests  that  the  condition 
is  more  similar  to  a  non-CC  than  a  CC. 
The  C2  finding  for  diagnosis  code  428.0 
of  2.16  suggests  that  the  secondary 
diagnosis  is  more  similar  to  a  CC  than 
a  non-CC. 

The  data  are  mixed  between  the  Cl 
and  C2  findings  for  the  cardiomyopathy 
codes  and  do  not  consistently  support  a 
change  in  the  severity  level.  Our  clinical 
advisors  reviewed  these  issues  and  are 
not  in  support  of  proposing  any  changes 


to  the  severity  levels  for  these  codes. 

Our  clinical  advisors  stated  that  the 
diagnosis  of  cardiomyopathy  (diagnosis 
codes  425.4  through  425.9)  is  generally 
severe,  with  significant  impact  on  the 
patient  requiring  additional  monitoring 
resources  and  cognitive  effort,  and  is 
appropriately  classified  as  a  CC. 

The  data  are  mixed  between  the  Cl 
and  C2  findings  for  the  congestive  heart 
failure,  unspecified,  diagnosis  code 
428.0.  Our  clinical  advisors  reviewed 
these  issues  and  are  not  in  support  of 
proposing  any  changes  to  the  severity 
level  of  code  428.0.  They  indicated  that 
diagnosis  code  428.0  is  very  nonspecific 
and  does  not  identify  the  severity  of  the. 
heart  failure,  and  concluded  that  the 
current  classification  for  code  428.0  as 
a  non-CC  is  appropriate.  As  a  result  of 
our  data  analysis  and  clinical  advisors’ 
review  of  these  issues,  we  did  not 
propose  any  changes  to  the  severity 
level  for  the  cardiomyopathy  and 
congestive  heart  failure,  unspecified 
codes  for  FY  2013.  VVe  invited  public 
comment  on  our  proposal. 

Comment:  Several  commenters  stated 
that  our  proposal  to  make  no  changes  to 
the  severity  level  for  cardiomyopathy 


and  congestive  heart  failure,  unspecified 
codes  seems  reasonable,  given  the  data 
and  information  provided. 

Response:  We  appreciate  the  support 
of  the  commenters  for  our  proposal. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  maintain  the 
current  severity  level  for 
cardiomyopathy  and  congestive  heart 
failure,  unspecified  codes  for  FY  2013. 

(D)  Chronic  Total  Occlusion  of  Artery  of 
the  Extremities 

VVe  received  a  request  to  change  the 
severity  level  designation  for  diagnosis 
code  440.4  (Chronic  total  occlusion  of 
artery  of  the  extremities)  to  a  CC. 
Currently,  the  diagnosis  code  is 
classified  as  a  non-CC.  Chronic  total 
occlusion  of  artery  of  the  extremities 
forms  when  plaque  accumulates  in  an 
artery  over  an  extended  period  of  time, 
resulting  in  total  cessation  of  blood 
flow.  We  analyzed  claims  data  in  the  FY 
2011  MedPAR  file  for  this  diagnosis 
code  according  to  the  approach  that  we 
used  in  FY  2008  as  described  above. 

The  following  table  illustrates  our 
findings: 


Code 

Diagnosis  description 

CC  Level 

Cnt  1 

Cnt  1 
Impact 

Cnt  2 

Cnt  2 
Impact 

Cnt  3 

Cnt  3 
Impact 

440.4  . 

....  ‘  Chronic  total  occlusion  of  artery  of 
the  extremities. 

Non-CC 

8,439 

1.38 

8,057 

— 

2.70 

L 

5,366 

3.23 

The  Cl  findirig  of  1.38  for  diagnosis 
code  440.4  supports  the  current 
designation  of  this  diagnosis  code  as  a 
non-CC.  However,  the  C2  findings  of 
2.70  suggests  that  this  code  is  similar  to 
a  CC  or  perhaps  an  MCC,  as  this  value 
is  near  to  3.0,  which  suggests  that  this 
condition  is  similar  to  an  MCC. 

However,  we  would  expect  a  higher  Cl 
value  such  as  2.4  for  this  condition  to 
qualify'  as  an  MCC. 

The  Cl  and  C2  findings  support 
changing  diagnosis  code  440.4  ft-om  a 
non-CC  to  a  CC.  Our  clinical  advisors 
reviewed  this  issue  and  are  in  support 
of  changing  the  severity  level  because 
this  condition  behaves  as  a  CC. 
Therefore,  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule,  we  proposed  to 
change  the  severity  level  for  diagnosis 
code  440.4  from  a  non-CC  to  a  CC  for 
FY  2013.  We  invited  public  comment  on 
our  proposal. 


Comment:  Several  commenters 
supported  our  proposed  change  to  the 
sev'erity  level  from  a  non-CC  to  a  CC  for 
code  440.4.  Several  commenters  stated 
that  the  proposal  seems  reasonable, 
given  the  data  and  information 
provided. 

One  commenter  stated  that  crossing  a 
stenotic  occlusive  lesion  typically 
requires  manipulation  of  the  guidewire 
with  a  single  catheter  that  remains  in 
the  vessel  lumen.  In  contrast,  crossing  a 
chronic  total  occlusion  typically 
requires  multiple  wires  and  catheters 
whereby  the  wire  leaves  the  vessel 
lumen,  dissects  through  the  subintimal. 
plane  around  the  occlusive  lesion,  and 
then  must  be  manipulated  back  into  the 
true  outflow  lumen.  According  to  the 
commenter,  the  additional  time, 
intensity  of  work,  and  resources 
necessary  to  perform  an  endovascular 
revascularization  of  a  chronic  total 


occlusion  justify  the  proposed  increase 
in  severity  level. 

Response:  We  appreciate  the  support 
of  the  commenters  for  our  proposal. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  change  the 
severity  level  for  diagnosis  code  440.4 
from  a  non-CC  to  a  CC  for  FY  2013. 

(E)  Acute  Kidney  Failure  With  Other 
Specific  Pathological  Lesion  in  Kidney 

We  received  a  request  to  consider 
changing  the  severity  level  for  diagnosis 
code  584.8  (Acute  kidney  failure  with 
other  specified  pathological  lesion  in 
kidney).  This  diagnosis  code’s  severity 
level  is  currently  classified  as  an  MCC. 
We  examined  claims  data  for  this  code 
in  the  FY  2011  MedPAR  file  according 
to  the  approach  described  above.  The 
following  table  illustrates  those 
findings. 
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Code 

Diagnosis  description 

Severity 

level 

cm  1 

cm  1 

1  Impact 

cm  2 

cm  2 

Impact 

cm  3 

cm  3 
Impact 

584.8  . . 

Acute  kidney  failure  with  other  speci¬ 
fied  pathological  lesion  in  kidney. 

MCC 

12 

_ 

i  0.98 

13 

1.89 

_ 

1,350 

3.17 

As  discussed  above,  a  Cl  value  close 
to  1.0  in  the  Cl  field  suggests  that  the 
diagnosis  code  produces  the  same 
expected  value  as  a  diagnosis  code  that 
has  been  classified  as  a  non-CC.  A  value 
close  to  2.0  in  the  Cl  field  suggests  that 
the  condition  is  more  similar  to  a  CC 
severity  level  than  a  non-CC  severity 
level,  but  not  as  significant  in  resource 
usage  as  an  MCC  severity  level.  In  this 
case,  the  Cl  value  finding  for  diagnosis 
code  584.8  of  0.98  suggests  that  this 
diagnosis  code  is  more  similar  to  a  non- 
CC  than  an  MCC.  A  C2  value  close  to 
3.0  suggests  that  the  condition  is  more 
similar  to  an  MCC  than  a  CC  or  a  non- 
CC.  A  C2  value  close  to  2.0  suggests  that 
the  condition  is  more  similar  to  a  CC 
than  a  non-CC.  The  C2  value  finding  for 
diagnosis  code  584.8  of  1.89  supports 
classifying  the  severity  level  of  this 
diagnosis  code  as  a  CC.  Therefore,  the 
Cl  and  C2  value  findings  support 
changing  the  severity  level  of  diagnosis 
code  584.8  from  an  MCC  to  a  lower 
severity  level,  that  is,  a  CC.  Our  clinical 
advisors  reviewed  this  issue  and  stated 
that  this  conditipn  behaves  as  a  CC. 
Therefore,  they  supported  changing  the 
severity  level  of  this  diagnosis  code  to 
a  CC.  Based  on  the  clinical  analysis  and 
consistent  with  supporting  claims  data, 
we  believe  that  the  severity  level  of 
diagnosis  code  584.8  should  be  changed 
from  an  MCC  to  a  CC.  Therefore,  in  the 
FY  2013  IPPS/LTCH  PPS  proposed  rule, 
we  proposed  to  change  the  severity  level 
of  diagnosis  code  584.8  from  an  MCC  to 
a  CC  for  FY  2013.  We  invited  public 
comment  on  our  proposal. 

Comment:  Commenters  stated  CMS’ 
proposed  change  to  the  severity  level  of 


diagnosis  code  584.8  from  an  MCC  to  a 
CC  was  reasonable,  given  the  (^ata  and 
information  provided. 

Response:  We  appreciate  the  support 
of  the  commenters  for  our  proposal. 

Comment:  One  commenter  opposed 
the  proposal  to  change  the  severity  level 
of  diagnosis  code  584.8  from  an  MCC  to 
a  CC.  The  commenter  stated  that  this 
downgrade  penalizes  hospitals  willing 
to  take  on  sicker  patients  because 
additional  care  is  required  to  treat 
patients  with  this  condition.  The 
commenter  stated  that  this  change 
would  also  hurt  hospitals  whose  clinical 
documentation  staff,  in  conjunction 
with  providers,  perform  the  additional 
work  of  identifying  the  underlying 
cause  of  the  kidney  failure. 

Response:  Information  from  our 
claims  data  does  not  support  the 
commenter’s  statement  that  these  are 
sicker  patients  who  should  be  classified 
at  the  MCC  severity,  level.  As  discussed 
above,  our  claims  data  suggests  that 
code  584.8  is  more  appropriately 
classified  as  a  CC.  The  Cl  finding  of 
0.98  suggests  that  this  code  is  more  like 
a  non-CC  than  an  MCC.  The  C2  finding 
of  1.89  supports  classifying  this  code  as 
either  a  non-CC  or  CC.  Therefore,  the  Cl 
and  C2  findings  support  changing  code 
584.8  from  an  MCC  to  a  lower  severity 
level.  Our  clinical  advisors  reviewed 
this  issue  and  support  changing  the 
severity  level  of  this  code  to  a  CC.  Our 
clinical  analysis  and  consistent  claims 
data  support  changing  code  584.8  from 
an  MCC  to  CC. 

We  disagree  with  the  commenter’s 
statement  that  this  severity  level  change 
would  hurt  hospitals  whose  clinical 


documentation  staff,  in  conjunction 
with  providers,  perform  the  additional 
work  of  identifying  the  underlying 
cause  of  the  kidney  failure.  CMS 
supports  improved  documentation 
practices  by  providers,  which  leads  to 
better  patient  care.  Providers  should 
consistently  work  on  improved  clinical 
documentation  for  all  patients,  not  just 
those  who  have  a  secondary  diagnosis 
on  the  MCC  list.  We  do  not  agree  that 
changing  the  severity  level  of  procedure 
code  584.8  hurts  hospitals  who  attempt 
to  improve  the  clinical  document  in 
their  medical  records. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  change  the 
severity  level  of  diagnosis  code  584.8 
from  an  MCC  to  a  CC. 

(F)  Pressure  Ulcer,  Unstageable- 

We  received  a  request  to  consider, 
changing  the  severity  level  for  diagnosis 
code  707.25  (Pressure  ulcer, 
unstageable)  from  its  current 
classification  as  a  non-CC  to  an  MCC. 
This  issue  was  referred  to  as  an  out-of¬ 
scope  public  comment  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule  (76  FR 
51557),  but  was  not  addressed  in  that 
rule. 

For  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27910),  we 
analyzed  claims  data  for  diagnosis  code 
707.25  from  the  FY  2011  MedPAR  file 
according  to  the  process  and  approach 
described  above.  The  following  table 
illustrates  our  findings: 


Code 

Diagnosis  description 

CC  level 

1 

- 1 

cm  1 

cm  1 

Impact 

cm  2 

cm  2 

Impact 

cm  3 

cm  3 
Impact 

707.25  . 

Pressure  ulcer,  unstageable  . 

Non-CC 

1,839 

1.87 

7,161 

2.46 

13,285 

3.08 

As  discussed  above,  a  Cl  value  close 
to  2.0  suggests  the  condition  is  more 
similar  to  a  CC  than  a  non-CC  severity 
level  but  not  as  significant  in  resource 
usage  as  an  MCC.  The  Cl  value  finding  , 
of  1.87  for  diagnosis  code  707,25,  which 
is  near  but  not  that  close  to  a  2.0, 
suggests  that  this  code  is  more  similar 
to  a  CC  than  an  MCC.  A  C2  value  of 
close  to  3.0  suggests  the  condition  is 
more  similar  to  an  MCC  than  a  CC  or 
non-CC.  The  C2  value  finding  for 
diagnosis  code  707.25  is  2.46,  which  is 


not  close  to  3.0  and,  therefore,  the  data 
do  not  support  classifying  this  as  an 
MCC.  The  Cl  and  C2  findings  are  more 
supportive  of  a  classification  as  a  CC 
than  an  MCC.  There  is  another  problem 
with  this  request  to  change  diagnosis 
code  707.25  from  a  non-CC  to  an  MCC. 
Currently,  only  stages  III  and  IV 
pressure  ulcers  are  MCCs.  This 
unstageable  code  captures  a  pressure 
ulcer  whose  stage  has  not  been 
determined.  It  would  be  inappropriate 
to  assume  that  a  pressure  ulcer  reported 


with  diagnosis  code  707.25  might  be  a 
stage  III  or  IV  pressure  ulcer.  Our  claims 
data  Cl  and  C2  findings  do  not  support 
the  fact  that  this  code  acts  as  an  MCC. 
As  mentioned  earlier,  the  claims  data 
are  more  supportive  of  a  classification 
as  a  CC  than  an  MCC.  We  asked  our 
clinical  advisors  to  review  this  issue. 
Our  clinical  advisors  agree  that  the  data 
findings  and  their  own  clinical 
evaluation  support  not  changing  the 
severity  level  of  this  diagnosis  code  to 
a  CC  or  an  MCC.  Our  clinical  advisors 


I 
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recommend  that  unstageable  pressure 
ulcers  should  continue  to  be  classified 
as  a  non-CC  because  the  stage  is  not 
clearly  designated  as  a  stage  III  or  IV. 
Unstageable  codes  do  not  delineate 
what  the  stage  of  the  ulcer  might  be.  As 
a  result  of  our  data  analysis  as  well  as 
the  advice  of  our  clinical  advisors,  we 
believe  that  unstageable  pressure  ulcers 
should  continue  to  be  classified  as  a 
non-CC.  Therefore,  we  proposed  that 
diagnosis  code  707.25  remain  a  non-CC 
for  FY  2013. 

We  invited  public  comment  on  our 
proposal  not  to  change  the  severity  level 
for  diagnosis  code  707.25  for  FY  2013. 

Comment:  Several  commenters 
suppprted  our  proposal  not  to  change 
the  severity  level  for  diagnosis  code 
707.25.  The  commenters  stated  the 
proposal  seems  reasonable,  given  th^ 
data  and  information  provided. 

Response:  We  appreciate  the  support 
of  the  commenters. 

Comment:  One  commenter  questioned 
whether  a  “not  examined  ulcer”  would 
be  classified  the  same  as  unstageable. 
The  commenter  stated  that  an  ulcer 
should  not  be  classified  as  unstageable 
simply  because  it  was  not  examined. 

Response:  If  a  pressure  ulcer  is 
documented  in  the  medical  record  and 
the  stage  is  unspecified,  code  707.20 
(Pressure  ulcer,  unspecified  stage) 
would  be  assigned. 

Comment:  Some  commenters  did  not 
support  our  proposal.  The  commenters 
pointed  out  that  the  National  Pressure 
Ulcer  Advisory  Panel  defines 


unstageable  pressure  ulcers  as  at  least  a 
stage  III  pressure  ulcer  and  suggested 
that  the  resource  expenditures 
associated  with  treating  this  condition 
would  meet  the  definition  of  an  MCC. 
Another  commenter  recommended  that 
the  severity  level  for  code  707.25  be 
changed  to  a  CC. 

Response:  Based  on  the  data  and  our 
analysis  presented  above,  we  concluded 
that  diagnosis  code  707.25  did  not 
warrant  a  change  to  the  severit}'  level. 
Our  clinical  advisors  recommend  that 
unstageable  pressure  ulcers  should 
continue  to  be  classified  as  a  non-CC 
because  the  stage  is  not  clearly 
designated  as  a  stage  III  or  IV,  Without 
knowing  the  stage  of  the  ulcer,  an 
assumption  should  not  be  made. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  not  change  the 
severity  level  for  code  707.25  for  FY 
2013. 

For  FY  2013,  we  proposed  changes  to 
Table  6G  (Additions  to  the  CC  Exclusion 
List).  As  we  discussed  earlier,  we  are 
finalizing  our  proposed  changes  to  the 
severity  level  for  diagnosis  codes  263.0, 
263.1,  and  440.4  from  a  non-CC  to  a  CC. 
There  are  no  proposed  and  finalized 
changes  to  Table  6H  (Deletions  to  the 
CC  Exclusion  List).  These  tables,  which 
contain  codes  that  are  effective  for 
discharges  occurring  on  or  after  October 
1,  2012,  are  not  being  published  in  the 
Addendum  to  this  final  rule  because  of 
the  length  of  the  two  tables.  Instead,  we 
are  making  them  available  through  the 


Internet  on  the  CMS  Web  site  at: 
http-J/w'ww.cms.hhs.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcutelnpatientPPS/index.html.  Each  of 
these  principal  diagnoses  for  which 
there  is  a  CC  exclusion  is  shown  in 
Tables  6G  and  6H  with  an  asterisk,  and 
the  conditions  that  will  not  count  as  a 
CC  are  provided  in  an  indented  column 
immediately  following  the  affected 
principal  diagnosis. 

A  complete  updated  MCC,  CC,  and 
Non-CC  Exclusions  List  is  available 
through  the  Internet  on  the  CMS  Web 
site  at:  http://www.cms.hhs.gov/ 
Medicare/Medicare-Fee-for-Service- 
Paymen  t/Acu  tein  pa  tien  tPPS/ 
index.html.  Beginning  with  discharges 
on  or  after  October  1,  2011,  the  indented 
diagnoses  were  not  recognized  by  the 
GROUPER  as  valid  CCs  for  the 
asterisked  principal  diagnosis. 

To  assist  readers  in  identifying  the 
changes  to  the  MCG  and  CC  lists  that 
occur  as  a  result  of  our  review  of 
severity  levels  for  several  ICD-9-CM 
diagnosis  codes,  we  are  providing  the 
following  summaries  of  those  MCC  and 
CC  changes  for  FY  2013.  There  are  no 
new,  revised,  or  deleted  diagnosis  codes 
for  FY  2013.  Therefore,  there  are  no 
Tables  6A,  6C,  and  6E  published  for  FY 
2013. 

Summary  of  Additions  to  the  MS-DRG 
MCC  List — Table  61.1 

There  are  no  additions  to  the  MS- 
DRG  MCC  List. 


Summary  of  Deletions  From  the  MS-DRG  MCC  List— Table  61.2 

Code  '  Description 

584.8  . I  Acute  kidney  failure  with  other  specified  pathological  lesion  in  kidney. 

Summary  of  Additions  to  the  MS-DRG  CC  List— Table  6J.1 


Code 

1  .  Description 

263.0  . . 

263.1  . 

440.4  . 

584.8  . 

. . !  Malnutrition  of  moderate  degree. 

. !  Malnutrition  of  mild  degree. 

. i  Chronic  total  occlusion  of  artery  of  the  extremities. 

. j  Acute  kidney  failure  with  other  specified  pathological  lesion  in  kidney. 

Summary  of  Deletions  From  the  MS- 
DRG  CC  List— Table  61.2 

There  are  no  deletions  ft’om  the  MS- 
DRG  CC  list. 

Alternatively,  the  complete 
documentation  of  the  GROUPER  logic, 
including  the  current  CC  Exclusions 
List,  is  available  from  3M/Health 
Information  Systems  (HIS),  which, 
under  contract  with  CMS,  is  responsible 
for  updating  and  maintaining  the 
GROUPER  program.  The  current  MS- 


DRG  Definitions  Manual,  Version  29.0, 
is  available  on  a  CD  for  $225.00.  Version 
30.0  of  this  manual,  which  will  include 
the  final  FY  2013  MS-DRG  changes, 
will  be  available  on  a  CD  for  $225.00. 
These  manuals  may  be  obtained  by 
writing  3M/HIS  at  the  following 
address:  100  Barnes  Road,  Wallingford, 
CT  06492;  or  by  calling  (203)  949-0303, 
or  by  obtaining  an  order  form  at  the  Web 
site:  http://www.3MHIS.com.  Please 
specify  the  revision  or  revisions 
requested. 


8.  Review  of  Procedure  Codes  in  MS 
DRGs  981  Through  983;  984  Through 
986;  and  987  Through  989 

Each  year,  we  review  cases  assigned 
to  former  CMS  DRG  468  (Extensive  O.R. 
Procedure  Unrelated  to  Principal 
Diagnosis),  CMS  DRG  476  (Prostatic 
O.R.  Procedure  Unrelated  to  Principal 
Diagnosis),  and  CMS  DRG  477 
(Nonextensive  O.R.  Procedure  Unrelated 
to  Principal  Diagnosis)  to  determine 
whether  it  would  be  appropriate  to 
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change  the  procedures  assigned  among 
these  CMS  DRGs.  Under  the  MS-DRGs 
that  we  adopted  for  FY  2008,  CMS  DRG 
468  was  split  three  ways  and  became 
MS-DRGs  981,  982,  and  983  (Extensive 
O.R.  Procedure  Unrelated  to  Principal 
Diagnosis  with  MCC,  with  CC,  and 
without  CC/MCC,  respectively).  CMS 
DRG  476  became  MS-DRGs  984,  985, 
and  986  (Prostatic  O.R.  Procedure 
Unrelated  to  Principal  Diagnosis  with 
MCC,  with  CC,  and  without  CC/MCC, 
respectively).  CMS  DRG  477  became 
MS-DRGs  987,  988,  and  989 
(Nonextensive  O.R.  Procedure  Unrelated 
to  Principal  Diagnosis  with  MCC,  with 
CC,  and  without  CC/MCC,  respectively). 

MS-DRGs  981  through  983,  984 
through  986,  and  987  through  989 
(formerly  CMS  DRGs  468,  476,  and  477, 
respectively)  are  reserved  for  those  cases 
in  which  none  of  the  O.R.  procedures 
performed  are  related  to  the  principal 
diagnosis.  These  MS-DRGs  are  intended 
to  capture  atypical  cases,  that  is,  those 
cases  not  occurring  with  sufficient 
frequency  to  represent  a  distinct, 
recognizable  clinical  group.  MS-DRGs 
984  through  986  (previously  CMS  DRG 
476)  are  assigned  to  those  discharges  in 
which  one  or  more  of  the  following 
prostatic  procedures  are  performed  and 
are  unrelated  to  the  principal  diagnosis: 

•  60.0,  Incision  of  prostate 

•  60.12,  Open  biopsy  of  prostate 

•  60.15,  Biopsy  of  periprostatic  tissue 

•  60.18,  Other  diagnostic  procedures  on 
prostate  and  periprostatic  tissue 

•  60.21,  Transurethral  prostatectomy 

•  60.29,  Other  transurethral 
prostatectomy 

•  60.61,  Local  excision  of  lesion  of 
prostate 

•  60.69,  Prostatectomy,  not  elsewhere 
classified 

•  60.81,  Incision  of  periprostatic  tissue 

•  60.82,  Excision  of  periprostatic  tissue 

•  60.93,  Repair  of  prostate 

•  60.94,  Control  of  (postoperative) 
hemorrhage  of  prostate 

•  60.95,  Transurethral  balloon  dilation 
of  the  prostatic  urethra 

•  60.96,  Transurethral  destruction  of 
prostate  tissue  by  microwave 
thermotherapy 

•  60.97,  Other  transurethral  destruction 
of  prostate  tissue  by  other 
thermotherapy 

•  60.99,  Other  operations  on  prostate 
All  remaining  O.R.  procedures  are 

assigned  to  MS-DRGs  981  through  983 
and  987  through  989,  with  MS-DRGs 
987  through  989  assigned  to  those 
discharges  in  which  the  only  procedures 
performed  are  nonextensive  procedures 
that  are  unrelated  to  the  princif>al 
diagnosis. 


’■*  The  original  list  of  the  ICD— 9-CM  procedure 
codes  for  the  procedures  we  consider  nonextensive 


Our  review  of  MedPAR  claims  data 
showed  that  there  were  no  cases  that 
merited  movement  or  should  logically 
be  assigned  to  any  of  the  other  MDCs. 
Therefore,  for  FY  2013,  we  did  not 
propose  to  change  the  procedures 
assigned  among  these  MS-DRGs. 

We  did  not  receive  any  public 
comments  on  our  proposal.  Therefore, 
as  we  proposed,  we  are  not  making  any 
changes  to  the  procedures  assigned  to 
MS-DRGs  981  through  983,  MS-DRGs 
984  through  986,  and  MS-DRGs  987 
through  989  for  FY  2013. 

a.  Moving  Procedure  Codes  From  MS- 
DRGs  981  Through  983  or  MS-DRGs 
987  Through  989  into  MDCs 

We  annually  conduct  a  review  of 
procedures  producing  assignment  to 
MS-DRGs  981  through  983  (Extensive 
O.R.  procedure  unrelated  to  principal 
diagnosis  with  MCC,  with  CC,  and 
without  CC/MCC,  respectively)  or  MS- 
DRGs  987  through  989  (Nonextensive 
O.R.  procedure  unrelated  to  principal 
diagnosis  with  MCC,  with  CC,  and 
without  CC/MCC,  respectively)  on  the 
basis  of  volume,  by  procedure,  to  see  if 
it  would  be  appropriate  to  move 
procedure  codes  out  of  these  MS-DRGs 
into  one  of  the  surgical  MS-DRGs  for 
the  MDC  into  which  the  principal 
diagnosis  falls.  The  data  are  arrayed  in 
two  ways  for  comparison  purposes.  We 
look  at  a  frequency  count  of  each  major 
operative  procedure  code.  We  also 
compare  procedures  across  MDCs  by 


procedures,  if  performed  with  an  unrelated 
principal  diagnosis,  was  published  in  Table  6C  in 
section  IV.  of  the  Addendum  to  the  FY  1989  final 
rule  (53  FR  38591).  As  part  of  the  FY  1991  final  rule 
(55  FR  36135),  the  FY  1992  final  rule  (56  FR  43212). 
the  FY  1993  final  rule  (57  FR  23625),  the  FY  1994 
final  rule  (58  FR  46279),  the  FY  1995  final  rule  (59 
FR  45336),  the  FY  1996  final  rule  (60  FR  45783), 
the  FY  1997  final  rule  (61  FR  46173),  and  the  FY 
1998  final  rule  (62  FR  45981),  we  moved  several 
other  procedures  from  DRG  468  to  DRG  477,  and 
some  procedures  from  DRG  477  to  DRG  468.  No 
procedures  were  moved  in  FY  1999,  as  noted  in  the 
final  rule  (63  FR  40962);  in  FY  2000  (64  FR  41496); 
in  FY  2001  (65  FR  47064);  or  in  FY  2002  (66  FR 
39852).  In  the  FY  2003  final  rule  (67  FR  49999)  we 
did  not  move  any  procedures  from  DRG  477. 
However,  we  did  move  procedure  codes  from  DRG 
468  and  placed  them  in  more  clinically  coherent 
DRGs.  In  the  FY  2004  fvnal  rule  (68  FR  45365),  we 
moved  several  procedures  from  DRG  468  to  DRGs 
476  and  477  because  the  procedures  are 
nonextensive.  In  the  FY  2005  final  rule  (69  FR 
48950),  we  moved  one  procedure  from  DRG  468  to 
477.  In  addition,  we  added  several  existing 
procedures  to  DRGs  476  and  477.  In  the  FY  2006 
(70  FR  47317),  we  moved  one  procedure  from  DRG 
468  and  assigned  it  to  DRG  477.  In  FY  2007,  we 
moved  one  procedure  ft'om  DRG  468  and  assigned 
it  to  DRGs  479,  553,  and  554.  In  FYs  2008,  2009, 

FY  2010,  FY  2011,  antfFY  2012,  no  procedures 
were  moved,  as  noted  in  the  FY  2008  final  rule  with 
comment  period  (72  FR  46241);  the  FY  2009  final 
rule  (73  FR  48513);  the  FY  2010  final  rule  (74  FR 
43796);  the  FY  2011  final  rule  (75  FR  50122);  and 
the  FY  2012  final  rule  (76  FR  51549). 


volume  of  procedure  codes  within  each 
MDC. 

We  identify  those  procedures 
occurring  in  conjunction  with  certain 
principal  diagnoses  with  sufficient 
frequency  to  justify  adding  them  to  one 
of  the  surgical  MS-DRGs  for  the  MDC  in 
which  the  diagnosis  falls.  As  noted 
above,  there  were  no  cases  that  merited 
movement  or  that  should  logically  be 
assigned  to  any  of  the  other  MDCs. 
Therefore,  for  FY  2013,  we  did  not 
propose  to  remove  any  procedures  from 
MS-DRGs  981  through  983  or  MS-DRGs 
987  through  989  into  one  of  the  surgical 
MS-DRGs  for  the  MDC  into  which  the 
principal  diagnosis  is  assigned. 

We  did  not  receive  any  public 
comments  on  our  proposal.  Therefore, 
as  we  proposed,  we  are  not  making  any 
changes  to  the  procedures  assigned  to 
MS-DRGs  981  through  983  or  MS-DRGs 
987  through  989  for  FY  2013. 

b.  Reassignment  of  Procedures  Among 
MS-DRGs  981  Through  983,  984 
Through  986,  and  987  Through  989 

We  also  annually  review  the  list  of 
ICD-9-CM  procedures  that,  when  in 
combination  with  their  principal 
diagnosis  code,  result  in  assignment  to 
MS-DRGs  981  through  983,  984  through 
986  (Prostatic  O.R.  procedure  unrelated 
to  principal  diagnosis  with  MCC,  with 
CC,  or  without  CC/MCC,  respectively), 
and  987  through  989,  to  ascertain 
whether  any  of  those  procedures  should 
be  reassigned  from  one  of  these  three 
MS-DRGs  to  another  of  the  three  MS- 
DRGs  based  on  average  costs  and  the 
length  of  stay.  We  look  at  the  data  for 
trends  such  as  shifts  in  treatment 
practice  or  reporting  practice  that  would 
make  the  resulting  MS-DRG  assignment 
illogical.  If  we  find  these  shifts,  we 
would  propose  to  move  cases  to  keep 
the  MS-DRGs  clinically  similar  or  to 
provide  payment  for  the  cases  in  a 
similar  manner.  Generally,  we  move 
only  those  procedures  for  which  we 
have  an  adequate  number  of  discharges 
to  analyze  the  data. 

There  were  no  cases  representing 
shifts  in  treatment  practice  or  reporting 
practice  that  would  make  the  resulting 
MS-DRG  assignment  illogical,  or  that 
merited  movement  so  that  cases  should 
logically  be  assigned  to  any  of  the  other 
MDCs.  Therefore,  for  FY  2013,  we  did 
not  propose  to  move  any  procedure 
codes  among  these  MS-DRGs. 

We  did  not  receive  any  public 
comments  on  our  proposal.  Therefore, 
as  we  proposed,  we  are  not  moving  any 
procedures  assigned  to  MS-DRGs  981 
through  983,  MS-DRGs  984  through 
986,  and  MS-DRGs  987  through  989  for 
FY  2013. 
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c.  Adding  Diagnosis  or  Procedure  Codes 
to  MDCs 

Based  on  the  review  of  cases  in  the 
MDCs  as  described  above  in  sections 
II.G.l.  through  4.  of  this  preamble,  we 
did  not  propose  to  add  any  diagnosis  or 
procedure  codes  to  MDCs  for  FY  2013. 

VVe  did  not  receive  any  public 
comments  on  our  proposal.  Therefore, 
as  we  proposed,  we  are  not  adding  any 
diagnosis  or  procedure  codes  to  MDCs 
for  FY  2013. 

9.  Changes  to  the  ICD-9-CM  Coding 
System,  Including  Discussion  of  the 
Replacement  of  the  ICD-9-CM  Coding 
System  With  the  ICD-10-("M  and  ICD- 
10-PCS  Systems  in  FY  2014 

a.  ICD-9-C,M  Coding  System 

The  1CD-9-CM  is  a  coding  system 
currently  used  for  the  reporting  of 
diagnoses  and  procedures  performed  on 
a  patient.  In  September  1985.  the  ICD- 
9AZM  Coordination  and  Maintenance 
Committee  was  formed.  This  is  a 
Federal  interdepartmental  committee, 
co-chaired  by  the  National  Center  for 
Health  Statistics  (NCHS),  the  Centers  for 
Disease  Control  and  Prevention,  and 
CMS.  charged  with  maintaining  and 
updating  the  ICD-9-CM  system.  The 
Committee  is  jointly  responsible  for 
approving  coding  changes,  and 
developing  errata,  addenda,  and  other 
modifications  to  the  ICD-9-CM  to 
reflect  newly  developed  procedures  and 
technologies  and  newly  identified 
diseases.  The  Committee  is  also 
responsible  for  promoting  the  use  of 
Federal  and  non-Federal  educational 
programs  and  other  communication 
techniques  with  a  view  toward 
standardizing  coding  applications  and 
upgrading  the  quality  of  the 
classification  system. 

The  Official  Version  of  the  ICD-9-CM 
contains  the  list  of  valid  diagnosis  and 
procedure  codes.  (The  Official  Version 
of  the  ICD-9-CM  is  available  from  the 
Government  Printing  Office  on  CD- 
ROM  for  S29.00  by  calling  (202)  512- 
1800.)  Complete  information  on 
ordering  the  CD-ROM  is  also  available 
at:  http://www.cms.hhs.gov/lCD9 
ProviderDiagnosticCodes/OSCDROM. 
aspttTopOfPage.  The  Official  Version  of 
the  1CD-9-CM  is  no  longer  available  in 
printed  manual  form  from  the  Federal 
Government:  it  is  only  available  on  CD- 
ROM.  Users  who  need  a  paper  version 
are  referred  to  one  of  the  many  products 
available  from  publishing  houses. 

The  NCHS  has  lead  responsibility  for 
the  ICD-9-CM  diagnosis  codes  included 
in  the  Tabular  List  and  Alphabetic 
Index  for  Diseases,  while  CMS  has  lead 
responsibility  for  the  ICD-9-CM 
procedure  codes  included  in  the 


Tabular  List  and  Alphabetic  Index  for 
Procedures. 

The  Committee  encourages 
participation  in  the  above  process  by 
health-related  organizations.  In  this 
regard,  the  Committee  holds  public 
meetings  for  discussion  of  educational 
issues  and  proposed  coding  changes. 
These  meetings  provide  an  opportunity 
for  representatives  of  recognized 
organizations  in  the  coding  field,  such 
as  the  American  Health  Information 
Management  Association  (AHIMA),  the 
American  Hospital  Association  (AHA), 
and  various  physician  specialty  groups, 
as  well  as  individual  physicians,  health 
information  management  professionals, 
and  other  members  of  the  public,  to 
contribute  ideas  on  coding  matters. 

After  considering  the  opinions 
e.xpressed  at  the  public  meetings  and  in 
writing,  the  Committee  formulates 
recommendations,  which  then  must  be 
approved  by  the  agencies. 

The  Committee  presented  proposals 
for  coding  changes  for  implementation 
in  FY  2013  at  a  public  meeting  held  on 
September  14,  2011  and  finalized  the 
coding  changes  after  consideration  of 
comments  received  at  the  meetings  and 
in  writing  by  November  18,  2011. 

The  Committee  held  its  2012  meeting 
on  March  5.  2012.  New  codes  for  which 
there  was  consensus  of  public  support 
and  for  which  complete  tabular  and 
indexing  changes  were  made  by  May 
2012  are  included  in  the  October  1, 

2012  update  to  ICD-9-CM.  Code 
revisions  that  were  discussed  at  the 
March  5,  2012  Committee  meeting  but 
that  could  not  be  finalized  in  time  to 
include  them  in  the  tables  listed  in 
section  VI.  of  the  Addendum  to  the 
proposed  rule  are  included  in  Table  6B 
which  is  listed  in  section  VI.  of  the 
Addendum  to  this  final  rule  and 
available  via  the  Internet  on  the  CMS 
Web  site,  and  are  marked  with  an 

QctOT*iCK  1*1 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27912),  we  stated 
that,  for  FY  2013,  there  were  no  changes 
to  the  ICD— 9-CM  coding  system  due  to 
the  partial  code  freeze  or  for  new 
technology.  However,  at  the  March  5, 
2012  meeting  there  was  a  request  for  a 
code  for  a  new  technology.  As  discussed 
below,  only  codes  for  new  technologies 
or  new  diagnoses  are  being  considered 
during  the  partial  code  freeze.  After 
discussions  at  the  meeting  and  public 
comment  received  after  the  meeting,  it 
was  decided  that  there  will  be  one  new 
procedure  code  effective  October  1 , 
2012:  new  code  00.95  (Injection  or 
infusion  of  glucarpidase). 

Therefore,  there  are  no  new,  revised, 
or  deleted  diagnosis  codes  and  no 
revised  or  deleted  procedure  codes  that 


are  usually  announced  in  Tables  6A 
(New  Diagnosis  Codes).  6C  (Invalid 
Diagnosis  Codes),  6D  (Invalid  Procedure 
Codes),  6E  (Revised  Diagnosis  Code 
Titles),  and  6F  (Revised  Procedure 
Codes).  The  new  procedure  code  is 
listed  in  Table  6B  (New  Procedure 
Codes)  for  this  final  rule,  which  is 
available  via  the  Internet  on  the  CMS 
Web  site. 

Copies  of  the  minutes  of  the 
procedure  codes  discussions  at  the 
Committee’s  September  14,  2011 
meeting  and  March  5,  2012  meeting  can 
be  obtained  from  the  CMS  Web  site  at: 
http://cms.hhs.gov/Medicore/Coding/ 
ICDGProviderDiagnosticCodes/ 
index. html?redirect=/ 
icdBProviderDiagnosticCodes/ 

03  meetings. asp.  The  minutes  of  the 
diagnosis  codes  discussions  at  the 
September  14,  2011  meeting  and  March 
5,  2012  meeting  are  found  at:  http:// 
www.cdc.gov/nchs/icd.htm.  These  Web 
sites  also  provide  detailed  information 
about  the  Committee,  including 
information  on  requesting  a  new  code, 
attending  a  Committee  meeting,  and 
timeline  requirements  and  meeting 
dates. 

We  encourage  commenters  to  address 
suggestions  on  coding  issues  involving 
diagnosis  codes  to:  Donna  Pickett,  Co- 
Chairperson,  ICD-9-CM  Coordination 
and  Maintenance  Committee,  NCHS, 
Room  2402,  3311  Toledo  Road, 
Hyattsville,  MD  20782.  Comments  may 
be  sent  by  Email  to:  dfp4@cdc.gov. 

Questions  and  comments  concerning 
the  procedure  codes  should  be 
addressed  to:  Patricia  E.  Brooks,  Co- 
Chairperson,  ICD-9-CM  Coordination 
and  Maintenance  Committee,  CMS, 
Center  for  Medicare  Management, 
Hospital  and  Ambulatory  Policy  Group, 
Division  of  Acute  Care,  C4-08-06,  7500 
Security  Boulevard,  Baltimore,  MD 
21244-1850.  Comments  may  be  sent  by 
Email  to:  patricia.brooks2@cms.hhs.gov. 

In  the  September  7,  2001  final  rule 
implementing  the  IPPS  new  technology 
add-on  payments  (66  FR  46906),  we 
indicated  we  w'ould  attempt  to  include 
proposals  for  procedure  codes  that 
would  describe  new  technology 
discussed  and  approved  at  the  Spring 
meeting  as  part  of  the  code  revisions 
effective  the  following  October. 

Section  503(a)  of  Public  Law  108-173 
included  a  requirement  for  updating 
ICD-9-CM  codes  twice  a  year  instead  of 
a  single  update  on  October  1  of  each 
year.  This  requirement  was  included  as 
part  of  the  amendments  to  the  Act 
relating  to  recognition  of  new 
technology  under  the  IPPS.  Section 
503(a)  amended  section  1886(d)(5)(K)  of 
the  Act  by  adding  a  clause  (vii)  which 
states  that  the  “Secretary  shall  provide 
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for  the  addition  of  new  diagnosis  and 
procedure  codes  on  April  1  of  each'year, 
but  the  addition  of  such  codes  shall  not 
require  the  Secretary  to  adjust  the 
payment  (or  diagnosis-related  group 
classification)  *  *  *  until  the  fiscal  year 
that  begins  after  such  date.”  This 
requirement  improves  the  recognition  of 
new  technologies  under  the  IPPS  system 
by  providing  information  on  these  new 
technologies  at  an  earlier  date.  Data  will 
be  available  6  months  earlier  than 
would  be  possible  with  updates 
occurring  only  once  a  year  on  October 
1. 

While  section  1886(d)(5KK){vii)  of  the 
Act  states  that  the  addition  of  new 
diagnosis  and  procedure  codes  on  April 
1  of  each  year  shall  not  require  the 
Secretary  to  adjust  the  payment,  or  DRG 
classification,  under  section  1886(d)  of 
the  Act  until  the  fiscal  year  that  begins 
after  such  date,  we  have  to  update  the 
DRG  software  and  other  systems  in 
order  to  recognize  and  accept  the  new 
codes.  We  also  publicize  the  code 
changes  and  the  need  for  a  mid-year 
systems  update  by  providers  to  identify 
the  new  codes.  Hospitals  also  have  to 
obtain  the  new  code  books  and  encoder 
updates,  and  make  other  system  changes 
in  order  to  identify  and  report  the  new 
codes. 

The  ICD-9-CM  Coordination  and 
Maintenance  Committee  holds  its 
meetings  in  the  spring  and  fall  in  order 
to  update  the  codes  and  the  applicable 
payment  and  reporting  systems  by 
October  1  of  each  year.  Items  are  placed 
on  the  agenda  for  the  ICD-9-CM 
Coordination  and  Maintenance 
Committee  meeting  if  the  request  is 
received  at  least  2  months  prior  to  the 
meeting.  This  requirement  allows  time 
for  staff  to  review  and  research  the 
coding  issues  and  prepare  material  for 
discussion  at  the  meeting.  It  also  allows 
time  for  the  topic  to  be  publicized  in 
meeting  announcements  in  the  Federal 
Register  as  well  as  on  the  CMS  Web  site. 
The  public  decides  whether  or  not  to 
attend  the  meeting  based  on  the  topics 
listed  on  the  agenda.  Final  decisions  on 
code  title  revisions  are  currently  made 
by  March  1  so  that  these  titles  can  be 
included  in  the  IPPS  proposed  rule.  A 
complete  addendum  describing  details 
of  all  changes  to  ICD-9-T]M,  both 
tabular  and  index,  is  published  on  the 
CMS  and  NCHS  Web  sites  in  May  of 
each  year.  Publishers  of  coding  books 
and  software  use  this  information  to 
modify  their  products  that  are  used  by 
health  care  providers.  This  5-month 
time  period  has  proved  to  be  necessary 
for  hospitals  and  other  providers  to 
update  their  systems. 

A  discussion  of  this  timeline  and  the 
need  for  changes  are  included  in  the 


December  4-5,  2005  ICD-9-CM 
Coordination  and  Maintenance 
Committee  minutes.  The  public  agreed 
that  there  was  a  need  to  hold  the  fall 
meetings  earlier,  in  September  or 
October,  in  order  to  meet  the  new 
implementation  dates.  The  public 
provided  comment  that  additional  time 
would  be  needed  to  update  hospital 
systems  and  obtain  new  code  books  and 
coding  software.  There  was  considerable 
concern  expressed  about  the  impact  this 
new  April  update  would  have  on 
providers. 

In  the  FY  2005  IPPS  final  rule,  we 
implemented  section  1886(d)(5)(K)(vii) 
of  the  Act,  as  added  by  section  503(a) 
of  Public  Law  108-173,  by  developing  a 
mechanism  for  approving,  in  time  for 
the  April  update,  diagnosis  and 
procedure  code  revisions  needed  to 
describe  new  technologies  and  medical 
services  for  purposes  of  the  new 
technology  add-on  payment  process.  We 
also  established  the  following  process 
for  making  these  determinations.  Topics 
considered  during  the  Fall  ICD-9-CM 
Coordination  and  Maintenance 
Committee  meeting  are  considered  for 
an  April  1  update  if  a  strong  and 
convincing  case  is  made  by  the 
requester  at  the  Committee’s  public 
meeting.  The  request  must  identify  the 
reason  why  a  new  code  is  needed  in 
April  for  purposes  of  the  new 
technology  process.  The  participants  at 
the  meeting  and  those  reviewing  the 
Committee  meeting  summary  report  are 
provided  the  opportunity  to  comment 
on  this  expedited  request.  All  other 
topics  are  considered  for  the  October  1 
update.  Participants  at  the  Committee 
meeting  are  encouraged  to  comment  on 
all  such  requests.  There  were  no 
requests  approved  for  an  expedited 
April  1,  2012  implementation  of  an 
ICD-9-CM  code  at  the  September  14, 
2011  Committee  meeting.  Therefore, 
there  were  no  new  ICD-9-CM  codes 
implemented  on  April  1,  2012. 

Current  addendum  and  code  title 
information  is  published  on  the  CMS 
Web  site  at:  http://www.cms.bhs.gov/ 
Medicare/Coding/ 
ICD9ProviderDiagnosticCodes/ 
index.html?redirect=/ 
icdOProviderDiagnosticCodes/ 

01  overview. aspt^TopofPage.  Information 
on  ICD-9-CM  diagnosis  codes,  along 
with  the  Official  ICD-9-CM  Coding 
Guidelines,  can  be  found  on  the  Web 
site  at:  http://www.cdc.gov/nchs/ 
icd9.htm.  Information  on  new,  revised, 
and  deleted  ICD-9-CM  codes  is  also 
provided  to  the  AHA  for  publication  in 
the  Coding  Clinic  for  ICD-9-CM.  AHA 
also  distributes  information  to 
publishers  and  software  vendors. 


CMS  also  sends  copies  of  all  ICD— 9- 
CM  coding  changes  to  its  Medicare 
contractors  for  use  in  updating  their 
systems  and  providing  education  to 
providers. 

These  same  means  of  disseminating 
information  on  new,  revised,  and 
deleted  ICD-9-CM  codes  will  be  used  to 
notify  providers,  publishers,  software 
vendors,  contractors,  and  others  of  any 
changes  to  the  ICD-9-CM  codes  that  are 
implemented  in  April.  The  code  titles 
are  adopted  as  part  of  the  ICD-9-CM 
Coordination  and  Maintenance 
Committee  process.  Thus,  although  we 
publish  the  code  titles  in  the  IPPS 
proposed  and  final  rules,  they  are  not 
subject  to  comment  in  the  proposed  or 
final  rules.  We  will  continue  to  publish 
the  October  code  updates  in  this  manner 
within  the  IPPS  proposed  and  final 
rules.  For  codes  that  are  implemented  in 
April,  we  will  assign  the  new  procedure 
code  to  the  same  MS-DRG  in  which  its 
predecessor  code  was  assigned  so  there 
will  be  no  MS-DRG  impact  as  far  as 
MS-DRG  assignment.  Any  midyear 
coding  updates  will  be  available 
through  the  Web  sites  indicated  above 
and  through  the  Coding  Clinic  for  ICD- 
9-CM.  Publishers  and  software  vendors 
currently  obtain  code  changes  through 
these  sources  in  order  to  update  their 
code  books  and  software  systems.  We 
will  strive  to  have  the  April  1  updates 
available  through  these  Web  sites  5 
months  prior  to  implementation  (that  is, 
early  November  of  the  previous  year),  as 
is  the  case  for  the  October  1  updates. 

b.  Code  Freeze 

The  International  Classification  of 
Diseases,  10th  Revision  (ICD-10)  coding 
system  applicable  to  hospital  inpatient 
services  is  to  be  implemented  on 
October  1,  2013,  as  described  in  the 
Health  Insurance  Portability  and 
Accountability  Act  of  1996  (HIPAA) 
Administrative  Simplification: 
Modifications  to  Medical  Data  Code  Set 
Standards  to  Adopt  ICD— 10-CM  and 
ICD-IO-PCS  final  rule  (74  FR  3328 
through  3362,  January  16,  2009). 
However,  the  Secretary  of  Health  and 
Human  Services  issued  a  proposed  rule 
that  would  delay,  from  October  1,  2013, 
to  October  1,  2014,  the  compliance  date 
for  the  International  Classification  of 
Diseases,  10th  Edition  diagnosis  and 
procedure  codes  (ICD— 10).  The 
proposed  rule,  CMS-0040-P,  went  on 
display  at  the  Office  of  the  Federal 
Register  on  April  9,  2012,  and  was 
published  in  the  Federal  Register  on 
April  17,  2012  (77  FR  22950)  and  is 
available  for  viewing  at:  http:// 
www.gpo.gov/fdsys/browse/ 
collection.action?collectionCode=FR. 
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The  lCD-10  coding  system  includes 
the  International  Classification  of 
Diseases,  10th  Revision.  Clinical 
Modification  (ICD-IO-CM)  for  diagnosis 
coding  and  the  International 
Classification  of  Diseases,  10th 
Revision,  Procedure  Coding  System 
(ICD-IO-PCS)  for  inpatient  hospital 
procedure  coding,  as  well  as  the  Official 
ICD-IO-CM  and  ICM-IO-PCS 
Guidelines  for  Coding  and  Reporting.  In 
the  January  16,  2009  ICD-IO-CM  and 
ICD-IO-PCS  final  rule  (74  FR  3328 
through  3362),  there  was  a  discussion  of 
the  need  for  a  partial  or  total  freeze  in 
the  annual  updates  to  both  ICD-9-CM 
and  ICD-IO-CM  and  ICD-IO-PCS 
codes.  The  public  comment  addressed 
in  that  final  rule  stated  that  the  annual 
code  set  updates  should  cease  1  year 
prior  to  the  implementation  of  lCD-10. 
The  commenters  stated  that  this  freeze 
of  code  updates  would  allow  for 
instructional  and/or  coding  software 
programs  to  be  designed  and  purchased 
early,  without  concern  that  an  upgrade 
would  take  place  immediately  before 
the  compliance  date,  necessitating 
additional  updates  and  purchases. 

HHS  responded  to  comments  in  the 
ICD-10  final  rule  that  the  ICD-9-CM 
Coordination  and  Maintenance 
Committee  has  jurisdiction  over  any 
action  impacting  the  ICD-9-CM  and 
ICD-10  code  sets.  Therefore,  HHS 
indicated  that  the  issue  of  consideration 
of  a  moratorium  on  updates  to  the  ICD- 
9-CM,  ICD-IO-CM,  and  ICD-IO-PCS 
code  sets  in  anticipation  of  the  adoption 
of  ICD-IO-CM  and  ICD-IO-PCS  would 
be  addressed  through  the  Committee  at 
a  future  public  meeting. 

The  code  freeze  was  discussed  at 
multiple  meetings  of  the  ICD-9-CM 
Coordination  and  Maintenance 
Committee  and  public  comment  was 
actively  solicited.  The  Committee 
ev'aluated  all  comments  from 
participants  attending  the  Committee 
meetings  as  well  as  written  comments 
that  were  received.  There  was  an 
announcement  at  the  September  15-16, 
2010  and  September  14,  2011  ICD-9- 
CM  Coordination  and  Maintenance 
Committee  meetings  that  a  partial  ft-eeze 
of  both  ICD-9-CM  and  ICD-10  codes 
will  be  implemented  as  follows: 

•  The  last  regular  annual  update  to 
both  ICD-9-CM  and  ICD-10  code  sets 
was  made  on  October  1,  2011. 

•  On  October  1,  2012,  there  will  be 
only  limited  code  updates  to  both  ICD- 
9-CM  and  ICD-10  code  sets  to  capture 
new  technology  and  new  diseases. 

•  On  October  1,  2013,  there  were  to 
be  only  limited  code  updates  to  ICD-10 
code  sets  to  capture  new  technology  and 
diagnoses  as  required  by  section  503(a) 
of  Public  Law  108—173.  There  were  to 


be  no  updates  to  1CD-9-CM  on  October 
1,  2013,  as  the  system  would  no  longer 
be  a  HIPAA  standard  and,  therefore,  no 
longer  be  used  for  reporting.  With  the 
proposed  ICD-10  implementation  delay, 
there  will  be  only  limited  code  updates 
to  both  1CD-9-CM  and  ICD— 10  to 
capture  new  technology  and  new 
diagnoses  on  October  1,  2013. 

•  On  October  1,  2014,  regular  updates 
to  ICD-10  were  to  begin.  As  stated 
earlier,  HHS  has  issued  a  proposed  rule 
that  would  delay  the  compliance  date  of 
ICD-10  from  October  1,  2013,  to  October 
1,  2014.  If  this  delay  is  implemented  as 
proposed,  there  would  be  only  limited 
ICD— 10  code  updates  for  new 
technologies  hnd  new  diseases  on 
October  1,  2014.  There  would  be  no 
updates  to  ICD-9-CM  on  October  1, 

2014,  as  the  system  would  no  longer  be 
a  HIPAA  standard  and,  therefore,  no 
longer  be  used  for  reporting.  Full  ICD- 
10  updates  would  begin  on  October  1, 

2015,  one  year  after  the  implementation 
of  ICD-10.' 

The  ICD-9-CM  Coordination  and 
Maintenance  Committee  announced  that 
it  would  continue  to  meet  twice  a  year 
during  the  freeze.  At  these  meetings,  the 
public  will  be  encouraged  to  comment 
on  whether  or  not  requests  for  new 
diagnosis  and  procedure  codes  should 
be  created  based  on  the  need  to  capture 
new'  technology  and  new  diseases.  Any 
code  requests  that  do  not  meet  the 
criteria  will  be  evaluated  for 
implementation  within  ICD— 10  on  or 
after  October  1,  2014,  once  the  partial 
freeze  is  ended. 

Complete  information  on  the  partial 
code  freeze  and  discussions  of  the 
issues  at  the  Committee  meetings  can  be 
found  on  the  ICD-9-CM  Coordination 
and  Maintenance  Committee  Web  site 
at:  http://i\'w\v.cms.gov/Medicare/ 
Coding/ICDOProviderDiagnosticCodes/ 
index. htmI?redirect=/icd9Provider 
DiagnosticCodes/OS.asp^TopOfPage.  A 
summary  of  the  September  14,  2011 
Committee  meeting,  along  with  both 
written  and  audio  transcripts  of  this 
meeting,  are  posted  on  the  “Download” 
section  of  this  Web  page. 

Comment:  Several  commenters 
expressed  concern  about  the  delay  in 
the  implementation  of  ICD-10.  Some 
commenters  supported  a  delay,  while 
others  opposed  any  delay. 

Response:  Proposals  on  ICD-10 
implementation  are  being  addressed 
through  a  separate  rulemaking  as  we 
have  indicated  above.  These  comments 
will  be  addressed  as  part  of  that  separate 
rulemaking. 


c.  Processing  of  25  Diagnosis  Codes  and 
25  Procedure  Codes  on  Hospital 
Inpatient  Claims 

CMS  is  currently  processing  all  25 
diagnosis  codes  and  25  procedure  codes 
submitted  on  electronic  hospital 
inpatient  claims.  Prior  to  January  1, 

2011,  hospitals  could  submit  up  to  25 
diagnoses  and  25  procedures:  however, 
CMS’  system  limitations  allowed  for  the 
processing  of  only  the  first  9  diagnosis 
codes  and  6  procedure  codes.  We 
discussed  this  change  in  processing 
claims  in  the  FY  2011  IPPS/LTCH  PPS 
final  rule  (75  FR  50127],  in  the  FY  2012 
IPPS/LTCH  PPS  proposed  rule  (76  FR 
25843),  in  a  correction  notice  issued  in 
the  Federal  Register  on  June  14,  2011 
(76  FR  24633),  and  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51553).  As 
discussed  in  these  prior  rules,  CMS 
undertook  an  expansion  of  our  internal 
system  capability  so  that  we  are  able  to 
process  up  to  25  diagnoses  and  25 
procedures  on  hospital  inpatient  claims 
as  part  of  the  HIPAA  ASC  XI 2 
Technical  Reports  Type  3,  Version 
005010  (Version  5010)  standards  system 
update.  We  recognize  the  value  of  the 
additional  information  provided  by  this 
coded  data  for  multiple  uses  such  as  for 
payment,  quality  measures,  outcome 
analysis,  and  other  important  uses.  We 
will  continue  to  process  up  to  25 
diagnosis  codes  and  25  procedure  codes 
when  received  on  the  5010  format. 

d.  ICD-10  MS-DRGs 

In  response  to  the  FY  2011  IPPS/ 

LTCH  PPS  proposed  rule,  we  received 
comments  on  the  creation  of  the  ICD-10 
version  of  the  MS-DRGs,  which  will  be 
implemented  at  the  same  time  as  ICD- 
10  (75  FR  50127  and  50128).  As  we 
stated  earlier,  the  Secretary  of  Health 
and  Human  Services  has  issued  a 
proposed  rule  that  would  delay  the 
compliance  date  of  ICD— 10  from 
October  1,  2013  to  October  1,  2014. 
While  we  did  not  propose  an  ICD-10 
version  of  the  MS-DRGs  in  the  FY  2011 
IPPS/LTCH  PPS  proposed  rule,  we 
noted  that  we  have  been  actively 
involved  in  converting  our  current  MS- 
DRGs  from  ICD-9-CM  codes  to  ICD— 10 
codes  and  sharing  this  information 
through  the  ICD-9-CM  Coordination 
and  Maintenance  Committee.  We 
undertook  this  early  conversion  project 
to  assist  other  payers  and  providers  in 
understanding  how  to  go  about  their 
own  conversion  projects.  We  posted 
ICD-10  MS-DRGs  based  on  Version 
26.0  (FY  2009)  of  the  MS-DRGs.  We 
also  posted  a  paper  that  describes  how 
CMS  went  about  completing  this  project 
and  suggestions  for  others  to  follow.  All 
of  this  information  can  be  found  on  the 
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CMS  Web  site  at;  http://i\'\\'\v.cms.gov/ 
ICDl  0/ 1 7_ICD1 0  MS _DRG  Conversion 
Project.asp.  We  have  continued  to  keep 
the  public  updated  on  our  maintenance 
efforts  for  ICD-IO-CM  and  ICD-IO-PCS 
coding  systems  as  well  as  the  General 
Equivalence  Mappings  that  assist  in 
conversion  through  the  ICD-9-CM 
Coordination  and  Maintenance 
Committee.  Information  on  these 
committee  meetings  can  be  found  at: 
http://mvw.cms.gov/Medicare/Coding/ 
ICD9ProviderDiagnosticCodes/ 
index.html. 

During  FY  2011,  we  developed  and 
posted  Version  28.0  of  the  ICD-10  MS- 
DRGs  based  on  the  FY  2011  MS-'DRGs 
(Version  28.0)  that  we  finalized  in  the 
FY  2011  IPPS/LTGH  PPS  final  rule  on 
the  GMS  Web  site.  This  ICD-10  MS- 
DRGs  Version  28.0  also  included  the  CC 
Exclusion'List  and  the  ICD-10  version 
of  the  hospital-acquired  conditions 
(HACs),  which  was  not  posted  with 
Version  26.0.  We  also  discussed  this 
update  at  the  September  15-16,  2010 
and  the  March  9-10,  2011  meetings  of 
the  ICD-9-CM  Coordination  and 
Maintenance  Committee.  The  minutes 
of  these  two  meetings  are  posted  on  the 
CMS  Web  site  at:  http://www.cms.gov/ 
Medicare/Coding/ICD9Provider 
DiagnosticCodes/ index.htmi. 

\Ve  reviewed  comments  on  the  ICD- 
10  MS-DRGs  Version  28.0  and  made 
updates  as  a  result  of  these  comments. 
We  called  the  updated  version  the  ICD- 
10  MS-DRGs  Version  28  Rl.  We  posted 
a  Definitions  Manual  of  IGD-10  MS- 
DRGs  Version  28  Rl  on  our  ICD-10  MS- 
DRG  Conversion  Project  Web  site  at: 
http://www.cms.gov/ICDl  0/1 7_ICD1 0 
_MS_DRC  Conversion  Project. asp.  T o 
make  the  review  of  Version  28  Rl 
updates  easier  for  the  public,  we  also 
made  available  pilot  software  on  a  CD 
ROM  that  could  be  ordered  through  the 
National  Technical  Information  Service 
(NTIS).  A  link  to  the  NTIS  ordering  page 
was  provided  on  the  CMS  ICD-10  MS- 
DRG  Web  page.  We  stated  that  we 
believed  that,  by  providing  the  ICD-10 
MS-DRG  Version  28  Rl  Pilot  Software 
(distributed  on  CD  ROM),  the  public 
would  be  able  to  more  easily  review  and 
provide  feedback  on  updates  to  the  ICD- 
10  MS-DRGs.  We  discussed  the  updated 
ICD-10  MS-DRGs  Version  28  Rl  at  the 
September  14,  2011  IGD— 9-CM 
Goordination  and  Maintenance 
Gommittee  meeting.  We  encouraged  the 
public  to  continue  to  review  and 
provide  comments  on  the  IGD-10  MS- 
DRGs  so  that  GMS  could  continue  to 
update  the  system. 

In  FY  2012,  we  prepared  the  IGD-10 
MS-DRGs  Version  29.0,  based  on  the  FY 
2012  MS-DRGs  (Version  29.0)  that  we 
finalized  in  the  FY.  2012  IPPS/LTGH 


PPS  final  rule.  We  posted  a  Definitfons 
Manual  of  IGD— 10  MS-DRGs  Version 
29.0  on  our  ICD-10  MS-DRGs  Web  site. 
We  also  prepared  a  document  that 
describes  changes  made  from  Version 
28.0  to  Version  29.0  to  facilitate  a 
review.  The  ICD-10  MS-DRGs  Version 
29.0  was  discussed  at  the  ICD-9-CM 
Goordination  and  Maintenance 
Committee  meeting  on  March  5,  2012. 
Information  was  provided  on  the  types 
of  updates  made.  Once  again  the  public 
was  encouraged  to  review  and  comment 
on  the  most  recent  update  to  the  ICD- 
10  MS-DRGs. 

We  provided  information  on  a  study 
conducted  on  the  impact  on  converting 
MS-DRGs  to  ICD-10.  Information  on 
this  study  is  summarized  in  a  paper  - 
entitled  “Impact  of  the  Transition  to 
ICD-10  on  Medicare  Inpatient  Hospital 
Payments.”  This  paper  is  posted  on  the 
CMS  ICD— 10  MS-DRG  conversion  Web 
site  at:  http://mvw.cms.gov/ICDlO/l7 
ICDl  0  MS _DRC  Conversion 
Project.asp.  The  paper  describes  GMS’ 
approach  to  the  conversion  of  the  MS- 
DRGs  from  ICD— 9-GM  codes  to  ICD-10 
codes.  The  study  was  undertaken  using 
the  ICD-9-CM  MS-DRGs  Version  27.0 
(FY  2010)  and  converted  to  the  ICD-10 
MS-DRGs  Version  27.0.  The  study 
estimated  the  impact  on  aggregate 
payment  to  hospitals  and  the 
distribution  of  payments  across 
hospitals.  The  paper  was  distributed 
and  discussed  at  the  September  15,  2010 
ICD-9-CM  Coordination  and 
Maintenance  Committee.  The  impact  of 
the  conversion  from  ICD-9-CM  to  ICD- 
10  on  Medicare  MS-DRG  hospital 
payments  was  estimated  using  2009 
Medicare  data.  The  study  found  a 
hospital  payment  increase  of  0.05 
percent  using  the  IGD-10  MS-DRGs 
Version  27.0.  For  detailed  information 
on  this  study,  we  refer  readers  to  the 
complete  report  which  is  posted  on  the 
CMS  Web  site  at:  http://i\'W'w.cms.gov/ 
ICDl  0/1 7JCD1 0  MS _DRC  Conversion 
Project.asp. 

CMS  provided  an  overview  of  this 
hospital  payment  impact  study  at  the 
March  5,  2012  ICD-9-CM  Coordination 
and  Maintenance  Committee  meeting. 
This  presentation  followed 
presentations  on  the  creation  of  ICD-10 
MS-DRGs  Version  29.0.  A  summary 
report  of  this  meeting  can  be  found  on 
the  CMS  Web  site  at:  http:// 
mvw.cms.gov/Medicare/Coding/ 
ICDOProviderDiagnosticCodes/ 
index.html.  At  this  March  2012  meeting, 
CMS  announced  that  it  would  produce 
an  update  on  this  impact  study  based  on 
an  updated  version  of  the  ICD-10  MS- 
DRGs.  This  update  will  provide 
additional  information  to  the  public  als 
CMS  is  evaluating  refinements  made  to 


the  ICD— 10  MS-DRGs  based  on  public 
comments. 

We  will  continue  to  work  with  the 
public  to  explain  how  we  are 
approaching  the  conversion  of  MS- 
DRGs  to  IGD-10  and  will  post  drafts  of 
updates  as  they  are  developed  for  public 
review.  The  final  version  of  the  ICD-10 
MS-DRGs  will  be  implemented  at  the 
same  time  as  IGD-10  and  will  be  subject 
to  notice  and  comment  rulemaking.  In 
the  meantime,  we  will  provide 
extensive  and  detailed  information  on 
this  activity  through  the  ICD-9-CM 
Goordination  and  Maintenance 
Gommittee. 

10.  Public  Gomments  on  Issues  Not 
Addressed  in  the  Proposed  Rule 

We  received  a  number  of  public 
comments  regarding  MS-DRG  issues 
that  were  outside  of  the  scope  of  the 
proposals  included  in  the  FY  2013 
IPPS/LTGH  PPS  proposed  rule.  We  have 
summarized  these  public  comments 
below.  However,  because  these  public 
comments  were  outside  of  the  scope  of 
the  proposed  rule,  we  are  not  addressing 
them  in  this  final  rule.  As  stated  in 
section  II.G.  of  this  preamble,  we 
encourage  individuals  with  comments 
about  MS-DRG  classifications  to  submit 
these  comments  no  later  than  December 
of  each  year  so  they  can  be  considered 
for  possible  inclusion  in  the  annual 
proposed  rule  and,  if  included,  may  be 
subjected  to  public  review  and 
comment.  We  will  consider  these 
comments  for  possible  proposals  in 
future  rulemaking  as  part  of  our  annual 
review  process. 

Some  commenters  requested  that 
CMS  create  a  new  MS-DRG  for  total 
ankle  replacement  procedures.  One 
commenter  requested  that  CMS 
eliminate  the  severity  levels  for  heart 
and  liver  transplants  and  implement 
one  MS-DRG  for  heart  transplants  and 
one  MS-DRG  for  liver  transplants. 

One  commenter  requested  that  CMS 
conduct  an  analysis  of  diagnosis  code 
V45.88  (Status  post  administration  of 
tPA  (rt-PA)  in  a  different  facility  within 
the  last  24  hours  prior  to  admission  to 
current  facility)  to  determine  whether 
new  data  warrant  any  change  in  the 
MS-DRG  structure  for  these  cases. 

One  commenter  recommended  that 
bronchial  valve  procedures  reported 
with  ICD-9-CM  procedure  codes  33.71 
(Endoscopic  insertion  or  replacement  of 
bronchial  valve(s),  single  lobe)  and 
33.73  (Endoscopic  insertion  or 
replacement  of  bronchial  valve(s), 
multiple  lobes),  that  are  assigned  to 
medical  MS-DRGs  190  and  192 
(Chronic  Obstructive  Pulmonary  Disease 
with  MCC,  with  CC,  or  without  MCC/ 
CC,  respectively)  be  assigned  instead  to 
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surgical  MS-DRGs  163  and  165  (Major 
Chest  Procedures  with  MCC,  with  CC.  or 
without  MCC/CC,  respectively). 

H.  Recalibrdtion  of  MS-DRG  Weights 

I.  Data  Sources  for  Developing  the 
Weights 

In  developing  the  FY  2013  system  of 
weights,  we  used  two  data  sources: 
claims  data  and  cost  report  data.  As  in 
previous  years,  the  claims  data  source  is 
the  MedPAR  fde.  This  file  is  based  on 
fully  coded  diagnostic  and  procedure 
data  for  all  Medicare  inpatient  hospital 
bills.  The  FY  2011  MedPAR  data  used 
in  this  final  rule  include  discharges 
occurring  on  October  1,  2010,  through 
September  30,  2011.  based  on  bills 
received  by  CMS  through  March  3 1 , 

2012,  from  all  hospitals  subject  to  the 
IPPS  and  short-term,  acute  care 
hospitals  in  Maryland  (which  are  under 
a  waiver  from  the  IPPS  under  section 
1814(b)(3)  of  the  Act).  The  FY  2011 
MedP.\R  file  used  in  calculating  the 
relative  weights  includes  data  for 
approximately  10,804,695  Medicare 
discharges  from  IPPS  providers. 
Discharges  for  Medicare  beneficiaries 
enrolled  in  a  Medicare  Advantage 
managed  care  plan  are  excluded  from 
this  analysis.  These  discharges  are 
excluded  when  the  MedPAR  “CHO 
Paid”  indicator  field  on  the  claim  record 
is  equal  to  "1”  or  when  the  MedPAR 
DRC  payment  field,  which  represents 
the  total  payment  for  the  claim,  is  equal 
to  the  MedPAR  “Indirect  Medical 
Education  (IME)”  payment  field, 
indicating  that  the  claim  was  an  “IME 
only”  claim  submitted  by  a  teaching 
hospital  on  behalf  of  a  beneficiary 
enrolled  in  a  Medicare  Advantage 
managed  care  plan.  In  addition,  the 
March  31,  2012  update  of  the  FY  2011 
MedPAR  file  complies  with  version 
5010  of  the  Xl2  HIPAA  Transaction  and 
Code  Set  Standards,  and  includes  a 
variable  called  “claim  type.”  Claim  type 
“60”  indicates  that  the  claim  was  an 
inpatient  claim  paid  as  fee-for-service. 
Claim  types  “61,”  “62,”  “63,”  and  “64” 
relate  to  encounter  claims.  Medicare 
Advantage  IME  claims,  and  HMO  no¬ 
pay  claims.  Therefore,  the  calculation  of 
the  relative  weights  for  FY  2013  also 
excludes  claims  with  claim  type  values 
not  equal  to  “60.”  The  data  exclude 
CAHs,  including  hospitals  that 
subsequently  became  CAHs  after  the 
period  from  which  the  data  were  taken. 
The  second  data  source  used  in  the  cost- 
based  relative  weighting  methodology  is 
the  Medicare  cost  report  data  files  from 
the  HCRIS.  Normally,  we  use  the  HCRIS 
dataset  that  is  3  years  prior  to  the  IPPS 
fiscal  year  (that  is,  for  the  calculation  of 
the  FY  2013  MS-DRC  relative  weights. 


we  use  data  from  the  FY  2010  HCRIS, 
w’hich  are  data  from  cost  reports  that 
began  on  or  after  October  1,  2009  and 
before  October  1,  2010).  However, 

.during  the  development  of  this  final 
rule,  as  was  the  case  with  the  proposed 
rule,  we  have  found  that  those  cost 
reports  in  the  FY  2010  HCRIS  dataset 
with  fiscal  year  begin  dates  that  are  on 
or  after  May  1,  2010.  and  before  October 

1,  2010,  are  not  accessible.  This  is 
because  cost  reports  with  fiscal  year 
begin  dates  of  May  1,  2010,  through 
September  30.  2010,  w'ere  filed  on  the 
new  cost  report  Form  2552-10,  and  cost 
reports  filed  on  Form  2552-10  are  not 
currently  accessible  in  the  HCRIS. 
How'ever,  because  data  from  cost  reports 
filed  on  Form  2552-10  are  not  currently 
available,  to  ensure  that  the  FY  2013 
MS-DRC  relative  weights  are  calculated 
with  a  dataset  that  is  as  comprehensive 
and  accurate  as  possible,  as  we 
proposed,  w'e  are  calculating  the  final 
FY'  2013  MS-DRC  relative  w'eights  with 
data  from  FY  2010  cost  reports  for 
providers  w’ith  fiscal  year  begin  dates  of 
on  or  after  October  1,  2009  and  before 
May  1,  2010.  and  backfilling  with  data 
from  FY  2009  cost  reports  for  those 
providers  that  have  fiscal  year  begin 
dates  on  or  after  May  1,  2010  through 
September  30,  2010.  We  used  cost 
report  data  from  the  March  31,  2012 
update  of  the  HCRIS  for  FY  2009  and  FY 
2010  in  calculating  the  FY  2013  cost- 
based  relative  weights. 

2.  Methodology  for  Calculation  of  the 
Relative  Weights 

The  methodology  we  used  to  calculate 
the  FY  2013  MS-DRC  cost-based 
relative  weights  based  on  claims  data  in 
the  FY  2011  MedPAR  file  and  data  from 
the  FY  2009  and  FY  2010  Medicare  cost 
reports  is  as  follows: 

•  To  the  extent  possible,  all  the 
claims  were  regrouped  using  the 
proposed  FY  2013  MS-DRC 
classifications  discussed  in  sections  II. B. 
and  C.  of  the  preamble  of  this  final  rule. 

•  The  transplant  cases  that  were  used 
to  establish  the  relative  weights  for  heart 
and  heart-lung,  liver  and/or  intestinal, 
and  lung  transplants  (MS-DRCs  001, 
002,  005,  006,  and  007,  respectively) 
were  limited  to  those  Medicare- 
approved  transplant  centers  that  have 
cases  in  the  FY  2010  MedPAR  file. 
(Medicare  coverage  for  heart,  heart-lung, 
liver  and/or  intestinal,  and  lung 
transplants  is  limited  to  those  facilities 
that  have  received  approval  from  CMS 
as  transplant  centers.) 

•  Organ  acquisition  costs  for  kidney, 
heart,  heart-lung,  liver,  lung,  pancreas, 
and  intestinal  (or  multivisceral  organs) 
transplants  continue  to  be  paid  on  a 
reasonable  cost  basis.  Because  these 


acquisition  costs  are  paid  separately 
from  the  prospective  payment  rate,  it  is 
necessary  to  subtract  the  acquisition 
charges  from  the  total  charges  on  each 
transplant  bill  that  showed  acquisition 
charges  before  computing  the  average 
cost  for  each  MS-DRC  and  before 
eliminating  statistical  outliers. 

•  Claims  with  total  charges  or  total 
lengths  of  stay  less  than  or  equal  to  zero 
were  deleted.  Claims  that  had  an 
amount  in  the  total  charge  field  that 
differed  by  more  than  $10.00  from  the 
sum  of  the  routine  day  charges, 
intensive  care  charges,  pharmacy 
charges,  special  equipment  charges, 
therapy  Services  charges,  operating 
room  charges,  cardiology  charges, 
laboratory  charges,  radiology  charges, 
other  service  charges,  labor  and  delivery 
charges,  inhalation  therapy  charges, 
emergency  room  charges,  blood  charges, 
and  anesthesia  charges  were  also 
deleted. 

•  At  least  96.2  percent  of  the 
providers  in  the  MedPAR  file  had 
charges  for  10  of  the  15  cost  centers. 
Claims  for  providers  that  did  not  have 
charges  greater  than  zero  for  at  least  10 
of  the  15  cost  centers  were  deleted. 

•  Statistical  outliers  were  eliminated 
by  removing  all  cases  that  were  beyond 
3.0  standard  deviations  from  the 
geometric  mean  of  the  log  distribution 
of  both  the  total  charges  per  case  and 
the  total  charges  per  day  for  each  MS- 
DRC. 

•  Effective  October  1,  2008,  because 
hospital  inpatient  claims  include  a  POA 
indicator  field  for  each  diagnosis 
present  on  the  claim,  only  for  purposes 
of  relative  weight-setting,  the  POA 
indicator  field  was  reset  to  “Y”  for 
“Yes”  for  all  claims  that  otherwise  have 
an  “N”  (No)  or  a  “U”  (documentation 
insufficient  to  determine  if  the 
condition  was  present  at  the  time  of 
inpatient  admission)  in  the  POA  field. 

Under  current  payment  policy,  the 
presence  of  specific  HAC  codes,  as 
indicated  by  the  POA  field  values,  can 
generate  a  lower  payment  for  the  claim. 
Specifically,  if  the  particular  condition 
is  present  on  admission  (that  is,  a  “Y” 
indicator  is  associated  with  the 
diagnosis  on  the  claim),  it  is  not  a  HAC, 
and  the  hospital  is  paid  for  the  higher 
severity  (and,  therefore,  the  higher 
weighted  MS-DRC).  If  the  particular 
condition  is  not  present  on  admission 
(that  is,  an  “N”  indicator  is  associated 
with  the  diagnosis  on  the  claim)  and 
there  are  no  other  complicating 
conditions,  the  DRC  CROUPER  assigns 
the  claim  to  a  lower  severity  (and, 
therefore,  the  lower  weighted  MS-DRC) 
as  a  penalty  for  allowing  a  Medicare 
inpatient  to  contract  a  HAC.  While  the 
POA  reporting  meets  policy  goals  of 
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encouraging  quality  care  and  generates 
program  savings,  it  presents  an  issue  for 
the  relative  weight-setting  process. 
Because  cases  identified  as  HACs  are 
likely  to  be  more  complex  than  similar 
cases  that  are  not  identified  as  HACs, 
the  charges  associated  with  HAC  cases 
are  likely  to  be  higher  as  well.  Thus,  if 
the  higher  charges  of  these  HAC  claims 
are  grouped  into  lower  severity  MS- 
DRGs  prior  to  the  relative  weight-setting 
process,  the  relative  weights  of  these 
particular  MS-DRGs  would  become 
artificially  inflated,  potentially  skewing 
the  relative  weights.  In  addition,  we 
want  to  protect  the  integrity  of  the 
budget  neutrality  process  by  ensuring 
that,  in  estimating  payments,  no 
increase  to  the  standardized  amount 
occurs  as  a  result  of  lower  overall 
payments  in  a  previous  year  that  stem 
from  using  weights  and  case-mix  that 
are  based  on  lower  severity  MS-DRG 


assignments.  If  this  would  occur,  the 
anticipated  cost  savings  from  the  HAC 
policy  would  be  lost. 

To  avoid  these  problems,  we  reset  the 
POA  indicator  field  to  “Y”  only  for 
relative  weight-setting  purposes  for  all 
claims  that  otherwise  have  an  “N”  or  a 
“U”  in  the  POA  field.  This  resetting 
“forced”  the  more  costly  HAC  claims 
into  the  higher  severity  MS-DRGs  as 
appropriate,  and  the  relative  weights 
calculated  for  each  MS-DRG  more 
closely  reflect  the  true  costs  of  those 
cases. 

Once  the  MedPAR  data  were  trimmed 
and  the  statistical  outliers  were 
removed,  the  charges  for  each  of  the  15 
cost  groups  for  each  claim  were 
standardized  to  remove  the  effects  of 
differences  in  area  wage  levels,  IME  and 
DSH  payments,  and  for  hospitals  in 
Alaska  and  Hawaii,  the  applicable  cost- 
of-living  adjustment.  Because  hospital 


charges  include  charges  for  both 
operating  and  capital  costs,  we 
standardized  total  charges  to  remove  the 
effects  of  differences  in  geographic 
adjustment  factors,  cost-of-living 
adjustments,  and  DSH  payments  under 
the  capital  IPPS  as  well.  Charges  were 
then  summed  by  MS-DRG  for  each  of 
the  15  cost  groups  so  that  each  MS-DRG 
had  15  standardized  charge  totals.  These 
charges  were  then  adjusted  to  cost  by 
applying  the  national  average  CCRs 
developed  from  the  FY  2009  and  FY 
2010  cost  report  data. 

The  15  cost  centers  that  we  used  in 
the  relative  weight  calculation  are 
shown  in  the  following  table.  The  table 
shows  the  lines  on  the  cost  report  and 
the  corresponding  revenue  codes  that 
we  used  to  create  the  15  national  cost 
center  CCRs. 

BILLING  CODE  41 20-01 -P 
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021X _ [  )  Unit  I  C  1  C5  27  |  C  1  C6  27  |  27 _ Ic  1  C5  32  |  C  1  C6  32 


Cost  from  Charges  Medicare  Charges  from  Medicare 

HCRIS  from  HCRIS  Charges  from  Cost  from  HCRIS  Charges  from 

(Worksheet  (Worksheet  HCRIS  HCRIS  (Worksheet  C,  HCRIS 

C,  Parti,  C,  Parti,  (Worksheet  (Worksheet  C,  Parti,  (Worksheet 
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Cost  from  Charges  Medicare  Charges  from  Medicare 

HCRIS  from  HCRIS  Charges  from  Cost  from  HCRIS  Charges  from 

(Worksheet  (Worksheet  HCRIS  HCRIS  (Worksheet  C,  HCRIS 

||  C,  Parti,  C,  Parti,  (Worksheet  (Worksheet  C,  Parti,  (Worksheet 

Revenue  Colunm  5  Column  6&  7  D-4,  Column  Parti,  Column  6&  7  D-3,  Column 
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Cost  from  T  Charges  I  Medicare  [  Charges  from  1  Medicare 


Cost  from  Charges  Medicare  Charges  from  Medicare 

HCRIS  from  HCRIS  Charges  from  Cost  from  HCRIS  Charges  from 

(Worksheet  (Worksheet  HCRIS  HCRIS  (Worksheet  C,  HCRIS 

C,  Parti,  C,  Part  1,  (Worksheet  (Worksheet  C,  Parti,  (Worksheet 


53334 


Cost  from  Charges  Medicare  Charges  from  Medicare 

HCRIS  from  HCRIS  Charges  from  Cost  from  HCRIS  Charges  from 

(Worksheet  (Worksheet  HCRIS  HCRIS  (Worksheet  C,  HCRIS 


Cost  from  Charges  Medicare  Charges  from  Medicare 

HCRIS  from  HCRIS  Charges  from  Cost  from  HCRIS  Charges  from 

(Worksheet  (Worksheet  HCRIS  HCRIS  (Worksheet  C,  HCRIS 

C,  Parti,  C,  Parti,  (Worksheet  (Worksheet  C,  Parti,  (Worksheet 


Cost  from  Charges  Medicare  Charges  from  Medicare 

HCRIS  from  HCRIS  Charges  from  Cost  from  HCRIS  Charges  from 

(Worksheet  (Worksheet  HCRIS  HCRIS  (Worksheet  C,  HCRIS 

C,  Parti,  C,  Part  1,  (Worksheet  (Worksheet  C,  Parti,  (Worksheet 
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3.  Development  of  National  Average 
CCRs 

We  developed  the  national  average 
CCRs  as  follows; 

Using  the  FY  2009  and  FY  2010  cost 
report  data,  we  removed  CAHs,  Indian 
Health  Service  hospitals,  all-inclusive 
rate  hospitals,  and  cost  reports  that 
represented  time  periods  of  less  than  1 
year  (365  days).  VVe  included  hospitals 
located  in  Maryland  because  we  include 
their  charges  in  our  claims  database.  We 
then  created  CCRs  for  each  provider  for 
each  cost  center  (see  prior  table  for  line 
items  used  in  the  calculations)  and 
removed  any  CCRs  that  were  greater 
than  10  or  less  than  0.01.  We 
normalized  the  departmental  CCRs  by 
dividing  the  CCR  for  each  department 
by  the  total  CCR  for  the  hospital  for  the 
purpose  of  trimming  the  data.  We  then 
took  the  logs  of  the  normalized  cost 
center  CCRs  and  removed  any  cost 
center  CCRs  where  the  log  of  the  cost 
center  CCR  was  greater  or  less  than  the 
mean  log  plus/minus  3  times  the 
standard  deviation  for  the  log  of  that 
cost  center  CCR.  Once  the  cost  report 
data  were  trimmed,  we  calculated  a 
Medicare-specific  CCR.  The  Medicare- 
specific  CCR  was  determined  by  taking 
the  Medicare  charges  for  each  line  item 
from  Worksheet  D-4  and  deriving  the 
Medicare-specific  costs  by  applying  the 
hospital-specific  departmental  CCRs  to 
the  Medicare-specific  charges  for  each 
line  item  from  Worksheet  D-4.  Once 
each  hospital’s  Medicare-specific  costs 
were  established,  we  summed  the  total 
Medicare-specific  costs  and  divided  by 
the  sum  of  the  total  Medicare-specific 
charges  to  produce  national  average, 
charge-weighted  CCRs. 

After  we  multiplied  the  total  charges 
for  each  MS-DRG  in  each  of  the  15  cost 
centers  by  the  corresponding  national 
average  CCR,  we  summed  the  15  “costs” 
across  each  MS-DRG  to  produce  a  total 
standardized  cost  for  the  MS-DRG.  The 


average  standardized  cost  for  each  MS- 
DRG  w'as  then  computed  as  the  total 
standardized  cost  for  the  MS-DRG 
divided  by  the  transfer-adjusted  case 
count  for  the  MS-DRG.  The  average  cost 
for  each  MS-DRG  was  then  divided  by 
the  national  average  standardized  cost 
per  case  to  determine  the  relative 
weight. 

The  FY  2013  cost-based  relative 
weights  were  then  normalized  by  an 
adjustment  factor  of  1.5916044904  so 
that  the  average  case  weight  after 
recalibration  was  equal  to  the  average 
case  weight  before  recalibration.  The 
normalization  adjustment  is  intended  to 
ensure  that  recalibration  by  itself 
neither  increases  nor  decreases  total 
payments  under  the  IPPS,  as  required  by 
section  1886(d)(4)(C)(iii)  of  the  Act. 

The  15  national  average  CCRs  for  FY 
2013  are  as  follows: 


Group 

CCR 

Routine  Days  . ; . 

0.514 

Intensive  Days . 

0.442 

Drugs  . 

0.199 

Supplies  &  Equipment  . 

0.335 

Therapy  Sen/ices . 

0.370 

Laboratory . 

0.143 

Operating  Room  . 

0.238 

Cardiology . 

0.145 

Radiology . 

0.136 

Emergency  Room . 

0.226 

Blood  and  Blood  Products  .... 

0.389 

Other  Services . 

0.397 

Labor  &  Delivery . 

0.450 

Inhalation  Therapy . 

0.189 

Anesthesia  . 

0.109 

Since  FY  2009,  the  relative  weights 
have  been  based  on  100  percent  cost 
weights  based  on  our  MS-DRG  grouping 
system. 

When  we  recalibrated  the  DRG 
weights  for  previous  years,  we  set  a 
threshold  of  10  cases  as  the  minimum 
number  of  cases  required  to  compute  a 
reasonable  weight.  In  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  27930), 
we  proposed  to  use  that  same  case 


threshold  in  recalibrating  the  MS-DRG 
weights  for  FY  2013.  Using  data  from 
the  FY  2011  MedPAR  file,  there  were  8 
MS-DRGs  that  contain  fewer  than  10 
cases.  Under  the  MS-DRGs,  we  have 
fewer  low-volume  DRGs  than  under  the 
CMS  DRGs  because  we  no  longer  have 
separate  DRGs  for  patients  aged  0  to  17  ■ 
years.  With  the  exception  of  newborns, 
we  previously  separated  some  DRGs 
based  on  whether  the  patient  was  age  0 
to  17  years  or  age  17  years  and  older. 
Other  than  the  age  split,  cases  grouping 
to  these  DRGs  are  identical.  The  DRGs 
for  patients  aged  0  to  17  years  generally 
have  very  low  volumes  because  children 
are  typically  ineligible  for  Medicare.  In 
the  past,  w'e  have  found  that  the  low 
volume  of  cases  for  the  pediatric  DRGs 
could  lead  to  significant  year-to-year 
instability  in  their  relative  weights. 
Although  we  have  always  encouraged 
non-Medicare  payers  to  develop  weights 
applicable  to  their  own  patient 
populations,  w^e  have  received  frequent 
complaints  from  providers  about  the  use 
of  the  Medicare  relative  weights  in  the 
pediatric  population.  We  believe  that 
eliminating  this  age  split  in  the  MS- 
DRGs  will  provide  more  stable  payment 
for  pediatric  cases  by  determining  their 
payment  using  adult  cases  that  are 
much  higher  in  total  volume.  Newborns 
are  unique  and  require  separate  MS- 
DRGs  that  are  not  mirrored  in  the  adult 
population.  Therefore,  it  remains 
necessary  to  retain  separate  MS-DRGs 
for  newborns.  All  of  the  low-volume 
MS-DRGs  listed  below  are  for 
newborns.  In  FY  2013,  because  we  do 
not  have  sufficient  MedPAR  data  to  set 
accurate  and  stable  cost  weights  for 
these  low-volume  MS-DRGs,  we 
proposed  to  compute  weights  for  the 
low-volume  MS-DRGs  by  adjusting 
their  FY  2012  weights  by  the  percentage 
change  in  the  average  weight  of  the 
cases  in  other  MS-DRGs.  The  crosswalk 
table  is  shown  below: 


Low-Volume  MS-DRG 

MS-DRG  Title 

Crosswalk  to  MS-DRG 

768  . 

Vaginal  Delivery  with  O.R.  Procedure  ] 
Except  Sterilization  and/or  D&C. 

FY  2012  FR  weight  (adjusted  by  percent  change  in  average  weight  of  the 
cases  in  other  MS-DRGs). 

789  .  : 

Neonates,  Died  or  Transferred  to  An¬ 
other  Acute  Care  Facility. 

FY  2012  FR  weight  (adjusted  by  percent  change  in  average  weight  of  the 
cases  in  other  MS-DRGs). 

790  . ! 

Extreme  Immaturity  or  Respiratory 
Distress  Syndrome,  Neonate. 

FY  2012  FR  weight  (adjusted  by  percent  change  in  average  weight  of  the 
cases  in  other  MS-DRGs). 

791  . 

Prematurity  with  Major  Problems  . 

FY  2012  FR  weight  (adjusted  by  percent  change  in  average  yveight  of  the 
cases  in  other  MS-DRGs). 

792  . 

i  Prematurity  without  Major  Problems  ... 

FY  2012  FR  weight  (adjusted  by  percent  change  in  average  weight  of  the 
!  cases  in  other  MS-DRGs). 

793  . 

1  Full-Term  Neonate  with  Major  Prob¬ 
lems. 

1  FY  2012  FR  weight  (adjusted  by  percent  change  in  average  weight  of  the 
cases  in  other  MS-DRGs). 

794  . 

1  Neonate  with  Other  Significant  Prob- 
{  lems. 

1  FY  201 2  FR  weight  (adjusted  by  percent  change  in  average  weight  of  the 
j  cases  in  other  MS-DRGs). 

795  . 

Normal  Newborn  . 

1  FY  2012  FR  weight  (adjusted  by  percent  change  in  average  weight  of  the 
cases  in  other  MS-DRGs). 
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We  did  not  receive  any  public 
comments  on  this  section.  In  this  final 
rule,  we  are  adopting  the  national 
average  CCRs  as  proposed  without 
modification,  with  the  MS-DRG  weights 
recalibrated  based  on  these  CCRs. 

4.  Bundled  Payments  for  Care 
Improvement  (BPCI)  Initiative 

a.  Background 

Section  3021  of  the  Affordable  Care 
Act,  codified  at  section  1115  A  of  the 
Act,  authorizes  CMS  to  test  innovative 
payment  and  service  delivery  models 
with  the  goal  of  reducing  Medicare 
program  expenditures  while  preserving 
or  enhancing  the  quality  of  care 
furnished  to  individuals.  Because 
initiatives  established  under  this 
authority  could  result  in  IPPS  hospitals 
receiving  a  payment  different  than  what 
they  otherwise  would  receive  under  the 
IPPS,  we  believe  it  is  important  to 
identify  how  these  initiatives  are 
addressed  in  the  context  of  MS-DRC 
recalibration  and  ratesetting,  budget 
neutrality,  and  the  impact  analysis  in 
the  Addendum  of  this  final  rule,  as  we 
did  in  the  proposed  rule. 

Under  the  Bundled  Payments  for  Care 
Improvement  (BPCI)  initiative,  CMS 
would  link  payments  for  multiple 
services  that  patients  receive  during  an 
episode  of  care.  CMS  is  working  in 
partnership  with  providers  to  develop 
and  test  models  of  bundling  payments 
through  the  BPCI  initiative.  On  August 
23,  2011,  CMS  invited  providers  to 
apply  to  help  develop  and  test  four 
different  models  of  bundling  payments. 
For  additional  information,  we  refer 
readers  to  the  CMS  Web  site  at:  http:// 
w'ww.innovations.cms.gov/initiatives/ 
Bundled-Payments/index.html.  We  are 
providing  below  a  brief  overview  of 
payments  under  each  model.  However, 
the  BPCI  initiative  Request  for 
Application  and  related  information  on 
the  CMS  Web  site  at  http:// 
mvw. innovations. cms.gov /initiatives/ 
Bundled-Payments/index.html/  provide 
more  details  of  this  initiative. 

As  described  below  and  also  in  the 
Addendum  to  the  proposed  rule  and 
this  final  rule,  we  generally  proposed  to 
include,  and  for  this  final  rule  are 
including,  data  from  hospitals 
participating  in  the  BPCI  initiative  and 
to  treat  these  hospitals  without  regard  to 
their  participation  in  the  BPCI  initiative 
for  the  purposes  of  IPPS  ratesetting. 

We  did  not  receive  any  public 
comments  about  our  proposals. 
Therefore,  as  discussed  in  greater  detail 
below,  we  are  finalizing  the  treatment  of 
hospitals  participating  in  the  BPCI 
initiative  as  proposed.  For  hospitals 
participating  in  Models  1,  2,  and  4,  we 


are  finalizing  treating  these  hospitals  the 
same  as  prior  fiscal  years  for  purposes 
of  the  FY  2013  (and  subsequent  years) 
IPPS  payment  modeling  and  ratesetting 
process  without  regard  to  a  hospital’s 
participation  within  these  bundled 
payment  models  (that  is,  as  if  they  are 
not  participating  in  those  models  under 
the  BPCI  initiative). 

Model  1 

In  Model  1,  the  episode  of  care  is 
defined  as  the  inpatient  hospital 
services  for  the  acute  care  hospital  stay 
only.  Applicants  for  this  model  were 
asked  to  propose  discount  percentages 
for  various  periods  of  the  3-year 
program,  which  would  be  applied  to  the 
IPPS  operating  MS-DRC  payment  for 
each  participating  hospital’s  MS-DRCs 
over  the  lifetime  of  the  initiative.  That 
is,  for  hospitals  participating  in  Model 
1,  Medicare  would  continue  to  pay 
participating  acute  care  hospitals  under 
the  IPPS.  However,  these  payments  to 
participating  acute  care  hospitals  would 
be  at  a  reduced  payment  amount  that 
reflects  the  applicable  discount 
percentage  for  cases  in  all  MS-DRCs  for 
the  specific  period  of  the  program.  We 
note  that  an  adjustment  would  be  made 
such  that  payments  for  IMF,  DSH,  and 
outliers  would  be  calculated  based  on 
the  nondiscounted  MS-DRC  operating 
IPPS  payment  amount  and  then  paid,  if 
applicable,  in  addition  to  the 
discounted  MS-DRC  operating  IPPS 
payment.  The  minimum  discount 
percentage  that  awardees  are  expected, 
to  offer  would  be  phased  in  over  time, 
with  the  discount  percentage  updated  as 
frequently  as  every  6  months. 

Model  2 

In  Model  2,  the  episode  of  care  is 
defined  as  the  inpatient  acute  care 
hospital  stay  for  specific  clinical 
conditions  and  a  specified  period  of 
time  following  discharge  (with  a 
minimum  episode  length  of  at  least  30 
days  following  hospital  discharge).  The 
payment  bundle  for  Model  2  would 
encompass  all  Medicare  Part  A 
payments  for  designated  MS-DRCs,  Part 
B  professional  services  paid  under  the 
Medicare  Physician  Fee  Schedule 
(MPFS)  during  the  hospital  stay,  and 
related  professional  services  furnished 
after  discharge  during  the  episode, 
“related  readmissions’’  (as  defined 
under  the  BPCI  initiative),  care  by  a 
postacute  care  provider  such  as  an 
HHA,  IRF,  SNF,  LTCH,  and  other 
related  services  furnished  during  the 
episode  (that  is,  all  Medicare  Part  A  and 
Part  B  with  the  exception  of  hospice 
care).  Applicants,  which  may  be  a 
Medicare  supplier  or  provider,  groups  of 
such  entities,  or  other  organizations  that 


bring  together  providers  and  suppliers 
to  test  the  model,  were  asked  to  propose 
specific  MS-DRC(s)  for  the  clinical 
condition(s)  to  be  tested  in  Model  2. 
Furthermore,  the  applicants  were  asked 
to  propose  the  target  price  on  an  MS- 
DRC  basis  for  the  episode  that  includes 
a  single  rate  of  discount  off  of  the 
expected  Medicare  payment  (including 
hospital,  postacute  care.  Medicare  Part 
B  professional  services,  and  other 
services,  as  applicable)  for  all  Model  2 
beneficiaries  discharged  from  the 
inpatient  hospital  stay  with  the 
specified  MS-DRC(s).  We  note  that, 
when  proposing  the  target  price, 
applicants  were  instructed  to  include 
IPPS  outlier  payments  in  their 
calculation;  Imwever,  IPPS  IMF  and 
DSH  payments  should  be  excluded  from 
the  target  price.  In  Model  2,  payments 
would  be  made  at  the  usual  fee-for- 
service  payment  rates  to  the 
participating  providers  through  the 
regular  claims  processing  system,  after 
which  the  aggregate  Medicare  payment 
for  the  episode  would  be  reconciled 
against  the  target  price.  If  aggregate 
Medicare  expenditures  are  less  than  the 
target  price,  the  awardee  would  be  paid 
the  difference  as  a  reconciliation 
payment.  Conversely,  if  aggregate 
Medicare  expenditures  exceed  the  target 
price,  CMS  would  recoup  that  amount 
from  the  awardee. 

Model  3 

In  Model  3,  the  episode  of  care  begins 
at  initiation  of  postacute  services  at  one 
of  four  postacute  care  providers  (HHAs, 
IRFs,  SNFs,  and  LTCHs)  within  30  days 
after  discharge  from  any  acute  care 
hospital  for  specific  clinical  conditions. 
As  with  the  other  three  models, 
applicants  may  be  one  or  more  Medicare 
providers  or  supplier  or  other 
organization(s)  bringing  those  entities 
together  to  test  the  model.  Applicants 
were  asked  to  propose  an  episode  length 
that  would  extend  to  at  least  30  days 
following  initiation  of  care  at  an  HHA, 
IRF,  SNF,  or  LTCH.  The  payment 
bundle  for  Model  3  would  encompass 
care  by  a  postacute  care  provider,  and 
other  related  services  furnished  during 
the  episode,  including  Medicare  Part  B 
professional  services  paid  under  the 
MPFS,  and  inpatient  hospital 
readmissions  (as  defined  under  the  BPCI 
initiative).  In  contrast  to  Model  2,  the 
payment  bundle  for  Model  3  does  not 
include  services  provided  in  the  initial 
acute  care  hospital  stay.  We  note  that, 
while  the  episode  is  initiated  at  one  of 
the  four  postacute  care  providers  rather 
than  at  an  acute  care  hospital, 
applicants  were  asked  to  specify  the 
clinical  condition(s)  to  be  tested  in 
Model  3  by  proposing  relevant  MS- 
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DRG(s).  Therefore,  applicable  to  all 
Model  3  beneficiaries  discharged  from 
any  inpatient  acute  care  hospital  stay 
with  the  specified  MS-DRG(s), 
applicants  were  to  propose  a  target  price 
on  an  MS-DRG  basis  for  the  episode 
that  includes  a  single  rate  of  discount 
off  of  the  expected  Medicare  payment, 
which  includes  care  by  a  postacute  care 
provider,  related  Medicare  Part  B 
professional  services  paid  under  the 
MPFS,  inpatient  hospital  readmissions, 
and  other  related  services  furnished 
during  the  episode.  In  Model  3, 
payments  would  be  made  at  the  usual 
fee-for-service  payment  rates  to  the 
participating  providers  through  the 
regular  claims  processing  process,  after 
which  the  aggregate  Medicare  payment 
for  the  episode  would  be  reconciled 
against  the  target  price.  Like  Model  2,  if 
aggregate  Medicare  expenditures  are 
less  than  the  target  price,  the  awardee 
would  be  paid  the  difference  as  a 
reconciliation  payment.  Conversely,  if 
aggregate  Medicare  expenditures  exceed 
the  target  price,  CMS  would  recoup  that 
amount  from  the  awardee.  VVe  note  that 
Model  3  does  address  payment  for 
related  hospital  readmissions. 

Model  4 

In  Model  4,  the  episode  of  care  is 
defined  as  the  acute  care  hospital  stay 
and  includes  all  “related  readmissions” 
(as  defined  under  the  BPCI  initiative). 
The  payment  bundle  for  Model  4  would 
encompass  Medicare  inpatient  hospital 
services.  Medicare  Part  B  professional 
services  paid  under  the  MPFS  furnished 
during  the  initial  hospitalization,  as 
well  as  hospital  services  and  Medicare 
Part  B  professional  services  during  any 
related  readmissions.  Applicants  were 
asked  to  propose  specific  MS-DRG(s) 
for  the  clinical  condition(s)  to  be  tested 
in  Model  4.  Applicants  for  this  model 
were  asked  to  propose  a  target  price  for 
the  episode  that  includes  a  single  rate  of 
discount  off  of  expected  Medicare 
payment  (including  both  Medicare  Part 
A  hospital  services  and  Part  B 
professional  services)  for  all 
beneficiaries  discharged  from  the 
inpatient  hospital  stay  with  the 
specified  MS-DRG(s). 

In  contrast  to  Models  2  and  3,  where 
usual  Medicare  fee-for-service  payments 
are  made  to  all  providers  and 
reconciliation  of  Medicare  spending 
against  the  target  price  for  the  episode 
is  conducted  retrospectively,  under 
Model  4,  hospitals  would  receive  a 
prospectively  established  bundled 
payment  for  specified  MS-DRGs.  This 
payment  would  include  both  the  MS- 
DRG  payment  for  the  hospital  and  a 
fixed  payment  amount  for  the  Medicare 
Part  B  professional  services  anticipated 


to  be  furnished  during  the  episode.  That 
is,  separate  payment  for  providers’ 
professional  services  furnished  during 
the  inpatient  hospital  stay  would  not  be 
made.  Participating  Model  4  hospitals 
receiving  payment  would  take 
responsibility  for  distributing  payment 
to  providers  that  would  otherwise  be 
paid  separately.  VVe  note  that  IPPS  IME 
and  DSH  payments  to  Model  4  hospitals 
would  be  calculated  based  on  the 
nondiscounted  base  MS-DRG  operating 
IPPS  payment  that  would  have  been 
made  in  the  absence  of  the  model.  Other 
applicable  payment  adjustors  would 
also  be  calculated  based  on  the  base 
MS-DRG  operating  IPPS  pavnnent 
amount  that  would  otherwise  have 
applied  to  the  case,  as  opposed  to  the 
prospectively  established  amount  paid 
through  this  initiative,  which  would  be 
higher  as  it  includes  payment  for  Part  B 
services  as  well  as  the  base  MS-DRG 
payment.  Under  Model  4,  no  separate 
IPPS  outlier  payments  would  be  made. 

b.  Treatment  of  Data  From  Hospitals 
Participating  in  the  BPCI  Initiative 

As  discussed  above,  acute  care 
hospitals  had  the  opportunity  to  apply 
and  participate  in  the  BPCI  payment 
models  described  above.  As  we 
discussed  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  27932),  for 
Model  1  and  Model  2,  participating 
acute  care  hospitals  would  continue  to 
receive  an  IPPS  payment  under  section 
1886(d)  of  the  Act  (subject  to  a 
pnedetermined  discount  for  hospitals 
participating  in  Model  1).  For  Model  2, 
participating  hospitals  may  also  receive 
a  reconciliation  payment  under  the 
BPCI  initiative  (based  on  their 
predetermined  target  price).  Under 
Model  3,  services  provided  in  the  initial 
acute  care  hospital  stay  are  not 
included:  however,  the  model  does 
address  payment  for  possible  hospital 
readmissions.  Under  Model  1,  hospitals 
participate  for  all  MS-DRGs,  while, 
under  Model  2,  hospitals  participate  for 
only  pre-selected  MS-DRGs.  We  believe 
it  is  appropriate  to  include  all 
applicable  data  from  these  subsection(d) 
hospitals  in  our  IPPS  payment  modeling 
and  ratesetting  calculations  because 
these  hospitals  are  still  receiving  IPPS 
payments  under  section  1886(d)  of  the 
Act  (in  addition  to,  with  respect  to 
Model  2  hospitals,  any  reconciliatiop 
payment  the  hospital  may  receive  under 
the  BPCI  initiative).  Moreover,  even  if 
these  hospitals  were  not  receiving  IPPS 
payments  under  section  1886(d)  of  the 
Act  (and  were  participating  in  Models  1 
and  2),  the  Secretary  has  the  authority 
to  make  appropriate  adjustments  for 
payment  amounts  under  section 
1886(d)(5)(I)(i)  of  the  Act  to  include  all 


applicable  data  from  these  subsection(d) 
hospitals  in  our  IPPS  ratesetting 
calculations.  VVe  believe  it  is 
appropriate  to  use  the  Secretary’s 
authority  under  section  1886(d)(5)(I)(i) 
of  the  Act  to  include  all  IPPS,  short¬ 
term,  acute  care  hospitals  within  the 
IPPS  ratesetting  calculations  because 
excluding  these  hospitals  would 
diminish  the  number  of  providers  used 
to  determine  the  IPPS  rates,  which 
could  cause  fluctuations  in  the  IPPS 
rates  and  could  produce  instability  to 
the  IPPS  rates.  Therefore,  because  we 
believe  it  is  appropriate  to  include  all 
claims  from  hospitals  participating 
within  Models  1  and  2  within  the  IPPS 
ratesetting  calculations,  using  the 
Secretary’s  authority  under  section 
1886(d)(5)(I)(i)  of  the  Act,  in  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  27932),  we  proposed  to  include  all 
applicable  data  from  “subsection  (d)” 
hospitals  participating  in  Models  1  and 
2  under  the  BPCI  initiative  in  our  IPPS 
payment  modeling  and  ratesetting 
calculations  (which  includes 
recalibration  of  the  MS-DRG  weights, 
ratesetting,  calculation  of  the  budget 
neutrality  factors,  and  the  impact 
analysis).  In  essence,  we  proposed  to 
continue  to  treat  these  hospitals  the 
same  as  prior  fiscal  years  for  purposes 
of  the  FY  2013  (and  subsequent  years) 
IPPS  payment  modeling  and  ratesetting 
process  without  regard  to  a  hospital’s 
participation  within  these  two  bundled 
payment  models  (that  is,  we  would  treat 
these  hospitals  as  if  they  are  not 
participating  in  Model  1  or  Model  2 
under  the  BPCI  initiative).  We  did  not 
receive  any  public  comments  on  our 
proposal.  'Therefore,  we  are  finalizing 
treating  these  hospitals  the  same  as 
prior  fiscal  years  for  purposes  of  the  FY 
2013  (and  subsequent  years)  IPPS 
payment  modeling  and  ratesetting 
process  without  regard  to  a  hospital’s 
participation  within  these  two  bundled 
payment  models  (that  is,  we  would  treat 
these  hospitals  as  if  they  are  not 
participating  in  Model  1  or  Model  2 
under  the  BPCI  initiative),  as  we 
proposed. 

In  contrast  to  BPCI  Models  1  and  2 
(wherein  participating  IPPS  hospitals 
would  receive  an  IPPS  payment  under 
section  1886(d)  of  the  Act,  and,  in  the 
case  of  Model  2,  may  also  receive  a 
reconciliation  payment  under  the  BPCI 
initiative),  IPPS  hospitals  participating 
in  Model  4  would  receive  a 
predetermined  bundled  payment  for 
Medicare  Part  A  and  Part  B  services  for 
a  pre-specified  MS-DRG  “episode”  (and 
any  “related  readmissions”  as  defined 
under  the  BPCI  initiative).  These 
bundled  payments  are  for  certain  pre- 
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specified  MS-DRG(s)  episodes  (not  all 
cases)  and  would  be  made  in 
accordance  with  the  terms  of  the  model, 
as  authorized  by  section  1115A  of  the 
Act  (these  IPPS  hospitals  would  also 
receive  “regular”  IPPS  payments  under 
section  1886(d)  of  the  Act  for  those  MS- 
DRGs  not  included  in  the  bundling 
model).  Similar  to  Models  1  and  2,  we 
believe  it  is  appropriate  to  keep  all 
applicable  data  from  these  “siibsection 
(d)”  hospitals  in  our  IPPS  payment 
modeling  and  ratesetting  calculations 
because  the  majority  of  Medicare 
payments  these  hospitals  would  receive 
would  be  IPPS  payments  under  section 
1886(d)  of  the  Act  (that  is,  payments  for 
cases  in  MS-DRGs  that  are  not  included 
in  the  bundled  payment  model). 
Moreover,  although  these  hospitals  are 
not  receiving  payments  under  1886(d)  qf 
the  Act  for  the  cases  included  in  the 
prospective  bundled  payment  under 
Model  4,  the  Secretary  has  the  authority 
to  make  appropriate  adjustments  for 
payment  amounts  at  section 
1886(d)(5)(I)(i)  of  the  Act  to  include  all 
applicable  data  from  these  subsection 
(d)  hospitals  in  our  IPPS  ratesetting 
calculations.  We  believe  it  is 
appropriate  to  use  the  Secretary’s 
authority  under  section  1886(d)(5)(I)(i) 
of  the  Act  to  include  all  IPPS,  short¬ 
term,  acute  care  hospitals  and  their 
claims  within  the  IPPS  ratesetting 
calculations  because  excluding  these 
hospitals  would  diminish  the  number  of 
providers  used  to  determine  the  IPPS 
rates,  which  could  cause  fluctuations  in 
the  IPPS  rates  and  could  produce 
instability  to  the  IPPS  rates.  Therefore, 
because  we  believe  it  is  appropriate  to 
include  all  claims  from  hospitals 
participating  within  Models  1  and  2 
within  the  IPPS  ratesetting  calculations 
and  use  the  Secretary’s  authority  under 
section  1886(d)(5)(I)(i)  of  the  Act  to 
include  those  hospitals  and  claims,  we 
also  believe  it  is  appropriate  to  include 
all  applicable  data  from  subsection  (d) 
hospitals  participating  in  Model  4  in  our 
IPPS  payment  modeling  and  ratesetting 
calculations  (which  includes 
recalibration  of  the  MS-DRG  weights, 
ratesetting,  calculation  of  the  budget 
neutrality  factors,  and  the  impact 
analysis)  and  proposed  to  do  so  in  the 
FY  2013  IPPS/LTCH  PPS  proposed  rule 
(77  FR  27932  through  27933).  In 
essence,  we  proposed  to  continue  to 
treat  these  hospitals  the  same  as  prior 
fiscal  years  for  purposes  of  the  FY  2013 
(and  subsequent  years)  IPPS  payment 
modeling  and  ratesetting  process 
without  regard  to  a  hospital’s 
participation  within  this  bundled 
payment  model  (that  is,  we  would  treat 
these  hospitals  as  if  they  are  not 


participating  in  Model  4  under  the  BPCI 
initiative).  We  did  not  receive  any 
public  comments  on  our  proposal. 
Therefore,  we  are  finalizing  treating 
these  hospitals  the  same  as  prior  fiscal 
years  for  purposes  of  the  FY  201-3  (and 
subsequent  years)  IPPS  payment 
modeling  and  ratesetting  process 
without  regard  to  a  hospital’s 
participation  within  these  two  bundled 
payment  models  (that  is,  we  would  treat 
these  hospitals  as  if  they  are  not 
participating  in  Model  4  under  the  BPCI 
initiative),  as  we  proposed. 

We  note  that  Model  3  only  addresses 
payments  for  related  readmissions  and 
postacute  care  services  (rather  than  IPPS 
payments).  Therefore,  we  believed  it 
was  not  necessary  to  propose  to  address 
the  treatment  of  any  data  for 
participating  hospitals  in  Model  3.  We 
continue  to  believe  it  is  not  necessary  to 
address  the  treatment  of  any  data  for 
participating  hospitals  in  Model  3.  We 
did  not  receive  any  public  comments  on 
our  decision  not  to  propose  to  address 
the  treatment  of  any  data  for 
participating  hospitals  in  Model  3. 

Because  we  did  not  receive  any  public 
comments,  we  are  finalizing  the 
treatment  of  hospitals  participating  in 
the  BPCI  initiative  as  proposed.  For 
hospitals  participating  in  Models  1,  2, 
and  4,  we  are  finalizing  treating  these 
hospitals  the  same  as  prior  fiscal  years 
for  purposes  of  the  FY  2013  (and 
subsequent  years)  IPPS  payment 
modeling  and  ratesetting  process 
without  regard  to  a  hospital’s 
participation  within  these  bundled 
payment  models  (that  is,  as  if  they  are 
not  participating  in  those  models  under 
the  BPCI  initiative). 

I.  Add-On  Payments  for  New  Services 
and  Technologies 

1.  Background 

Sections  1886(d)(5)(K)  and  (L)  of  the 
Act  establish  a  process  of  identifying 
and  ensuring  adequate  payment  for  new 
medical  services  and  technologies 
(sometimes  collectively  referred  to  in 
this  section  as  “new  technologies”) 
under  the  IPPS.  Section 
1886(d)(5)(K)(vi)  of  the  Act  specifies 
that  a  medical  service  or  technology  will 
be  considered  new  if  it  meets  criteria 
established  by  the  Secretary  after  notice 
and  opportunity  for  public  comment. 
Section  1886(d)(5)(K)(ii)(I)  of  the  Act 
specifies  that  a  new  medical  service  or 
technology  may  be  considered  for  new 
technology  add-on  payment  if,  “based 
on  the  estimated  costs  incurred  with 
respect  to  discharges  involving  such 
service  or  technology,  the  DRG 
prospective  payment  rate  otherwise 
applicable  to  such  discharges  under  this 


subsection  is  inadequate.”  We  note  that 
beginning  with  discharges  occurring  in 
FY  2008,  CMS  transitioned  from  CMS- 
DRGs  to  MS-DRGs. 

The  regulations  at  42  CFR  412.87 
implement  these  provisions  and  specify 
three  criteria  for  a  new  medical  service 
or  technology  to  receive  the  additional 
payment:  (1)  The  medical  service  or 
technology  must  be  new;  (2)  the  medical 
service  or  technology  must  be  costly 
such  that  the  DRG  rate  otherwise 
applicable  to  discharges  involving  the 
medical  service  or  technology  is 
determined  to  be  inadequate;  and  (3)  the 
service  or  technology  must  demonstrate 
a  substantial  clinical  improvement  over 
existing  services  or  technologies.  The 
regulations  at  42  CFR  412.88  also 
implement  these  provisions  and 
describe  the  additional  payment  for  the 
new  medical  service  or  technology. 
Below,  we  highlight  some  of  the  major 
statutory  and  regulatory  provisions 
relevant  to  the  new  technology  add-on 
payment  criteria,  as  well  as  other 
information.  For  a  complete  discussion 
on  the  new  technology  add-on  payment 
criteria,  we  refer  readers  to  the  FY  2012 
IPPS/LTCH  PPS  final  rule  (76  FR  51572 
through  51574). 

Under  the  first  criterion,  as  reflected 
in  42  CFR  412.87(b)(2),  a  specific 
medical  service  or  technology  will  be 
considered  “new”  for  purposes  of  new 
medical  service  or  technology  add-on 
payments  until  such  time  as  Medicare 
data  are  available  to  fully  reflect  the  cost 
of  the  technology  in  the  MS-DRG 
weights  through  recalibration.  We  note 
that  we  do  not  consider  a  service  or 
technology  to  be  new  if  it  is 
substantially  similar  to  one  or  more 
existing  technologies.  That  is,  even  if  a 
technology  receives  a  new  FDA 
approval,  it  may  not  necessarily  be 
considered  “new”-for  purposes  of  new 
technology  add-on  payments  if  it  is 
“substantially  similar”  to  a  technology 
that  was  approved  by  FDA  and  has  been 
on  the  market  for  more  than  2  to  3  years. 
In  the  FY  2006  IPPS  final  rule  (70  FR 
47351)  and  FY  2010  IPPS/RY  2010 
LTCH  PPS  final  rule  (74  FR  43813  and 
43814),  we  explained  our  policy 
regarding  substantial  similarity  in 
detail. 

Under  the  second  criterion, 

§  412.87(b)(3)  further  provides  that,  to  - 
be  eligible  for  the  add-on  payment  for 
new  medical  services  or  technologies, 
the  MS-DRG  prospective  payment  rate 
otherwise  applicable  to  the  discharge 
involving  the  new  medical  services  or 
technologies  must  be  assessed  for 
adequacy.  Under  the  cost  criterion,  to 
assess  the  adequacy  of  payment  for  a 
new  technology  paid  under  the 
applicable  MS-DRG  prospective 
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payment  rate,  we  evaluate  whether  the 
charges  for  cases  involving  the  new 
technology  exceed  certain  threshold 
amounts.  Table  10  that  was  released 
with  the  FY  2012  IPPS/LTCH  PPS  final 
rule  contains  the  final  thresholds  that 
we  used  to  evaluate  applications  for 
new  technology  add-on  payments  for  FY 
2013  in  this  final  rule.  We  refer  readers 
to  the  Web  site  http://w'\vw.cms.gov/ 
Medicare/Medicare-Fee-for-Senice- 
Payment/AcuteInpatientPPS/FR2012/ 
list.asp^TopOfPage  for  a  complete 
viewing  of  Table  10  from  the  FY  2012 
IPPS/LTCH  PPS  final  rule. 

In  the  September  7,  2001  final  rule 
that  established  the  new  technology 
add-on  payment  regulations  (66  FR 
46917),  we  discussed  the  issue  of 
whether  the  Health  Insurance 
Portability  and  Accountability  Act 
(HIPAA)  Privacy  Rule  at  45  CFR  Parts 
160  and  164  applies  to  claims 
information  that  providers  submit  with 
applications  for  new  technology  add-on 
pavments.  We  refer  readers  to  the  FY 
2012  IPPS/LTCH  PPS  final  rule  (76  FR 
51573)  for  complete  information  on  this 
issue. 

Under  the  third  criterion, 

§  412.87(b)(1)  of  our  existing  regulations 
provides  that  a  new  technology  is  an 
appropriate  candidate  for  an  additional 
payment  when  it  represents  “an 
advance  that  substantially  improves, 
relative  to  technologies  previously 
available,  the  diagnosis  or  treatment  of 
Medicare  beneficiaries.”  For  example,  a 
new  technology  represents  a  substantial 
clinical  improvement  w’hen  it  reduces 
mortality,  decreases  the  number  of 
hospitalizations  or  physician  visits,  or 
reduces  recovery  time  qompared  to  the 
technologies  previously  available.  We 
refer  readers  to  the  September  7,  2001 
final  rule  for  a  complete  discussion  of 
this  criterion  (66  FR  46902). 

The  new  medical  service  or 
technology  add-on  payment  policy 
under  the  IPPS  provides  additional 
payments  for  cases  with  relatively  high 
costs  involving  eligible  new  medical 
services  or  technologies  while 
presetting  some  of  the  incentives 
inherent  under  an  average-based 
prospective  payment  system.  The 
payment  mechanism  is  based  on  the 
cost  to  hospitals  for  the  new  medical 
service  or  technology.  Under  §412.88,  if 
the  costs  of  the  discharge  (determined 
by  applying  cost-to-charge  ratios  (OCRs) 
as  described  in  §  412.84(h))  exceed  the 
full  DRG  payment  (including  payments 
for  IME  and  DSH,  but  excluding  outlier 
payments).  Medicare  will  make  an  add¬ 
on  payment  equal  to  the  lesser  of:  (1)  50 
percent  of  the  estimated  costs  of  the 
new'  technology  (if  the  estimated  costs 
for  the  case  including  the  new' 


technology  exceed  Medicare’s  payment): 
or  (2)  50  percent  of  the  difference 
between  the  full  DRG  payment  and  the 
hospital’s  estimated  cost  for  the  case. 
Unless  the  discharge  qualifies  for  an 
outlier  payment,  the  additional 
Medicare  payment  for  new'  medical 
services  and  technologies  is  limited  to 
the  full  MS-DRG  payment  plus  50 
percent  of  the  estimated  costs  of  the 
new  technology. 

Section  503(d)(2)  of  Public  Law  108- 
173  provides  that  there  shall  be  no 
reduction  or  adjustment  in  aggregate 
payments  under  the  IPPS  due  to  add-on 
payments  for  new  medical  services  and 
technologies.  Therefore,  in  accordance 
with  section  503(d)(2)  of  Public  Law 
108-173,  add-on  payments  for  new 
medical  services  or  technologies  for  FY 
2005  and  later  years  have  not  been 
subjected  to  budget  neutrality. 

In  the  FY  2009  IPPS  final  rule  (73  FR 
48561  through  48563),  we  modified  our 
regulations  at  §412.87  to  codify  our 
longstanding  practice  of  how  CMS 
evaluates  the  eligibility  criteria  for  new' 
medical  service  or  technology  add-on 
payment  applications.  That  is,  we  first 
determine  whether  a  medical  service  or 
technology  meets  the  newness  criterion, 
and  only  if  so,  do  we  then  make  a 
determination  as  to  whether  the 
technology  meets  the  cost  threshold  and 
represents  a  substantial  clinical 
improvement  over  existing  medical 
services  or  technologies.  We  also 
amended  §  412.87(c)  to  specify  that  all 
applicants  for  new  technology  add-on 
payments  must  have  FDA  approval  or 
clearance  for  their  new  medical  service 
or  technology  by  July  1  of  each  year 
prior  to  the  beginning  of  the  fiscal  year 
that  the  application  is  being  considered. 

The  Council  on  Technology  and 
Innovation  (CTI)  at  CMS  oversees  the 
agency’s  cross-cutting  priority  on 
coordinating  coverage,  coding  and 
payment  processes  for  Medicare  with 
respect  to  new  technologies  and 
procedures,  including  new  drug 
therapies,  as  well  as  promoting  the 
exchange  of  information  on  new' 
technologies  between  CMS  and  other 
entities.  The  CTI,  composed  of  senior 
CMS  staff  and  clinicians,  was 
established  under  section  942(a)  of 
Public  Law  108-173.  The  Council  is  co¬ 
chaired  by  the  Director  of  the  Center  of 
Clinical  Standards  and  Quality  (CCSQ) 
and  the  Director  of  the  Center  for 
Medicare  (CM),  who  is  also  designated 
as  the  CTI’s  Executive  Coordinator. 

The  specific  processes  for  coverage, 
coding,  and  payment  are  implemented 
by  CM,  CCSQ,  and  the  local  claims- 
payment  contractors  (in  the  case  of  local 
coverage  and  payment  decisions).  The 
CTI  supplements,  rather  than  replaces, 


these  processes  by  working  to  assure 
that  all  of  these  activities  reflect  the 
agency-wide  priority  to  promote  high- 
quality,  innovative  care.  At  the  same 
time,  the  CTI  also  works  to  streamline, 
accelerate,  and  improve  coordination  of 
these  processes  to  ensure  that  they 
remain  up  to  date  as  new  issues  arise. 

To  achieve  its  goals,  the  CTI  works  to 
streamline  and  create  a  more 
transparent  coding  and  payment 
process,  improve  the  quality  of  medical 
decisions,  and  speed  patient  access  to 
effective  new  treatments.  It  is  also 
dedicated  to  supporting  better  decisions 
by  patients  and  doctors  in  using 
Medicare-covered  services  through  the 
promotion  of  better  evidence 
development,  which  is  critical  for 
improving  the  quality  of  care  for 
Medicare  beneficiaries. 

To  improve  the  understanding  of 
CMS’  processes  for  coverage,  coding, ' 
and  payment  and  how  to  access  them, 
the  CTI  has  developed  an  “Innovator’s 
Guide”  to  these  processes.  The  intent  is 
to  consolidate  this  information,  much  of 
which  is  already  available  in  a  variety 
of  CMS  documents  and  in  various 
places  on  the  CMS  Web  site,  in  a  user- 
friendly  format.  This  guide  was 
published  in  August  2008  and  is 
available  on  the  CMS  Web  site  at:  http:// 
rnyw. cms.gov/CouncilonTechlnnov/ 
Downloads/ 

InnovatorsGuideS  10  10. pdf. 

As  we  indicatecTin  The  FY  2009  IPPS 
final  rule  (73  FR  48554),  we  invite  any 
potential  applicants,  such  as  product 
developers  or  manufacturers  of  new' 
medical  technologies,  to  contact  the 
agency  early  in  the  process  of  product 
development  if  they  have  questions  or 
concerns  about  the  evidence  that  would 
be  needed  later  in  the  development 
process  for  the  agency’s  coverage  and/or 
payment  decisions  for  Medicare. 

The  CTI  aims  to  provide  useful 
information  on  its  activities  and 
initiatives  to  stakeholders,  including 
Medicare  beneficiaries,  advocates, 
medical  product  manufacturers, 
providers,  and  health  policy  experts. 
Stakeholders  with  further  questions 
about  Medicare’s  coverage,  coding,  and 
payment  processes,  or  who  want  further 
guidance  about  how  they  can  navigate 
these  processes,  can  contact  the  CTI  at 
CTI@cms.hhs.gov. 

We  note  that  applicants  for  add-on 
payments  for  new  medical  services  or 
technologies  for  FY  2014  must  submit  a 
formal  request,  including  a  full 
description  of  the  clinical  applications 
of  the  medical  service  or  technology  and 
the  results  of  any  clinical  evaluations 
demonstrating  that  the  new  medical 
serv'ice  or  technology  represents  a 
substantial  clinical  improvement,  along 
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with  a  significant  sample  of  data  to 
demonstrate  that  the  medical  service  or 
technology  meets  the  high-cost 
threshold.  Complete  application 
information,  along  with  final  deadlines 
for  submitting  a  full  application,  will  be 
posted  as  it  becomes  available  on  the 
CMS  Web  site  at:  http://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/AcutelnpatientPPS/ 
newtech.html.  To  allow  interested 
parties  to  identify  the  new  medical 
services  or  technologies  undfer  review 
before  the  publication  of  the  proposed 
rule  for  FY  2014,  the  Web  site  also  will 
post  the  tracking  forms  completed  by 
each  applicant. 

2.  Public  Input  Before  Publication  of  a 
Notice  of  Proposed  Rulemaking  on  Add- 
On  Payments 

Section  1886(d)(5)(KKviii)  of  the  Act, 
as  amended  by  section  503(bK2)  of 
Public  Law  108-173,  provides  for  a 
mechanism  for  public  input  before 
publication  of  a  notice  of  proposed 
rulemaking  regarding  whether  a  medical 
service  or  technology  represents  a 
substantial  clinical  improvement  or 
advancement.  The  process  for 
evaluating  new  medical  service  and 
technology  applications  requires  the 
Secretary  to — 

•  Provide,  before  publication  of  a 
proposed  rule,  for  public  input 
regarding  whether  a  new  service  or 
technology  represents  an  advance  in 
medical  technology  that  substantially 
improves  the  diagnosis  or  treatment  of 
Medicare  beneficiaries; 

•  Make  public  and  periodically 
update  a  list  of  the  services  and 
technologies  for  which  applications  for 
add-on  payments  are  pending; 

•  Accept  comments, 
recommendations,  and  data  from  the 
public  regarding  whether  a  service  or 
technology  represents  a  substantial 
clinical  improvement;  and 

•  Provide,  before  publication  of  a 
proposed  rule,  for  a  meeting  at  which 
organizations  representing  hospitals, 
physicians,  manufacturers,  and  any 
other  interested  party  may  present 
comments,  recommendations,  and  data 
regcuding  whether  a  new  medical 
service  or  technology  represents  a 
substantial  clinical  improvement  to  the 
clinical  staff  of  CMS. 

In  order  to  provide  an  opportunity  for 
public  input  regarding  add-on  payments 
for  new  medical  services  and 
technologies  for  FY  2013  prior  to 
publication  of  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule,  we  published  a 
notice  in  the  Federal  Register  on 
November  18,  2011  (76  FR  71571 
through  71572),  and  held  a  town  hall 
meeting  at  the  CMS  Headquarters  Office 


in  Baltimore,  MD,  on  February  14,  2012. 
In  the  announcement  notice  for  the 
meeting,  we  stated  that  the  opinions  and 
alternatives  provided  during  the 
meeting  would  assist  us  in  our 
evaluations  of  applications  by  allowing 
public  discussion  of  the  substantial 
clinical  improvement  criterion  for  each 
of  the  FY  2013  new  medical  service  and 
technology  add-on  payment' 
applications  before  the  publication  of 
the  FY  2013  proposed  rule. 

Approximately  70  individuals 
registered  to  attend  the  town  hall 
meeting  in  person,  while  additional 
individuals  listened  over  an  open 
telephone  line.  Four  of  the  five  FY  2013 
applicants  presented  information  on  its 
technology,  including  a  discussion  of 
data  reflecting  the  substantial  clinical 
improvement  aspect  of  the  technology. 
We  considered  each  applicant’s 
presentation  made  at  the  town  hall 
meeting,  as  well  as  written  comments 
submitted  on  the  applications  that  were 
received  by  the  due  date  of  March  6, 

2012,  in  our  evaluation  of  the  new 
technology  add-on  payment 
applications  for  FY  2013  in  the 
proposed  rule. 

In  response  to  the  published  notice 
and  the  new  technology  town  hall 
meeting,  commenters  submitted  and 
presented  public  comments  that  were 
unrelated  to  the  substantial  clinical 
improvement  criterion  in  regard  to  the 
new  technology  applications  for  FY 

2013.  We  also  received  public 
comments  on  the  proposed  rule  relating 
to  topics  such  as  marginal  cost  factors 
for  new  technology  add-on  payments, 
and  the  use  of  external  data  in 
determining  the  cost  threshold  and 
mapping  new  technologies  to  the 
appropriate  MS-DRG.  Because  we  did 
not  request  public  comments  nor 
propose  to  make  any  changes  to  any  of 
the  issues  above,  we  are  not 
summarizing  these  public  comments 
nor  responding  to  them  in  this  final 
rule. 

3.  FY  2013  Status  of  Technology 
Approved  for  FY  2012  Add-On 
Payments;  Auto  Laser  Interstitial 
Thermal  Therapy  (AutoLITT'^'^)  System 

Monteris  Medical  submitted  an 
application  for  new  technology  add-on 
payments  for  FY  2011  for  the 
AutoLITTTM.  AutoLI’TTTM  is  a 
minimally  invasive,  MRI-guided  laser 
tipped  catheter  designed  to  destroy 
malignant  brain  tumors  with  interstitial 
thermal  energy  causing  immediate 
coagulation  and  necrosis  of  diseased 
tissue.  The  technology  can  be  identified 
by  ICD-9-CM  procedure  codes  17.61 
(Laser  interstitial  thermal  therapy  [LITT] 
of  lesion  or  tissue  of  brain  under 


guidance),  and  17.62  (Laser  interstitial 
thermal  therapy  [LITT]  of  lesion  or 
tissue  of  head  and  neck  under 
guidance),  which  became  effective  on 
October  1,  2009. 

The  AutoLIT'n''^  received  a  51  OK 
FDA  clearance  in  May  2009.  The 
AutoLITH’'^  is  indicated  for  use  to 
necrotize  or  coagulate  soft  tissue 
through  interstitial  irradiation  or 
thermal  therapy  in  medicine  and 
surgery  in  the  discipline  of 
neurosurgery  with  1064  nm  lasers.  The 
AutoLITT^'^  may  be  used  in  patients 
with  glioblastoma  multiforme  brain 
tumors.  The  applicant  stated  in  its 
application  and  through  supplemental 
information  that,  due  to  required 
updates,  the  technology  was  actually 
introduced  to  the  market  in  December 
2009.  The  applicant  explained  that  it 
was  necessary  to  reduce  the  thermal 
damage  lines  from  three  to  one  and 
complete  International  Electrotechnical 
Commission/Underwriter  Laboratory 
testing,  which  led  to  the  introducti'n  of 
the  technology  to  the  market  in 
December  2009,  although  the 
technology  was  approved  by  FDA  in 
May  2009.  The  applicant  also  stated 
through  supplementary  information  to 
its  application  that  the  first  sale  of  the 
product  took  place  on  March  19,  2010. 
However,  because  the  product  was 
already  available  for  use  in  December 
2009,  it  appears  that  the  newness  date 
would  begin  in  December  2009.  In  the 
FY  2011  IPPS/LTCH  PPS  proposed  rule, 
we  welcomed  public  comments  on  this 
issue. 

After  evaluation  of  the  newness,  costs, 
and  substantial  clinical  improvement 
criteria  for  new  technology  payments  for 
the  AutoLITT^'^  and  consideration  of 
the  public  comments  we  received  in 
response  to  the  FY  2011  IPPS/RY  2011 
LTCH  PPS  proposed  rule,  including  the 
additional  analysis  of  clinical  data  and 
supporting  information  submitted  by 
the  applicant,  we  approved  the 
AutoLITT’’^  for  new  technology  add-on 
payments  for  FY  2011.  Consistent  with 
the  applicant’s  clinical  trial,  the  add-on 
payment  is  intended  only  for  use  of  the 
device  in  cases  of  glioblastoma 
multiforme.  Therefore,  we  limited  the 
new  technology  add-on  payment  to 
cases  involving  the  AutoLITTT''^,in  MS- 
DRCs  025  (Craniotomy  and 
Endovascular  Intracranial  Procedures 
with  MCC),  026  (Craniotomy  and 
Endovascular  Intracranial  Procedures 
with  CC),  and  027  (Craniotomy  and 
Endovascular  Intracranial  Procedures 
without  CC  or  MCC).  Cases  involving 
the  AutoLITTTM  aj-g  eligible  for  the 
new  technology  add-on  payment  are 
identified  by  assignment  to  MS-DRCs 
025,  026,  and  027  with  a  procedure  code 
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of  17.61  (Laser  interstitial 
thermotherapy  of  lesion  or  tissue  of 
brain  under  guidance)  in  combination 
with  a  principal  diagnosis  code  that 
begins  w'ith  a  prefix  of  191  (Malignant 
neoplasm  of  brain).  We  note  that  using 
the  procedure  and  diagnosis  codes 
above  and  restricting  the  add-on 
payment  to  cases  that  map  to  MS-DRGs 
025.  026,  and  027  is  consistent  with 
information  provided  by  the  applicant, 
w’hich  demonstrated  that  cases  of  the 
AutoLlTTT^'  would  only  map  to  MS- 
DRGs  025,  026,  and  027.  Procedure  code 
17.62  (Laser  interstitial  thermotherapy 
of  lesion  or  tissue  of  head  and  neck 
under  guidance)  does  not  map  to  MS- 
DRGs  025,  026,  or  027  under  the 
GROUPER  softw'are  and,  therefore,  is 
ineligible  for  new'  technology  add-on 
payment. 

The  average  cost  of  the  AutoLITTT^’  is 
reported  as  S10,600  per  case.  Under 
§  412.88(a)(2)  of  the  regulations,  new 
technology  add-on  payments  are  limited 
to  the  lesser  of  50  percent  of  the  average 
cost  of  the  device  or  50  percent  of  the 
costs  in  excess  of  the  MS-DRG  payment 
for  the  case.  As  a  result,  the  maximum 
add-on  pavment  for  a  case  involving  the 
AutoL^TT^^  is  S5,300. 

The  new  technology  add-on-  payment 
regulations  provide  that  “a  medical 
ser\'ice  or  technology  may  be  considered 
new  within  2  or  3  years  after  the  point 
at  w'hich  data  begin  to  become  available 
reflecting  the  ICD-9-CM  code  assigned 
to  the  new'  serx'ice  or  technology”  (42 
CFR  412.87(b)(2)).  Our  practice  has  been 
to  begin  and  end  new'  technology  add¬ 
on  payments  on  the  basis  of  a  fiscal 
year,  and  we  have  generally  followed  a 
guideline  that  uses  a  6-month  window 
before  and  after  the  start  of  the  fiscal 
year  to  determine  w'hether  to  extend  the 
new'  technology  add-on  payment  for  an 
additional  fiscal  year.  In  general,  we 
extend  add-on  payments  for  an 
additional  year  only  if  the  3-year 
anniversary  date  of  the  product’s  entry 
on  the  market  occurs  in  the  latter  half 
of  the  fiscal  year  (70  FR  47362).  In  the 
proposed  rule,  w'ith  regard  to  the 
newness  criterion  for  the  AutoLITn’’^*, 
w'e  stated  that  we  consider  the 
beginning  of  the  newness  period  for  the 
device  to  commence  from  the  market 
release  date  of  December  2009. 
Therefore,  for  FY  2013,  as  of  December 
2012,  the  AutoLITT^^^  will  have  been 
on  the  market  for  3  years,  and  would 
therefore  no  longer  be  considered 
“new'”  as  of  December  2012  nor  be 
considered  eligible  for  new  technology 
add-on  payments  in  FY  2013.  However, 
we  received  information  from  the 
applicant  that  the  market  release  date  of 
the  AutoLI'lT*^’  occurred  after  April 
2010  (which  occurs  in  the  latter  half  of 


the  fiscal  year)  and,  therefore,  it  appears 
that  the  AutoLITT'  '^^  would  still  be 
considered  “new”  for  FY  2013  and 
would  still  be  eligible  for  new 
technology  add-on  payments  in  FY 
2013.  We  note  that  we  received  this 
information  in  close  proximity  to  the 
publication  of  the  proposed  rule  and 
anticipated  receiving  further 
information  on  the  delayed  market 
release  date  from  the  applicant  and 
welcomed  public  comment  as  well. 

Comment:  The  applicant  submitted  a 
public  comment  to  demonstrate  that  the 
AutoLITT’"’^’  was  first  available  on  May 
11,  2010,  which  would  make  the 
AutoLITT*''^'  eligible  for  new'  technology 
add-on  payments  in  FY  2013  (because 
the  3-year  anniversary  date  of 
.^utoLITT^^^  would  take  place  in  the 
latter  half  of  the  fiscal  year).  The 
manufacturer  explained  that  some  of  the 
sterile  disposable  products  were  not 
released  from  quarantine  until  May  11, 
2010,  which  prevented  the  AutoLITT'r^’ 
from  being  used  prior  to  May  11,  2010. 
Therefore,  the  manufacturer-asserted 
that  the  first  time  the  AutoLITT^'^^  was 
available  on  the  market  was  May  11, 
2010. 

Response:  We  appreciate  the 
manufacturer  providing  this  information 
and  W'e  agree  that  the  AutoLITT^'^  is 
considered  new  as  of  May  11,  2010, 
instead  of  December  2009.  As  stated 
above,  in  general,  we  extend  new 
technology  add-on  payments  for  an 
additional  year  only  if  the  3-year 
anniversary  date  of  the  product’s  entry 
on  the  market  occurs  in  the  fatter  half 
of  the  fiscal  year  (70  FR  47362).  Because 
the  3-year  anniversary  date  of  the 
AutoLITT*  entry  on  the  market  occurs 
in  the  latter  half  of  the  fiscal  year,  w'e 
still  consider  the  AutoLITT™  to  be  new 
for  FY  2013.  Therefore,  we  are 
continuing  to  make  new  technology 
add-on  payments  for  the  AutoLITT^M  in 
FY  2013.  We  discuss  the  coding  and 
payment  policies  for  the  AutoLITT*"^ 
earlier  in  this  section. 

Comment:  Several  public  commenters 
recommended  extending  new 
technology  add-on  payments  for  the 
AutoLITT^M  in  FY  2013. 

Response:  As  stated  above,  we  still 
consider  the  AutoLITT^'^’  to  be  new  for 
FY  2013,  and  will  continue  to  make  new 
technology  add-on  payments  for  the 
AutoLITP  M  in  FY  2013. 

4.  FY  2013  Applications  for  New 
Technology  Add-On  Payments 

We  received  six  applications  for  new 
technology  add-on  payments  for  FY 
2013.  However,  two  applicants 
withdrew  their  applications  prior  to  the 
publication  of  the  proposed  rule. 


a.  Glucarpidase  (Trade  Brand 
Voraxaze®) 

BTG  International,  Inc.  (BTG) 
submitted  an  application  for  new 
technology  add-on  payments  for 
Glucarpidase  (trade  brand  Voraxaze®) 
for  FY  2013.  In  the  proposed  rule,  we 
summarized  this  application,  and  stated 
that  Glucarpidase  is  used  in  the 
treatment  of  patients  who  have  been 
diagnosed  w'ith  toxic  methotrexate 
(MTX)  concentrations  as  a  result  of 
renal  impainnent.  The  administration  of 
Glucarpidase  causes  a  rapid  and 
sustained  reduction  of  toxic  MTX 
concentrations. 

Methotrexate  (MTX)  is  a  widely  used 
anticancer  agent.  The  administration  of 
high-dose  methotrexate  (HDMTX)  is  an 
important  component  of  the  treatment 
provided  to  patients  who  have  been 
diagnosed  with  various  types  of  cancer. 
According  to  the  applicant,  HDMTX,  in 
particular,  is  specifically  used  in  the 
treatment  of  patients  who  have  been 
diagnosed  with  osteosarcoma,  acute 
lymphoblastic  leukemia,  non-Hodgkin’s 
lymphoma,  or  primary  CNS  lymphoma. 
The  applicant  further  stated  that  the 
administration  of  HDMTX  can  cause 
renal  dysfunction.  Renal  dysfunction 
impairs  the  elimination  of  MTX,  which 
in  turn  causes  the  levels  of  MTX  to  rise 
to  the  point  of  life-threatening  toxicity. 

The  applicant  maintains  that  there  are 
not  any  currently  FDA-approved 
pharmaceutical  treatment  options 
available  to  rapidly  decrease  MTX  levels 
in  patients  who  have  been  diagnosed 
with  toxic  MTX  concentrations  as  a 
result  of  renal  impairment.  The 
applicant  asserts  that  extracorporeal 
treatment  options  that  are  routinely 
employed  to  rapidly  treat  this  condition, 
such  as  hemodialysis,  hemodiafiltration, 
high-flux  hemodialysis,  charcoal 
hemoperfusion  or  hemofiltration, 
peritoneal  dialysis,  exchange 
transfusion,  or  plasma  exchange,  are 
invasive,  may  add  excess  morbidity  to 
the  treatment  regimen,  and  have  proven 
to  have  limited  effects. High  flux 
hemodialysis  is  the  most  effective 
method  of  extracorporeal  MTX  removal, 
but  this  method  requires  5  to  6  days  of 
daily  treatment  (4  to  6  hours  per 
session). 1*’  The  risks  associated  with 
repeated  hemodialysis  procedures  such 
as  anemia,  infection,  and  increased 
mortality,  especially  in  neutropenic  or 
thrombocytopenic  patients,  are 
significant  and  cause  rebounds  in  MTX 
levels.  The  applicant  maintains  that 
other  treatment  options,  such  as  the 


Widemann  et  al.,  [Cancer,  2004,  and  Vilay  et 
al.,].  Pharmacotherapy,  Vol.  30,  January,  2010). 

’‘•Wall  et  al.,  American  Journal  of  Kidney 
Diseases,  Vol.  28,  No.  6, 1996. 
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administration  of  leucovorin,  hydration, 
and  urinary  alkalinization,  also  are 
commonly  used  to  reduce  harmful 
levels  of  MTX.  However,  these 
treatment  options  do  not  reduce  toxic 
MTX  concentrations  in  all  patient 
’populations.^^ 

Voraxaze®  was  approved  hy  the  FDA 
on  January  17,  2012.  Beginning  in  1993, 
certain  patients  could  obtain  expanded 
access  for  treatment  use  to  Voraxaze®  as 
an  investigational  drug.  Since  2007,  the 
applicant  has  been  authorized  to  recover 
the  costs  of  making  Voraxaze®  available 
through  its  Expanded  access  program. 

We  describe  expanded  access  for 
treatment  use  of  investigational  drugs 
and  authorization  to  recover  certain 
costs  of  investigational  drugs  in  more 
detail  below.  Voraxaze®  was  available 
on  the  market  in  the  United  States  as  a 
commercial  product  to  the  larger 
population  as  of  April  30,  2012. 

With  regard  to  newness,  in  the 
proposed  rule  we  expressed  concern 
that  Voraxaze®  may  no  longer  be 
considered  “new.”  Specifically,  section 
1886(dK5)(KKii)(n)  of  the  Act  requires 
that  we  provide  for  the  collection  of  cost 
data  for  a  new  medical  service  or 
technology  for  a  period  of  at  least  2 
years  and  no  more  than  3  years 
“beginning  on  the  date  on  which  an 
inpatient  hospital  code  is  issued  with 
respect  to  the  service  or  technology”.  In 
addition,  the  regulations  at 
§  412.87(bJ(2}  state  that  “A  medical 
service  or  technology  may  be  considered 
new  within  2  or  3  ye§rs  after  the  point 
at  which  data  begin  to  become  available 
reflecting  the  ICD-9-CM  code  assigned 
to  the  new  service  or  technology 
(depending  on  when  a  new  code  is 
assigned  and  data  on  the  new  service  or 
technology  become  available  for  DRG 
recalibration).  After  CMS  has 
recalibrated  the  DRGs,  based  on 
available  data,  to  reflect  the  costs  of  an 
otherwise  new  medical  service  or 
technology,  the  medical  service  or 
technology  will  no  longer  be  considered 
‘new’  under  the  criterion  of  this 
section.”  As  we  have  indicated  in  the 
past,  we  generally  believe  that  the 
newness  period  begins  on  the  date  that 
FDA  approval  is  granted.  The  FDA 
approval  date  is  typically  the  date  when 
new  technologies  are  available  on  the 
market  and  as  a  result  begin  to  be 
reflected  within  the  MS-DRGs  cost  data. 

As  noted  above,  Voraxaze®  was 
approved  by  the  FDA  in  January  2012. 
However,  starting  in  1993,  certain 
patients  were  able  to  obtain  access  to 
Voraxaze®  as  an  investigational  drug 
through  an  expanded  access  program. 


’^Pinedo  et  al.  Cancer  Research,  36,  4418—4424 
December,  1976. 


and  the  applicant  has  been  authorized 
to  recover  certain  costs  of  making 
Voraxaze®  available  through  its 
expanded  access  program  since  2007. 

We  discuss  below  in  more  detail 
whether  the  cost  of  Voraxaze®  is  already 
reflected  within  the  MS-DRG  relative 
weights. 

To  determine  the  date  of  newness  for 
Voraxaze®,  as  we  stated  in  the  proposed 
rule,  we  believe  it  is  appropriate  to 
compare  investigational  drugs  provided 
under  the  expanded  access  program  to 
devices  eligible  for  the  Humanitarian 
Use  Device  (HUD)  Program  because 
these  programs  contain  similarities  for 
the  purpose  of  evaluating  the  newness 
criterion. 

In  prior  final  rules,  we  have  evaluated 
and  approved  technologies  with  a 
Humanitarian  Device  Exemption  (HDE) 
approval.  In  the  FY  2010  IPPS/LTGH 
PPS  final  rule,  we  approved  new 
technology  add-on  payments  for  the 
Spiration®  IBV®,  which  received  a  HDE 
approval  from  the  FDA  on  October  24, 
2008,  and  had  its  first  Institutional 
Review  Board  (IRB)  approval  on  March 
12,  2009  (74  FR  43754,  43819). 

Therefore,  technologies  with  an  HDE 
approval  may  be  eligible  for  new 
technology  add-on  payments.  In  other 
words,  we  have  concluded  that  HDE 
approval  constitutes  an  FDA  approval  in 
the  context  of  the  newness  criterion  and 
would  begin  the  newness  period, 
subject  to  market  availability. 

There  are  separate  processes  and 
standards  for  providing  expanded 
access  to  investigational  drugs  for 
treatment  use  and  for  the  HUD  Program. 
The  term  “expanded  access”  refers  to 
the  use  of  investigational  drugs,  or 
approved  drugs  where  availability  is 
limited  by  a  risk  evaluation  or 
mitigation  strategy,  when  the  primary 
purpose  is  to  diagnose,  monitor,  or  treat 
a  patient’s  disease  or  condition.  When 
the  requirements  in  (FDA’s  regulations 
at)  21  CFR  Part  312,  Subpart  I  are  met, 
a  patient  or  group  of  patients  with  a 
serious  or  immediately  life-threatening 
disease  or  condition,  and  no  comparable 
or  satisfactory  alternative  therapy,  may 
obtain  expanded  access  to  an 
investigational  drug.  When  patients 
obtain  expanded  access  to  an 
unapproved  investigational  drug,  the 
safety  and  effectiveness  of  the  drug  have 
not  been  fully  established,  and  the  drug 
does  not  have  formal  FDA  approval 
under  a  New  Drug  Application  (NDA)  or 
Biologies  Licensing  Application  (BLA) 
for  commercial  marketing. 

Manufacturers  may  continue  conducting 
clinical  trials  in  parallel  to  the 
expanded  access  program  in  order  to 
pursue  formal  market  approval  from  the 
FDA  under  an  NDA  or  BLA  for 


commercial  marketing.  The  FDA’s 
Office  of  Orphan  Products  Development 
administers  the  Humanitarian  Use 
Device  (HUD)  Program.  A  HUD  is  a 
device  that  is  intended  to  benefit 
patients  by  treating  or  diagnosing  a 
disease  or  condition  that  affects  fewer 
than  4,000  individuals  in  the  United 
States  per  year.  To  obtain  approval  for 
a  HUD,  a  HDE  application  is  submitted 
to  FDA.  A  HDE  application  is  similar  in 
both  form  and  content  to  a  Premarket 
Approval  (PMA)  application,  but  is 
exempt  from  the  effectiveness 
requirements  of  a  PMA.  A  HDE 
application  must,  however,  contain 
sufficient  information  for  FDA  to 
determine  that  the  device  does  not  pose 
an  unreasonable  or  significant  risk  of 
illness  or  injury,  and  that  the  probable 
benefit  to  health  outweighs  the  risk  of 
injury  or  illness  from  its  use,  taking  into 
account  the  probable  risks  and  benefits 
of  currently  available  devices  or 
alternative  forms  of  treatment.  An  ' 
approved  HDE  authorizes  marketing  of 
the  HUD,  however,  an  HDE  approval 
requires  that -the  device  only  be  used  in 
facilities  that  have  established  a  local 
IRB  to  supervise  clinical  testing  of 
devices,  and  that  an  IRB  approve  the  use 
of  the  device  to  treat  or  diagnose  the 
specific  disease.  Although  HUDs  can  be 
marketed,  they  are  subject  to  a  general 
prohibition  on  profit;  that  is,  they  may 
not,  except  in  narrow  circumstances,  be 
sold  for  an  amount  that  exceeds  the  cost 
of  research  and  development, 
fabrication  and  distribution. 

Expanded  access  to  investigational 
drugs  and  the  HUD  Program  have 
similarities  and  differences  that  are 
relevant  to  the  newness  criterion  as  we 
stated  in  the  proposed  rule.  Both  have 
limits  on  who  is  eligible  to  receive  a 
drug  or  use  a  device.  In  addition,  to 
satisfy  the  requirements  for  expanded 
access  in  FDA’s  regulations,  and  for  a 
HDE  to  meet  the  standard  for  approval, 
a  sponsor  is  not  required  to  demonstrate 
effectiveness  of  the  product  at  the  same 
level  as  for  approval  of  a  PMA,  NDA,  or 
BLA.  Expanded  access  to  investigational 
drugs  and  the  HUD  Program  differ  in 
many  ways,  including  that  the  HUD 
Program  is  for  devices,  and  the 
expanded  access  programs  provide 
access  to  drugs.  In  addition,  under  the 
HUD  Program,  the  device  is  granted 
FDA  approval  for  limited  use.  However, 
while  FDA  authorizes  expanded  access 
to  an  investigational  drug,  FDA  does  not 
approve  the  investigational  drug  when  it 
authorizes  expanded  access. 

This  second  difference  is  key  to  our 
interpretation  of  our  policy  to  recognize 
a  HDE  approval  as  an  FDA  approval.  We 
believe  that  the  availability  of  a  drug 
through  the  expanded  access  program 
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would  not  constitute  FDA  approval  in 
the  context  of  the  newness  criterion 
because  unapproved,  investigational 
drugs  made  available  to  certain  patients 
through  the  expanded  access  program 
do  not  receive  FDA  approval  prior  to 
enrollment  in  the  program  and  cannot 
be  marketed.  In  other  words,  we  believe 
that  for  the  purposes  of  evaluating 
whether  a  new  technology  meets  the 
newness  criterion,  it  may  be  appropriate 
not  to  consider  the  date  when 
V'oraxaze*  became  available  to  certain 
patients  through  the  applicant's 
expanded  access  program  as  the  date  of 
market  availability. 

We  note  that  cost  recovery  for 
investigational  drugs  is  of  concern  with 
regard  to  the  newness  criterion. 

Although  a  sponsor  (for  example,  a  drug 
manufacturer)  may  not  commercially 
distribute  an  investigational  drug,  in 
certain  circumstances,  a  sponsor  of  a 
clinical  trial  or  an  expanded  access 
program  may  receive  authorization  from 
FDA  to  charge  for  certain  costs 
associated  with  making  an 
inve.stigational  drug  available.  The 
applicant  has  been  authorized  to  recover 
certain  costs  by  making  Voraxaze® 
available  since  2007.  As  we  stated 
earlier,  once  CMS  has  recalibrated  the 
DRGs  based  on  available  data  to  reflect 
the  costs  of  an  otherwise  new 
technology,  that  technology  will  no 
longer  be  considered  “new'”’  for  the 
purposes  of  the  new  technology  add-on 
payments.  It  is  po.ssible  that  a  hospital 
may  have  submitted  a  claim  to  Medicare 
for  the  cost  of  V^oraxaze®  provided 
through  the  applicant’s  expanded  access 
program.  Therefore,  it  is  also  possible 
that  the  costs  as.sociated  with  this 
technology  may  already  be  reflected  in 
some  limited  fashion  in  the  data  used  to 
determine  the  MS-DRG  relative 
w’eights.  While  these  are  possibilities, 
w'e  have  not  in  the  past  been  confronted 
with  a  situation  w'here  an  applicant  has 
indicated  that  hospitals  have  sought 
cost  recovery  for  their  technology  w'hen 
the  technology  was  available  through 
the  expanded  access  program.  We  also 
have  not  been  confronted  with  a 
situation  where  an  applicant  has 
indicated  that  cost  recovery  was  sought 
for  technologies  (that  were  not  available 
via  an  expanded  access  program)  during 
clinical  trials.  We  note  that  our  data  do 
not  distinguish  charges  for  drugs  by 
FDA  approval  status,  and,  therefore,  we 
do  not  exclude  from  the  relative  weight 
calculation  costs  (as  derived  from 
charges)  as.sociated  with  investigational 
drugs  if  they  are  included  by  hospitals 
on  a  claim.  Therefore,  cost  data  for  non- 
FDA  approved  technologies  (that  is.  still 
involved  in  clinical  trials)  may  be 


present  in  the  relative  weights  on  a  very 
limited  basis  pripr  to  FDA  approval, 
regardless  of  whether  a  technology 
received  new  technology  add-on 
payments. 

We  invited  public  comment  regarding 
the  issue  of  whether  a  drug  is 
considered  “new'”  for  the  purposes  of 
new  technology  add-on  payments 
starting  with  its  availability  in  the 
expanded  access  program,  and  how  that 
may  differ  from  devices  being 
considered  “new”  starting  from  the  date 
the  device  received  FDA  approval  under 
a  HDE  (subject  to  market  availability  or 
availability  to  Medicare  beneficiaries) 
and  specifically  requested  comment  on 
these  considerations  in  the  context  of 
Voraxaze®.  We  also  invited  public 
comment  on  whether  the  costs  of 
Voraxaze®.  or  more  generally,  any 
unapproved  investigational  drug  for 
w'hich  cost  recovery  is  authorized  are 
already  included  in  data  used  to 
determine  relative  w'eights,  and  how 
that  influences  the  start  of  a  newmess 
period,  if  at  all.  In  addition,  we  invited 
public  comment  regarding  the  market 
availability  of  Voraxaze®  between  its 
FDA  approval  date  of  January  17,  2012, 
and  the  market  availability  date 
according  to  the  applicant  of  April  2012 
and  the  reasons  for  the  delay  in 
availability. 

Comment:  Several  public  commenters 
responded  with  opinions  regarding 
whether  Voraxaze  "  should  be 
considered  new  for  the  purposes  of  new 
technology  add-on  payments.  One 
commenter  stated  that  Voraxaze®  was 
available  on  a  “very  limited  basis”  since 
1993,  and  recommended  that  it  be 
considered  “new”  for  the  purpose  of 
new  technology  add-on  payments.  The 
commenter  also  stated  that  because  the 
manufacturer  w'as  only  covering  its 
costs  under  the  expanded  access 
program,  existing  charge  data  do  not 
adequately  reflect  the  “true  price”  of  the 
technology.  The  commenter  further 
noted  that  the  frequency  with  which  the 
technology  is  used  is  low,  and  that  the 
associated  relative  weights  are  “likely 
artificially  low.” 

The  applicant  submitted  information 
through  the  submittal  of  a  public 
comment  documenting  that  Voraxaze® 
was  approved  by  the  FDA  in  January 
2012  and  that  marketing  of  Voraxaze  did 
not  begin  until  April  2012.  The 
applicant  added  that  the  FDA’s  Office  of 
Prescription  Drug  Promotion  (OPDP) 
considers  a  product  new  from  the  point 
of  initial  marketing  and  promotion, 
stating  that,  “OPDP  generally  considers 
that  ‘new’  is  an  accurate  description  of 
the  marketing  phase  for  six  months  from 
the  time  a  product  is  initially  marketed 
and  this  should  be  distinguished  from 


the  time  a  product  is  cleared  by  FDA  for 
marketing.”  The  applicant  concluded 
that  the  FDA  recognizes  a  time  delay 
betw'een  approval  and  commercial 
availability  as  standard  in  the 
pharmaceutical  industry. 

In  addition,  the  applicant  provided 
supplemental  information  that 
demonstrated  that  V’oraxaze  was  not 
available  on  the  market  until  April  30, 
2012.  This  documentation  included 
specific  information  regarding  training, 
manufacturing/packaging  and  trade/ 
distribution  activities  that  needed  to 
take  place  prior  to  April  30,  2012.  Once 
these  activities  were  completed,  the 
applicant  stated  that  it  discontinued  the 
treatment  of  IND/cost  recovery  program 
for  Voraxaze®  on  April  29,  2012,  and 
that  market  availability  of  Voraxaze® 
began  on  April  30,  2012. 

The  applicant  also  noted  that  one  of 
the  reasons  it  did  not  initiate 
commercialization  activities  prior  to  the 
FDA  approval  date  of  January  30,  2012 
was  because  the  company  was  awaiting 
final  FDA  labeling  approval  (that  is, 
prescribing  information)  for  Voraxaze®, 
which  was  delivered  to  BTG  on  the  day 
of  approval,  which  was  January  17, 

2012.  The  applicant  believed  it  would 
not  have  been  prudent  for  BTG  to 
initiate  commercialization  activities 
before  receiving  the  final  labeling 
approval  because  it  would  have 
required  expensive  and  time-consuming 
rework. 

One  commenter  stated  that  Voraxaze® 
meets  the  newness  criteria.  The 
commenter  explained  that  the  FDA 
approval  date  is  reasonable  to  use  for 
determination  of  newness.  The 
commenter  stated  that  prior  to  FDA 
approval,  Voraxaze®  was  only  available 
through  a  laborious  expanded  access 
process  that  many  oncology  centers  did 
not  have  in  place.  Thus,  it  was  truly 
only  available  at  many  centers  for  the 
first  time  as  of  April  30,  2012. 

Another  commenter  stated  that  it 
believed  that  Voraxaze®  does  not  meet 
the  newness  criterion  but  did  not 
provide  additional  information. 

Response:  Generally,  our  policy  is  to 
begin  the  newness  period  on  the  date  of 
FDA  approval/clearance  or,  if  later,  the 
date  of  market  availability  for  the 
technology.  Availability  under  the 
expanded  access  program  neither 
represents  the  date  of  FDA  approval  (in 
this  case,  January  2012)  nor  the  date  of 
market  availability  (April  30,  2012). 
Therefore,  we  consider  Voraxaze®  to  be 
“new”  as  of  April  30,  2012,  its  date  of 
market  availability. 

We  note,  as  discussed  in  section 
II. G. 7.  of  the  preamble  to  this  final  rule, 
we  are  creating  a  new  ICD-9-CM 
procedure  code  00.95  (Injection  or 
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infusion  of  glucarpidase)  to  identify  this 
new  technology.  This  new  code  is 
effective  October  1,  2012. 

With  respect  to  the  cost  criterion,  as 
we  described  in  the  proposed  rule,  the 
applicant  researched  the  2009  Standard 
Analytic  Inpatient  File  (SAF)  for  cases 
with  a  principal  or  secondary  diagnosis 
of  osteosarcoma  (ICD-9-CM  code  series 
170.xx),  acute  lymphoblastic  leukemia 
(ICD-9-CM  code  series  204. Ox),  non- 
Hodgkin’s  lymphoma  (ICD-9-CM  code 
series  200.xx  and  202.xx),  or  primary 
CNS  lymphoma  (ICD-9-CM  code  series 
200. 5x)  with  a  corresponding  ICD— 9- 
CM  procedure  code  for  chemotherapy 
(99.25)  that  may  be  eligible  for 
Voraxaze®,  based  on  the  product’s 
approved  indications.  The  applicant’s 
search  yielded  potentially  eligible  cases 
within  249  MS-DRGs,  of  which  56  MS- 
DRGs  captured  12  or  more  cases. 

Using  this  universe  of  cases  (249  MS- 
DRGs),  the  applicant  added  the 
additional  costs  of  Voraxaze®  to  the 
case-weighted  average  standardized 
charge  per  case.  Although  the  applicant 
submitted  data  related  to  the  estimated 
cost  of  Voraxaze®,  the  applicant  noted 
that  the  cost  of  the  technology  was 
proprietary  information.  According  to 
the  applicant,  it  did  not  convert  the  • 
costs  to  charges  for  this  analysis  because 
of  the  technology’s  high  cost.  The 
appbcant  maintains  that  an  average 
adult  receiving  treatment  for  one  of  the 
diagnoses  above  would  require  a 
minimum  of  four  vials  of  Voraxaze®. 

The  applicant  used  the  following 
multiple  analysis  of  different  subsets  of 
MS-DRGs  to  compare  the  average  case- 
weighted  standardized  charge  per  case 
to  the  average  case-weighted  threshold 
to  determine  that  Voraxaze®  met  the 
cost  criteria: 

•  The  applicant  found  12,324  eligible 
cases  within  249  MS-DRGs,  and 
determined  a  case-weighted  average 
standardized  charge  per  case  of  $87,582 
(which  includes  the  cost  of  Voraxaze®) 
and  a  case-weighted  threshold  of 
$39,216.  The  applicant  maintains  that 
Voraxaze®  meets  the  cost  criterion 
because  the  case-weighted  average 
standardized  charge  per  case  exceeds 
the  case-weighted  threshold. 

•  The  applicant  excluded  those  MS- 
DRGs  that  had  fewer  than  11  cases, 
which  resulted  in  12,134  eligible  cases 
within  56  MS-DRGs.  The  applicant 
determined  a  case-weighted  average 
standardized  charge  per  case  of  $84,039 
(which  includes  the  cost  of  Voraxaze®) 
and  a  case-weighted  threshold  of 
$37,195.  The  applicant  maintains  that 
Voraxaze®  meets  the  cost  criterion 
because  the  case-weighted  average 
standardized  charge  per  case  exceeds 
the  case-weighted  threshold. 


•  The  applicant  analyzed  the  20  MS- 
DRGs  that  contained  the  highest  number 
of  cases  and,  based  on  the  11,534  cases 
they  stated  they  found,  determined  a 
case-weighted  average  standardized 
charge  per  case  of  $80,400  (which 
includes  the  cost  of  Voraxaze®)  and  a 
case-weighted  threshold  of  $34,990.  The 
applicant  maintains  that  Voraxaze®^ 
meets  the  cost  criterion  because  the 
case-weighted  average  standardized 
charge  per  case  exceeds  the  case- 
weighted  threshold. 

We  invited  public  comment  on 
whether  or  not  Voraxaze®  meets  the  cost 
criterion.  Specifically,  v\re  welcomed 
public  comment  on  the  methodologies 
used  in  the  applicant’s  analysis, 
including  (1)  the  methods  used  to 
identify  the  eligible  cases  used  in  the 
cost  analysis  of  this  technology,* 
especially  if  there  are  cases  that  should 
be  excluded  from  the  analysis  because 
of  clinical  reasons,  and  if  there  are  other 
ways  to  identify  cases  for  which  this 
technology  may  be  appropriate,  and  (2) 
the  appropriateness  of  not  converting 
the  costs  to  charges  for  the  purposes  of 
this  analysis  and  what  would  be  an 
accurate  and  appropriate  CCR  for  this 
technology. 

Comment:  The  applicant  submitted  a 
public  comment  stating  that  it  believed 
that  Voraxaze®  meets  the  cost  criterion 
because  the  commercial  costs  of 
Voraxaze®  are  not  reflected  in  the  MS- 
DRG  relative  weights.  The  applicant 
added  that  Voraxaze®  was  available  via 
expanded  access  since  2007  and 
hospitals  were  not  allowed  to  submit  for 
reimbursement  of  Voraxaze®  because  it 
was  an  investigational  drug.  Even  if 
hospitals  attempted  to  submit  for 
reimbursement,  the  applicant  noted  that 
the  Voraxaze®  cost  recovery  price  is 
substantially  lower  than  its  commercial 
price  of  $22,500  (effective  April  30, 
2012)  and  any  existing  data  prior  to 
April  30,  2012  used  to  determine  MS- 
DRG  relative  weights  would  not  capture 
such  a  price  difference  and  would 
largely  underestimate  the  cost  of 
Voraxaze®.  Other  commenters  stated 
that  Voraxaze®  clearly  meets  the  cost 
criterion.  The  commenters  explained 
that  they  believed  the  situations  where 
Voraxaze®  is  indicated  for  use  were 
rare,  and  in  those  situations  they 
believed  that  the  cost  of  care  for  the 
affected  patient  rises  substantially. 

Response:  We  appreciate  the 
commenters’  input.  We  agree  that 
Voraxaze®  meets  the  cost  criterion. 

With  regard  to  substantial  clinical 
improvement,  the  applicant  maintains 
that  Voraxaze®  is  a  clinical 
improvement  compared  to  current 
treatment  options  because  it  is  less  time 
intensive,  allows  certain  patient 


populations  to  avoid  risks  associated 
with  current  treatment  options,  and  has 
characteristics  that  allows  it  to  reduce 
MTX  concentrations  more  effectively. 

As  noted  above,  the  applicant  maintains 
that  current  treatment  options  for  renal 
impairment  as  a  result  of  toxic  MTX 
concentrations  are  limited  to 
extracorporeal  methods  that  are  time¬ 
intensive  and  could  subject  patients  in 
certain  populations  to  harm  from  the 
associated  risks.  The  applicant  states 
that  the  administration  of  Voraxaze®  to 
patients  who  have  been  diagnosed  with 
HDMTX-induced  renal  dysfunction 
metabolizes  circulating  MTX  to  the 
inactive  metabolite  DAMPA.  The 
applicant  asserts  that  this  characteristic 
action  of  the  technology  represents  a 
substantial  clinical  improvement  over 
current  treatment  options  available  to 
patients  who^have  toxic  MTX 
concentrations  in  a  more  effective,  and 
rapid  way,  and  provides  protection  to 
eligible  patient  populations  against 
potential  harm  associated  with  current 
treatment  options. 

In  addition,  the  applicant  provided 
the  results  from  a  study  of  23  patients 
diagnosed  with  MTX-induced  renal 
'  dysfunction  treated  with  Voraxaze®. 
During  this  study,  the  applicant 
reported  that  the  administration  of 
Voraxaze®  lowered  toxic  MTX 
concentrations  in  patients  within  15 
minutes  after  the  administration  by 
more  than  98  percent.  Because  the 
administration  of  Voraxaze®  could 
metabolize  both  leucovorin  and  its 
active  metabolite,  5-mTHF,  these 
patients  were  also  administered 
Leucovorin,  a  drug  used  to  enhance  the 
treatment  for  patients  with  high  levels 
of  MTX.  The  applicant  noted  that  the 
combination  of  Voraxaze®  and 
Leucovorin  rescue  was  well  tolerated  by 
the  23  patients  studied,  and  MTX- 
related  toxicities  were  reduced  from 
severe  to  mild  to  moderate.  The  range  of 
age  of  these  23  patients  was  19  to  94 
years  old  with  18  of  the  23  patients 
being  50  years  or  older.^®  The  applicant 
asserted  that  the  types  of  health 
conditions  treated  with  HDMTX,  such 
as  acute  lymphoblastic  leukemia, 
osteosarcoma,  central  nervous  system 
(GNS)  lymphoma,  and  leptomeningeal 
cancer,  tend  to  occur  within  the 
Medicare  population  and  cites  research 
that  states  “HD-MTX-induced  renal 
failure  with  persistence  of  toxic  blood 
MTX  levels  is  a  rare  but  life  threatening 
complication  that  occurs  more 
frequently  in  adults,  particularly  those 
with  advanced  age  and  CNS 
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lymphoma.”  When  these 
malignancies  arise  which  require 
treatment  with  HDMTX,  HDMTX- 
induced  renal  failure  with  persistent 
toxic  MTX  levels  is  a  complication  that 
occurs  more  frequently  in  adults.  The 
applicant  asserted  that  the 
administration  of  Voraxaze®  has  been 
shown  to  be  well-tolerated  by  older 
adult  patients,  while  achieving  similar 
reduction  rates  in  younger  patient 
populations  who  have  been  diagnosed 
with  toxic  MTX  concentrations  and 
treated  with  Voraxaze^. 20  The  applicant 
also  provided  additional  published 

peer-reviewed  articles^i •22.23.24.25.26 
relevant  to  their  application  to  support 
their  assertion  that  they  meet  the 
substantial  clinical  improvement 
criteria. 

We  invited  public  comment  on 
whether  or  not  V'oraxaze®  meets  the 
criterion  of  representing  a  substantial 
clinical  improvement  for  Medicare 
beneficiaries. 

Comment;  The  applicant  submitted 
public  comments  that  stated, 

“Voraxaze®  meets  the  substantial 
clinical  benefit  criterion  because  the 
FDA  accepted,  reviewed,  and  approved 
the  biologic  licenses  application  (BLA)  - 
for  Voraxaze®  on  an  accelerated 
timeline.  The  FDA  initiates  an 
expedited  review  when  a  high  unmet 
need  exists  and  w’hen  an  applicant  has 
a  product  that  may  qualify  as  a 
substantial  clinical  improvement.” 

Several  other  public  comments  also 
stated  that  Voraxaze®  meets  the 
substantial  clinical  improvement 
criteria.  One  of  the  commenters,  a 
pediatric  oncologist,  asserted  that  prior 
to  Clucarpidase,  there  were  no  reliably 
effective  interventions  for  patients 
suffering  from  high  dose  MTX  induced 


'“Schwartz.  Bomer  et  al..  The  Oncologist. 
December  2007. 

“Schwartz.  Bomer  et  al..  The  Oncologist, 
December  2007. 

Levy  CX;.  Goldman  P.  The  enzymatic  hydrolysis 
of  methotrexate  and  folic  acid.  J  Biol  Chem.  1967; 
242:2993-2998. 

“Minton  NP,  Atkinson  T,  Sherwood  RF. 
Molecular  cloning  of  the  Pseudomonas 
carboxy peptidase  G2  gene  and  its  expression  in 
Escherichia  coli  and  P.seudomonas  putida. ) 
Bacteriol.  1983;  156;  1222-1227 
“  Widemann  BC.  Balis  FM.  Kim  A,  et  al. 
Glucarpidase,  leucovorin  and  thymidine  for  high- 
dose  methotrexate  induced  renal  dysfunction. 
Clinical  and  pharmacologic  factors  affecting 
outcome.  J  Clin  Oncology  2010;  28:1-8. 

Patterson  DM.  Lee  SM.  Glucarpidase  following 
high-dose  methotrexate:  update  on  development. 
Expert  Opin  Biol  Ther.  2010;10(1):105-111. 

“  Phillips  M.  Smith  W.  Balan  G,  et  al. 
Pharmacokinetics  of  glucarpidase  in  subjects  with 
normal  and  impaired  renal  function.  |  Clin 
Pharmacol  2008;  48:279-284. 

“Bleyer  WA.  Methotrexate;  clinical 
pharmacology,  current  status  and  therapeutic 
guidelines.  Cancer  Treat  Rev.  1977;4:87-ipi. 


renal  dysfunction,  a  life  threatening 
medical  emergency.  The  commenter 
further  noted  that  numerous 
interventions  historically  employed 
were  generally  invasive  (that  is, 
charcoal  hemoperfusion),  had  variable 
but  limited  impact,  and  were  not  readily 
available  at  most  treatment  centers.  The 
commenter  concluded  that  Glucarpidase 
is  a  highly  effective  pharmacologic 
rescue  that  can  be  readily  delivered  to 
patients  at  high  risk  of  or  experiencing 
a  life  threatening  complication  of  cancer 
therapy,  that  there  is  no  other 
comparable  pharmacologic  intervention 
available,  and  that  Glucarpidase  is 
superior  to  less  reliable,  invasive 
measures.  Another  commenter  stated 
that  when  Voraxaze®  is  used  in  a  timely 
fashion,  jt  can  improve  severe  MTX- 
induced  toxicity,  prevent  the  need  for 
dialysis  and  other  invasive  procedures, 
and  can  be  lifesaving.  The  commenter 
believed  that  Voraxaze®  is  a  unique 
medication,  which  can  treat  a  rare  and 
life-threatening  complication  of 
methotrexate  therapy  which  has  no 
alternative  mediation.  The  commenter 
believed  that  alternative  supportive  care 
to  Voraxaze®,  including  hospitalization 
and  dialysis,  is  exceptionally  expensive. 

Another  commenter  who  also 
supported  new  technology  add-on 
payments  for  the  Voraxaze®  believed 
that  Voraxaze®  is  a  drug  that  can 
provide  life-saving  reversal  of  toxic 
levels  of  methotrexate.  The  commenter 
further  stated  that  patients  with  toxic 
levels  of  methotrexate  are  hospitalized 
and  receive  the  drug  during  an  inpatient 
admission.  However,  due  to  its  high 
cost,  the  commenter  explained  that 
many  hospitals  are  reluctant  to  stock 
Voraxaze®  in  the  pharmacy  or  use  it  at 
all  due  to  the  lack  of  reimbursement 
available  when  used  as  an  inpatient 
medication.  The  commenter  continued 
by  stating  that  the  alternative  is  to 
provide  Leucovorin  rescue  and  vigorous 
hydration,  which  often  is  effectiye  and 
significantly  cheaper.  However,  the 
commenter  noted  that  this  approach 
results  in  prolonged  hospital  stays, 
which  have  their  own  costs  (to  the 
system  at  large)  and  expose  the  patient 
to  potential  iatrogenic  complications.  If 
a  new  technology  add-on  payment  is 
available,  the  commenter  believed  that 
Voraxaze®  would  become  the  standard 
of  care  for  methotrexate  toxicity  and 
enable  a  more  rapid  discharge  of  the 
patient  from  the  inpatient  setting. 
Another  commenter  stated  that  it 
believed  “certain  new  biologic  agents 
that  prevent  toxicity  but  have  high  drug 
acquisition  costs  are  underused  because 
of  financial  disincentives,”  and  cited 
this  technology  as  an  example.  The 


commenter  noted  that  this  technology 
“can  reduce  the  need  for  dialysis, 
reduce  morbidity  and  decrease  the 
length  of  hospital  stay,”  and  cited  this 
background  as  an  oncologist  for  support. 

Response:  After  reviewing  the  totality 
of  the  evidence  and  the  public 
comments  we  received,  we  agree  that 
Voraxaze®  represents  a  substantial 
clinical  improvement  for  Medicare 
beneficiaries.  It  appears  that  Voraxaze® 
is  less  time  intensive  and  allows  select 
patient  populations  to  avoid  risks 
associated  with  current  treatment 
options.  Also,  Voraxaze®  is  able  to  treat 
patients  who  have  toxic  MTX 
concentrations  in  a  more  effective  and 
rapid  way  than  existing  treatment 
options  in  certain  situations,  and 
provides  protection  to  eligible  patient 
populations  against  potential  harm 
associated  with  current  treatment 
options.  Specifically,  the  applicant 
provided  the  results  from  a  study  of  23 
patients  diagnosed  with  MTX-induced 
renal  dysfunction  treated  with 
Voraxaze®.  Based  on  the  clinical  trial 
data,  the  administration  of  Voraxaze® 
lowered  toxic  MTX  concentrations  in 
patients  within  15  minutes  after  the 
administration  by  more  than  98  percent. 
Therefore,  we  believe  that  Voraxaze® 
represents  a  substantial  clinical 
improvement  for  Medicare  beneficiaries. 
However,  we  remain  interested  in 
seeing  clinical  endpoints  that  show  that 
reduction  in  methotrexate  levels  leads 
to  improved  renal  function. 

Voraxaze®  has  met  all  three  criteria 
for  new  technology  add-on  payments 
and  is  eligible  for  new  technology  add¬ 
on  payments  in  FY  2013.  Cases  of 
Voraxaze®  will  be  identified  with  ICD- 
9-CM  procedure  code  00.95  (Injection 
or  infusion  of  glucarpidase).  The  cost  of 
Voraxaze®  is  $22,500  per  vial.  The 
applicant  stated  that  an  average  of  four 
vials  is  used  per  Medicare  beneficiary. 
Therefore,  the  average  cost  per  case  for 
Voraxaze®  is  $90,000  ($22,500  x  4). 
Under  §  412.88(a)(2),  new  technology 
add-on  payments  are  limited  to  the 
lesser  of  50  percent  of  the  average  cost 
of  the  technology  or  50  percent  of  the 
costs  in  excess  of  the  MS-DRG  payment 
for  the  case.  As  a  result,  the  maximum 
new  technology  add-on  payment  for 
Voraxaze®  is  $45,000  per  case. 

b.  DIFICID™  (Fidaxomicin)  Tablets 

Optimer  Pharmaceuticals,  Inc. 
submitted  an  application  for  new 
technology  add-on  payments  for  FY 
2013  for  the  use  of  DIFICIDtm 
(Fidaxomicin)  tablets.  In  the  proposed 
rule,  we  summarized  this  application 
and  stated  that  the  applicant  asserts  that 
Fidaxomicin  is  a  major  clinical 
advancement  in  the  options  available  to 
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treat  Clostridium  difficile-associated 
diarrhea  (CDAD). 

Clostridium  difficile  (C.  Diff.)  is  a 
bacterium  that  can  cause  infection  with 
symptoms  that  range  from  diarrhea  to 
life-threatening  inflammation  of  the 
colon,  and  is  also  commonly  referred  to 
as  CDAD.  The  symptoms  associated 
with  CDAD  can  be  treated  by  stopping 
administration  of  an  antibiotic  because 
often  antibiotics  can  alter  the  native 
intestinal  microflora  and  thus  trigger 
CDAD.  For  mild  cases  of  CDAD,  this 
step  may  be  sufficient  to  relieve  the 
associated  symptoms.  However,  many 
patients  who  have  been  diagnosed  with 
more  severe  cases  of  CDAD  require 
further  treatment.  Further  treatment 
options  include  prescribing  antibiotics 
such  as  Metronidazole  or  Vancomycin, 
prescribing  probiotics  administered  in 
conjunction  with  antibiotics,  and 
performing  surgery  using  a  fecal 
transplant  to  restore  healthy  intestinal 
bacteria  by  placing  donor  stool  in  the 
colon.  According  to  the  applicant,  about 
one-fourth  of  the  patients  diagnosed 
with  CDAD  experience  a  recurrence  of 
these  associated  symptoms. 

As  indicated  on  the  labeling 
submitted  to  the  FDA,  the  applicant 
noted  that  Fidaxomicin  is  taken  twice  a 
day  as  a  daily  dosage  (200  mg  tablet 
twice  daily  =  400  mg  per  day)  as  an  oral 
antibiotic.  The  applicant  asserts  that 
Fidaxomicin  provides  potent 
bactericidal  activity  against  C.  Diff.,  and 
moderate  bactericidal  activity  against 
certain  other  gram-positive  organisms, 
such  as  enterococcus  and 
staphylococcus.  Unlike  other  antibiotics 
used  to  treat  CDAD,  the  applicant  noted 
that  the  effects  of  Fidaxomicin  preserve 
bacteroides  organisms  in  the  fecal  flora. 
These  are  markers  of  normal  anaerobic 
microflora.  The  applicant  asserts  that 
this  helps  prevent  pathogen 
introduction  or  persistence,  which 
potentially  inhibits  the  re-emergence  of 
C.  Diff.,  and  reduces  the  likelihood  of 
overgrowths  as  a  result  of  vancomycin- 
resistant  Enterococcus  (VRE).  Because  of 
this  narrow  spectrum  of  activity,  the 
applicant  asserts  that  Fidaxomicin  does 
not  alter  this  native  intestinal 

micro  flora.27 

With  regard  to  the  newness  criterion, 
Fidaxomicin  was  approved  by  the  FDA 
on  May  27,  2011,  for  the  treatment  of 
CDAD  in  adult  patients,  18  years  of  age 
and  older.  Fidaxomicin  was 
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commercially  available  on  the  market 
within  7  weeks  after  the  FDA’s  approval 
was  granted.  Currently,  there  are  not 
any  ICD-9-CM  diagnosis  or  procedure 
codes  that  exist  to  uniquely  identify  the 
use  of  Fidaxomicin,  or  any  oral  drug,  as 
a  procedure.  Optimer  submitted  a 
request  to  the  ICD-9-CM  Coordination 
and  Maintenance  Committee  for  a  new 
ICD-9-CM  procedure  code,  which  was 
discussed  at  the  committee’s  meeting  on 
March  5,  2012.  For  further  information 
regarding  the  code  proposal,  we  refer 
readers  to  the  CMS  Web  site  at;  http:// 
www.cms.hhs.gov/Medicare/Coding/ 
lCD9ProviderDiagnosticCodes/lCD-9- 
CM-C-and-M-Meeting-Materials.html. 

In  the  proposed  rule,  we  stated  that 
we  believe  that  under  our  current  new 
technology  add-on  payment  policy, 
eligibility  for  consideration  for  new 
technology  add-on  payments  is  limited 
to  new  technologies  associated  with 
procedures  described  by  ICD-9-CM 
codes.  In  the  FY  2002  IPPS  final  rule, 
we  established  the  framework  for  our 
current  policy  (66  FR  46907  through 
46915).  The  discussion  of  technologies 
in  that  rule  focuses  on  those 
technologies  identifiable  by  ICD-9-CM 
codes.  We  also  discuss  in  response  to 
comments  the  feasibility  and 
appropriateness  of  HCPCS  codes  and  V- 
codes.  Similar  to  ICD-9-CM  codes, 
HCPCS  codes  are  also  a  procedure-based 
system  and  identify  procedures.  We 
noted  in  that  rule  that  V-codes  would 
not  be  appropriate  to  use  for 
identification  of  new  technology 
because  they  are  not  a  substitute  for  - 
procedure  coding.  Volume  3  of  ICD-9- 
CM  contains  codes  that  describe 
inpatient  procedures  (65  FR  50325).  In 
other  words,  we  have  not  considered 
drugs  that  are  only  taken  orally  to  be 
eligible  for  consideration  for  new 
technology  add-on  payments,  because 
there  is  no  procedure  associated  with 
these  drugs  and,  therefore,  no  ICD-9- 
CM  code(s). 

As  we  stated  in  the  proposed  rule, 
this  interpretation  is  also  consistent 
with  other  Medicare  payment  policies. 
For  example,  when  drugs  taken  orally 
are  given  as  part  of  an  outpatient 
encounter,  they  would  likely  be 
considered  self-administered  drugs 
under  the  Hospital  Outpatient 
Prospective  Payment  System  (OPPS).  If 
a  Medicare  beneficiary  who  has 
outpatient  status  were  to  be  provided  a 
self-administered  drug  by  a  hospital  or 
wholly-owned  or  wholly-operated  entity 
of  that  hospital  and  that  beneficiary 
were  subsequently  admitted  to  that 
hospital  for  a  related  reason  within 
three  days,  the  hospital  may  not  include 
these  self-administered  drugs  on  the 
inpatient  bill  (under  the  3-day  payment 


window  policy),  because  self- 
administered  drugs  are  not  covered 
under  the  OPPS.  However,  they  would 
be  required  to  include  nondiagnostic 
services  related  to  admission  and  all 
other  diagnostic  services  on  the 
inpatient  bill  (under  the  3-day  payment 
window). 

We  invited  public  comment  on  our 
interpretation  of  our  policy  regarding 
drugs  that  are  only  self-administered  for 
consideration  for  new  technology  add¬ 
on  payments.  Further,  we  invited  public 
comment  on  whether  or  not 
Fidaxomicin  meets  the  newness 
criterion. 

Comment:  A  number  of  public 
commenters,  including  the  applicant, 
stated  that  the  technology  meets  the 
newness  criterion.  Specifically, 
commenters  discussed:  (1)  The  ICD-9- 
CM  coding  for  this  technology,  (2)  the 
statutory  authority  for  the  policy  in 
relation  to  the  coding  of  oral  therapies, 

(3)  CMS’  current  policy  and  practices 
regarding  coding,  (4)  CMS’  practices 
with  regard  to  establishing  new  codes  to 
implement  payment  policies,  (5)  the  use 
of  V-codes  in  the  ICli-9-CM  system  for 
oral  drugs,  and  (6)  the  non-ICD-9-CM 
options  for  coding  this  technology  for 
the  new  technology  add-on  payments. 
We  summarize  each  issue,  in  turn,  in 
the  following  comments  and  responses 
below. 

Response:  We  appreciate  the 
commenters’  supporting  rationale  for 
how  this  technology  meets  the  newness 
criterion  under  the  new  technology  add¬ 
on  payment  policy.  We  respond  to  each 
of  the  six  points,  in  turn,  below.  We 
note  that,  as  a  result  of  our  analysis  of 
the  public  comments  we  received,  in 
our  responses  below,  we,  in  this  final 
rule,  revised  our  policy  to  allow  the  use 
of  National  Drug  Codes  (NDCs)  to 
identify  oral  medications  that  have  no 
inpatient  procedure  for  the  purposes  of 
new  technology  add-on  payments.  This 
change  will  be  effective  for  payments  for 
discharges  occurring  on  or  after  October 
1,  2012.  We  note  that  this  does  not 
preclude  CMS  from  using  additional 
iCD-9-CM  procedure  or  diagnosis  codes 
to  identify  cases  for  this  new  technology 
in  conjunction  with  NDCs.  In  particular, 
for  this  technology,  we  established  a 
methodology  to  identify  cases  for  new 
technology  add-on  payments  by  using 
the  NDC  for  the  drug  (52015-0080-01) 
and  ICD-9-CM  diagnosis  code  008.45, 
Intestinal  infection  due  to  Clostridium 
difficile.  Furthermore,  we  establish  that 
the  beginning  of  the  newness  period  for 
this  technology  is  its  FDA  approval  date 
of  May  27,  2011. 

Comment:  The  applicant  submitted  a 
public  comment  asserting  that  it 
believed  that  an  ICD-9-CM  procedure 
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code  would  be  the  “best  option”  and 
noted  that  this  should  be  limited  to  the 
“sole  purpose  of  tracking  use  of  the 
product”  for  new  technology  add-on 
payments.  The  applicant  indicated  that 
it  did  not  believe  this  created  a 
precedent  for  inpatient  procedure 
coding. 

Response:  With  regard  to  use  of  an 
ICD-9-CM  procedure  code  for  this 
technology,  subsequent  to  and  as 
recommended  by  CMS  at  the  March  12, 
2012  ICD-9-CM  Coordination  and 
Maintenance  (C&M)  Committee  meeting, 
no  new  ICD-9-CM  procedure  code  for 
the  administration  of  this  technology 
was  created.  Public  comments  received 
during  and  subsequent  to  the  public 
meetings  opposed  the  establishment  and 
addition  of  codes  for  self-administered 
drugs.  The  commenters  stated  that  this 
type  of  service  has  never  been  included 
in  ICD-9-CM  procedure  codes.  Other 
commenters  believed  that  such  an 
addition  to  the  ICD-9-CM  system 
would  be  setting  a  major  new  precedent. 
Hospitals  currently  code  and  report 
procedures  and  more  invasive  services 
such  as  surgeries,  infusion  of  drugs,  and 
specialized  procedures  such  as  cardiac 
catheterizations.  Hospitals  do  not  code 
nor  report  self-administered  drugs. 

While  we  appreciate  the  commenters' 
belief  that  a  new  ICD-9-CM  procedure 
code  should  be  created  and  that  this 
code  could  be  limited  to  new 
technological  procedures  and  would 
thus  not  create  a  precedent  for  inpatient 
procedure  codes,  we  disagree  for  the 
reasons  stated  above  and  described  in 
more  detail  below.  While  the  ICD-9-CM 
procedure  coding  system  has  been  used 
to  create  codes  for  categories  of  service 
not  previously  coded  for  the  purpose  of 
new  technology  add-on  payments,  these 
new  codes  have  been  limited  to 
inpatient  procedures  associated  with 
their  respective  technologies.  The 
commenters  cited,  as  an  example,  the 
creation  of  procedure  code  00.11, 
Infusion  of  drotrecogin  alfa  (activated) 
[Xigris],  as  an  example  of  where  CMS 
has  “created  unique  new  ICD-9-CM 
codes  in  categories  of  service  that  did 
not  previously  exist.”  We  note  that 
infusions  of  drugs  have  been  part  of  the 
ICD-9-CM  inpatient  procedure  coding 
system  since  it  was  created  in  1979. 
Infusion  of  drugs  requires  specialized 
health  care  personnel  to  administer  the 
infusion  procedure.  Patients  taking  self- 
administered  drugs  do  not  require  the 
use  of  hospital  or  health  care  personnel 
to  perform  a  procedure.  Since  the 
inception  of  the  ICD-9-CM  coding 
system,  drugs  given  to  a  patient  through 
use  of  an  infusion  have  been  considered 
procedures  described  by  ICD-9-CM 


codes.  The  identification  of  a  patient 
taking  a  self-administered  drug  has 
never  been  described  by  ICD-9-CM 
codes  because  it  was  not  deemed  to  be 
a  hospital  procedure.  This  technology  is 
an  orally  administered  drug  and,  as 
noted  by  the  applicant  in  its  public 
comment,  “must  be  administered  orally 
to  effectively  treat  CDAD”.  Orally- 
administered  drugs  require  no  inpatient 
procedure  to  administer.  Therefore,  we 
believe  it  would  be  inappropriate  to 
establish  an  ICD— 9-CM  procedure  code 
for  their  administration,  even  for  the 
purpose  of  new  technology  add-on 
payments. 

Comment:  One  commenter  asserted 
that  the  statutory  authority  exists  for 
new  technology  add-on  payments  for 
oral  therapies  with  no  inpatient 
procedure  (that  is,  infusion).  The 
commenter  reiterated  our  statement  in 
the  proposed  rule  that,  “we  believe  that 
under  our  current  new  technology  add¬ 
on  payment  policy,  eligibility  *  *  *  is 
limited  to  new  technologies  associated 
with  procedure  codes  described  by  ICD- 
9-CM  codes”  (77  FR  27939).  Similarly, 
another  commenter  stated  that,  “CMS 
asked  whether  DIFICID'*'’'^  could  qualify 
under  the  statute  and  regulations  for 
new  technology  because  it  is  an  oral 
therapy.”  Both  commenters  stated  that 
the  proposed  rule  “does  not  assert  that 
there  is  any  corresponding  statutory  or 
regulatory  bar  to  granting  a  [new 
technology  add-on  payment]  to  an  oral 
therapy,  and  indeed  there  is  none.” 
Another  commenter  stated  that,  while 
self-administered  drugs  are  not  covered 
by  Part  B,  they  are  covered  by  Part  A. 
Another  commenter  stated  that,  “the 
fact  that  DIFICID'’’'^’  must  be 
administered  orally  to  effectively  treat 
[clostridium  dificile  associated  disease] 
should  not  preclude  it  from  being 
considered  under  the  [new  technology 
add-on]  policy.”  Commenters  pointed 
out  that  the  statute  “require[s]  that  the 
agency  ‘shall’  establish  a  mechanism  to 
recognize  costs  of  new  medical  services 
or  technologies  *  *  *  which  ‘shall' 
provide  for  additional  payment  when 
such  services  are  used.”  Another 
commenter  further  stated  that  it 
believed  that  “the  Congressional  intent 
was  explicit”  emd  stated  that  the  statute 
“allow[s]  ‘any  code  such  as  ICD-9-CM 
and  its  subsequent  revision’  (emphasis 
added  [in  the  public  comment]).” 
Another  commenter  stated  that,  “the 
FY2002  [final  rule  on  the  new 
technology  add-on  payment] 
exemplifies  CMS’  authority  and 
flexibility  to  use  codes  broadly  for  [the 
new  technology  add-on  payment],  if 
needed.”  Another  commenter 
recognized  that  the  statute  explicitly 


points  out  the  use  of  ICD-9-CM  codes, 
but  reminded  the  agency  that  they 
believed  that  “the  regulation  permits 
administrative  flexibility.” 

Additionally,  the  commenter  described 
the  application  form,  and  noted  that, 

“this  policy  document  includes  5 
specific  questions  not  necessarily 
reflected  directly  in  statute  or 
regulation.”  Of  the  five  items  pointed 
out  by  the  commenter,  four  refer  to  FDA 
approval,  and  one  to  ICD-9-CM 
procedure  coding. 

Response:  With  regard  to  the  question 
of  whether  or  not  statutory  authority 
exists  to  allow  new  technology  add-on 
payments  for  oral  medications  without 
inpatient  procedures  (that  is,  infusion), 
we  note  that,  as  the  commenters  pointed 
out,  in  the  proposed  rule,  we  did  not 
assert  that  such  statutory  authority  did 
not  exist.  We  believe  that  under  our 
current  new  technology  add-on  payment 
policy,  eligibility  for  new  technology 
add-on  payments  is  limited  to  new 
technologies  associated  with  procedure 
codes  described  by  ICD-9-CM  codes  (77 
FR  27939).  We  believe  that  the  statute 
could  be  interpreted  in  a  manner  that 
does  not  preclude  new  technology  add¬ 
on  payments  for  oral  medications  that 
have  no  inpatient  procedure  (that  is, 
infusion)  insofar  as  such  an  oral 
medication  meets  the  other  aspects  of 
the  newness  criterion  in  addition  to 
meeting  the  cost  and  substantial  clinical 
improvement  criteria.  We  interpret  our 
current  policy  as  limiting  new 
technology  add-on  payments  to 
technologies  associated  with  inpatient 
procedures,  as  described  in  the  FY  2002 
final  rule  on  CMS’  new  technology  add¬ 
on  payment  policy  (66  FR  46915).  We 
note  that  this  technology  is  the  first 
application  we  have  received  for  a 
technology  that  is  an  oral  medication 
where  no  inpatient  procedure  is 
associated.  In  light  of  public  comments 
we  received,  we  are  revising  our  policy 
to  allow  for  the  use  of  an  alternative 
code  set  to  identify  oral  medications 
where  no  inpatient  procedure  is 
associated  for  the  purposes  of  new 
technology  add-on  payments.  We  are 
establishing  the  use  of  NDCs  as  the 
alternative  code  set  for  this  purpose  and 
describe  our  rationale  for  this  particular 
code  set  in  response  to  comments 
below.  This  change  will  be  effective  for 
payments  for  discharges  occurring  on  or 
after  October  1,  2012.  We  note  that  this 
does  not  preclude  CMS  from  using 
additional  ICD-9-CM  procedure  or 
diagnosis  codes  to  identify  cases  for  this 
new  technology  in  conjunction  with  this 
alternative  code  set;  We  also  agree  with 
the  comment  that  these  oral  medications 
for  which  no  inpatient  procedure  is 
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associated  may  be  considered  self- 
administered  drugs  under  Part  B  and  are 
not  payable  under  the  outpatient 
prospective  payment  system  (OPPS).  We 
remind  hospitals  that,  although 
hospitals  are  required  to  bundle  related 
therapeutic  services  within  the  3  days 
prior  to  and  on  the  day  of  inpatient 
admission  on  the  inpatient  claim, 
hospitals  may  not  include  services  that 
are  not  payable  under  the  OPPS  within 
the  3  days  prior  to  and  on  the  day  of 
inpatient  admission  as  part  of  the 
inpatient  claim  (42  CFR  412.2(c)(5)). 

Comment:  Commenters  reviewed  our 
current  policy  and  practice  with  regard 
to  identification  of  new  technologies  for 
new  technology  add-on  payments.  They 
reiterated  statements  from  the  FY  2002 
final  rule  on  CMS’  new  technology  add¬ 
on  payment  policy,  while  one 
commenter  pointed  out  that,  “CMS 
considered  several  coding  options  to 
track  new  procedures  and  technologies 
*  *  *  and  discussed  use  of  ICD-9-CM 
V-codes,  HCPCS  Level  II  codes,  and  G 
codes  to  classify  new  technologies.” 
Another  commenter  stated  that  CMS  has 
in  the  past  created  ICD-9-CM  codes  for 
new  technology  add-on  payments,  and 
cited  as  an  example  the  creation  of 
procedure  code  00.11,  Infusion  of 
drotrecogin  alfa  (activated)  [Xigris],  as 
an  example  of  where  CMS  has  “created 
unique  new  ICD-9  codes  in  categories  of 
service  that  did  not  previously  exist.” 

Response:  With  regard  to  our  current 
policy  and  practice  on  the  use  of  code 
sets  to  identify  new  technologies  for 
new  technology  add-on  payments,  we 
appreciate  the  commenters’  input.  As 
we  stated  in  response  to  other  public 
comments,  we  interpret  our  current 
policy  as  limiting  new  technology  add¬ 
on  payments  to  technologies  associated 
with  inpatient  procedures,  as  described 
in  the  FY  2002  final  rule  on  the  new 
technology  add-on  payment  policy.  We 
note  that  this  technology  is  the  first 
application  we  have  received  for  a 
technology  that  is  an  oral  medication 
with  no  inpatient  procedure.  Also,  as 
we  stated  in  response  to  other 
comments,  we  point  out  that  the 
example  the  commenters  cite,  procedure 
code  00.11,  Infusion  of  drotrecogin  alfa 
(activated)  [Xigris],  is  for  an  infusion 
and  that  infusion  can  be  an  inpatient 
procedure. 

Comment:  Commenters  reviewed  our 
practice  with  regard  to  establishing  new 
codes  to  implement  Medicare  policies. 
Specifically,  they  mentioned  the 
creation  of  a  claim  modifier  to  reflect 
the  use  of  surgical  devices  that  CMS 
created  to  “implement  claims 
processing  of  a  new  policy”  and  also  the 
creation  of  policy  claim  codes  MX 
(wrong  surgery  on  patient),  MY  (wrong 


surgery  on  body  part),  and  MZ  (surgery 
on  wrong  patient)  to  identify  claims  to 
implement  a  national  coverage  decision 
regarding  certain  never  events.  They 
asserted  that  CMS  is  able  to  establish 
new  codes  to  implement  policies. 

Response:  With  regard  to  the 
examples  of  CMS’  practices  of 
establishing  new  codes  to  implement 
Medicare  policies,  we  appreciate  the 
commenters’  responses.  We  agree  that 
from  time  to  time  CMS  will  implement, 
as  needed,  new  codes  and  processes  to 
implement  Medicare  policies,  including 
payment  and  coverage  policies.  The 
examples  provided  by  the  commenters 
do  not  specifically  address  the  new 
technology  add-on  payment  policy, 
instead,  they  address  other  Medicare 
payment  policies  and  national  coverage 
decisions. 

Comment:  One  commenter  pointed 
out  that  V-codes  currently  exist  for  oral 
drugs.  Specifically,  the  commenter  cited 
code  V58.66  for  long  term  (current)  use 
of  aspirin  and  code  V58.68  for  long-term 
(current)  use  of  bisphosphonates.  The 
commenter  also  pointed  out  that  three 
codes  in  subcategory  V07.5  for  the  use 
of  agents  affecting  estrogen  receptors 
and  estrogen  levels  have  inclusion  notes 
for  multiple  medications,  some  of  which 
are  oral. 

Response:  With  regard  to  the 
existence  of  V-codes  for  oral  drugs,  we 
agree  with  the  commenters  that  V-codes 
exist  that  capture  the  long  term  use  of 
certain  drugs,  including  those  that  may 
be  orally  administered.  V-codes  are  used 
to  capture  additional  information  about 
factors  influencing  health  status  and 
contact  with  health  services.  The  codes 
for  long-term  (current)  drug  use  were 
created  to  assist  in  following  patients 
who  use  certain  drugs  over  a  long 
period  of  time.  The  codes  do  not 
necessarily  indicate  that  a  patient 
received  the  specific  drug  during  the 
current  health  care  encounter.  The 
patient  may  be  taking  the  drug  based  on 
a  prescription  received  during  a  prior 
health  care  encounter  and  did  not 
receive  it  during  the  current  encounter. 

However,  we  nave  not  adopted  the 
use  of  V-codes  for  use  in  the  new 
technology  add-on  payment  policy. 
Currently,  the  new  technology  add-on 
payment  policy  is  based  on  the  use  of 
ICD-9-CM  procedure  codes,  which 
indicate  that  a  procedure  or  service  is 
provided  during  the  hospital  stay.  The 
long-term  (current)  drug  use  V-codes 
described  do  not  provide  this 
information.  As  indicated  earlier,  the  V- 
codes  indicate  the  patient  has  been  on 
certain  drugs  on  a  long-term  basis,  and 
do  not  necessarily  indicate  that  the 
■  patient  received  the  drug  during  the 
current  health  care  encounter.  We 


continue  to  believe  that  V-codes  are  not 
appropriate  for  new  technology  add-on 
payments  because  we  do  not  believe  the 
nature  of  these  codes  appropriately 
identifies  new  technologies:  they 
indicate  that  some  circumstance  or 
problem  is  present  which  influences  the 
person’s  health  status,  but  is  not  in  itself 
a  current  illness  or  injury.  Common  V- 
codes  are  status  codes,  history  codes, 
aftercare  codes,  and  follow-up  codes.  In 
addition,  V-codes  do  not  identify  items 
related  to  current  resource  use  for  an 
inpatient  stay.  For  the  most  part,  V- 
codes  do  not  impact  the  DRG,  and  they 
are  not  taken  into  consideration  when 
forming  DRG  assignment  and,  thus,  are 
not  used  in  setting  relative  weights  for 
the  IPPS.  However,  we  note  that  we 
continue  to  explore  the  usefulness  of 
these  and  other  alternatives,  such  as 
those  available  in  ICD-10,  for  coding 
and  identifying  technologies  for  the 
purposes  of  new  technology  add-on 
payments. 

Comment:  One  commenter  described 
non-ICD-9-CM  alternatives  for  coding 
this  technology  for  the  purposes  of  the 
new  technology  add-on  payment  policy. 
One  option  described  by  the  commenter 
was  the  use  of  a  value  code  and 
condition  code  to  identify  this 
technology.  The  commenter  pointed  out 
that  a  value  code,  value  code  77, 
currently  exists  to  identify  when  a  new 
technology  add-on  payment  is  being 
claimed.  The  commenter  noted  that 
value  codes  are  used  with  condition 
codes,  and  suggested  that  an  option 
could  be  for  CMS  to  submit  a  request  to 
the  National  Uniform  Billing  Committee 
(NUBC)  for  a  “unique  Condition  Code  to 
describe  DIFICID™  administration.”  A 
second  option  described  by  the 
commenters  was  to  use  a  national  drug 
code  (NDC)  on  the  claim  to  identify  the 
technology  for  the  purposes  of  new 
technology  add-on  payments.  The 
commenter  described  two  ways  to 
implement  such  an  option,  one  where 
the  NDC  would  be  used  in  isolation  (as 
product  information  in  Box  80  of  the 
UB-04  claims  form)  and  one  where  it 
would  be  used  in  combination  with 
ICD-9  diagnosis  code  008.45,  Intestinal 
infection  due  to  Clostridium  difficile 
(where  the  NDC  would  be  reported  on 
the  UB-04  in  Box  43  and  the  diagnosis 
code  reported  on  the  UB-04  in  Box  65). 
The  commenter  pointed  out  that  using 
the  NDC  in  isolation  may  require 
hospitals  to  “make  changes  to  their 
billing  systems”  and  that  using  the  NDC 
in  combination  with  a  diagnosis  code 
may  require  hospitals  to  “make 
substantial  reprogramming  to  their 
systems.”  Because  of  the  possibility  that 
hospitals  may  need  to  make  changes. 
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the  commenter  stated  that  they  believed 
that  other  options  would  be  preferable 
and  that  an  1CD-9-CM  code  is  the  "best 
option.” 

Response:  With  regard  to  the  non- 
lCE)-9-CM  options  for  identihing  this 
technology  and  new  technologies  for 
new  technology  add-on  payments,  we 
appreciate  the  commenters’  suggestions. 
The  commenters  first  discussed  a  value 
code  or  condition  code  option  for 
identifying  new  technologies.  We  agree 
that  currently  value  code  77  is  used  to 
identih’  claims  for  new  technology  add¬ 
on  payments.  Commenters  suggested 
that  CMS  could  request  a  condition 
code  from  the  NLIBC  to  be  used  in 
conjunction  with  this  value  code  to 
identih'  this  new  technology.  While  we 
appreciate  the  commenters’  suggestion, 
we  believe  that  this  unnecessarily 
subjects  eligibility  for  new  technology 
add-on  payments  to  a  non-CMS  claims 
identifier  field.  Furthermore,  we  note 
that  even  on  an  expedited  basis,  it  is  not 
likely  that  the  NUBC  process  would 
necessarily  result  in  the  timely  creation 
of  a  condition  code  to  identify  this 
technology.  Therefore,  w'e  disagree  with 
the  commenters  that  this  is  a  feasible 
option  for  coding  and  identifying 
technologies  for  the  purposes  of  new 
technology  add-on  payments. 
Commenters  then  discussed  two  w’ays  to 
use  the  NDC  to  identify  this  technology. 
We  agree  that  NDCs  can  be  used  to 
identify'  drugs  and  that,  in  the  instance 
where  no  inpatient  procedures  are 
associated  with  a  drug,  the  NDC  could 
be  used  to  identify  an  oral  drug  for  new 
technology  add-on  payments.  While 
commenters  .stated  that  they  believed 
this  may  require  hospitals  to  change 
their  “billing  practices”  or  “make 
substantial  reprogramming  to  their 
systems,”  we  believe  that  these  changes, 
insofar  as  they  might  be  needed,  would 
not  represent  a  large  burden  for 
hospitals.  We  note  that  currently  the 
NDC  code  is  used  on  outpatient  claims 
for  the  ESRD-PPS  to  identify  oral 
equivalent  ESRD  drugs.  We  further  note 
that  the  hospital  would  be  required  to 
report  the  NDC  code  for  the  purposes  of 
new  technology  add-on  payments  so 
that  it  could  receive  a  new  technology 
add-on  payment  which,  by  definition,  is 
an  increase  relative  to  the  payment  they 
w’ould  have  received  in  the  absence  of 
such  an  add-on  payment.  Specifically, 
the  commenter  discussed  using  the  NDC 
in  Box  43  in  conjunction  with  the 
diagnosis  code  008.45  (Intestinal 
infection  due  to  Clostridium  difficile)  or 
using  the  NDC  as  product  information 
in  Box  80.  We  agree  with  the  applicant 
and  the  other  commenters  that  it  is 
important  to  identify  cases  for  new 


technology  add-on  payments  using  the 
diagnosis  code  008.45.  Because  the  NDC 
can  specifically  identify  this  technology, 
and  other  technologies  that  are  oral 
drugs  where  no  inpatient  procedure  is 
associated,  we  believe  it  can  be  used  to 
identify'  these  technologies  for  purposes 
of  new  technology  add-on  payments. 

We  continue  to  believe  our  current 
policy  to  recognize  new  technologies 
associated  w'ith  inpatient  procedures 
through  ICD-9-CM  coding  is 
appropriate  and,  in  response  to  public 
comments  we  received,  are  expanding 
our  policy  prospectively  for  discharges 
occurring  on  or  after  October  1,  2012,  to 
recognize  oral  medications  where  no 
inpatient  procedure  can  be  associated 
through  the  coding  of  NDCs.  In  the  case 
of  this  application,  we  agree  with  the 
commenter  that  the  NDC  code  of  52015- 
0080-01  can  be  used  in  conjunction 
with  diagnosis  code  008.45  to  identify’ 
the  use  of  this  technology,  and  establish 
that  the  use  of  both  codes  will  identify 
this  technology  for  the  purposes  of  new 
technology  add-on  payments.  We 
discuss  our  broader  policy  change  to 
allow  NDCs  as  an  alternative  code  set  to 
identify  oral  drugs  where  no  inpatient 
procedure  is  associated  in  response  to 
other  comments. 

With  regard  to  the  cost  criterion, 
Optimer  researched  the  FY  2010 
MedPAR  file  for  cases  that  would  be 
eligible  for  treatment  with  Fidaxomicin 
to  determine  if  it  would  qualify'  for  the 
cost  criterion  for  new  technology  add-on 
payments.  Based  on  its  analysis,  the 
applicant  identified  cases  in  which  a 
patient  had  been  diagnosed  with  CDAD 
by  searching  the  MedPAR  file  for  claims 
that  included  ICD-9-CM  diagnosis  code 
008.45  (Intestinal  infection  due  to 
Clostridium  difficile)  as  a  principal 
diagnosis  or  secondary  diagnosis. 
Optimer  provided  three  examples  of 
how  the  results  of  the  analyses  of 
different  MS-DRGs  demonstrate  that  it  , 
meets  the  cost  criterion. 

Under  the  first  analysis,  the  applicant 
researched  the  FY  2010  MedPAR  file  for 
cases  that  included  ICD-9-CM 
diagnosis  code  008.45  as  a  principal  or 
secondary  diagnosis  across  all  MS- 
DRGs.  The  applicant  found  162,310 
cases  within  536  MS-DRGs,  and 
determined  a  case-weighted  average 
standardized  charge  per  case  (excluding 
charges  for  the  cost  of  Fidaxomicin)  of 
$50,136.  Using  a  factor  of  6.5  percent  to 
inflate  the  charges  to  2012  rates  based 
on  the  Medical  Consumer  Price  Index 
(CPI),  the  applicant  determined  a  case 
weighted  standardized  charge  per  case 
that  equals  $53,394.  The  applicant  then 
added  the  charges  related  to  the  ' 
technology  to  the  inflated  charges. 
Finally,  the  applicant  determined  a  final 


case-weighted  average  standardized 
charge  per  case  of  $58,994,  which 
exceeds  the  case-weighted  threshold  of 
$43,673.  Because  the  final  case- 
weighted  average  standardized  charge 
per  case  for  the  applicable  MS-DRGs 
exceeds  the  case-weighted  threshold 
amount  in  this  first  analysis,  the 
applicant  maintains  that  Fidaxomicin 
meets  the  cost  criterion  for  new 
technologv  add-on  payments. 

Under  the  second  analysis,  the 
applicant  researched  the  FY  2010 
MedPAR  file  for  cases  that  included 
ICD-9-CM  diagnosis  code  008.45  only 
as  a  principal  diagnosis,  which  mapped 
to  MS-DRGs  371  (Major  Gastrointestinal 
Disorders  and  Peritoneal  Infections  with 
MCC),  372  (Major  Gastrointestinal 
Disorders  and  Peritoneal  Infections  with 
CC),  and  373  (Major  Gastrointestinal 
Disorders  and  Peritoneal  Infections 
without  CC/MCC).  The  applicant  found 
55,410  cases,  and  determined  a  case- 
weighted  average  standardized  charge 
per  case  (excluding  charges  for  the  cost 
of  Fidaxomicin)  of  $28,007.  Using  a 
factor  of  6.5  percent  to  inflate  the 
charges  to  2012  rates  based  on  the 
Medical  CPI,  the  applicant  determined  a 
case-weighted  standardized  charge  per 
case  that  equals  $29,828.  The  applicant 
then  added  the  charges  related  to  the 
drug  to  the  inflated  charges,  The 
applicant  then  determined  a  final  case- 
weighted  average  standardized  charge 
per  case  of  $35,428,  which  exceeds  the 
case-weighted  threshold  of  $34,730. 
Because  the  final  case-weighted  average 
standardized  charge  per  case  for  the 
applicable  MS-DRGs  exceeds  the  case- 
w'eighted  threshold  amount  in  this 
second  analysis,  the  applicant  maintains 
that  Fidaxomicin  meets  the  cost 
criterion  for  new  technology  add-on 
payments. 

Under  the  third  analysis,  the 
applicant  again  researched  the  FY  2010 
MedPAR  file  for  cases  that  included 
ICD-9-CM  diagnosis  code  008.45  as  a 
principal  or  secondary  diagnosis  across 
all  MS-DRGs.  The  applicant  then 
narrowed  the  results  of  the  analysis  to 
include  only  the  top  37  MS-DRGs  (in 
volume  of  cases),  which  accounted  for 
75  percent  of  all  cases.  The  applicant’s 
methodology  resulted  in  121,748  cases, 
and  the  applicant  determined  a  case- 
weighted  average  standardized  charge 
per  case  (excluding  charges  for  the  cost 
of  Fidaxomicin)  of  $45,523.  Using  a 
factor  of  6.5  percent  to  inflate  the 
charges  to  2012  rates  based  on  the 
Medical  CPI,  the  applicant  determined  a 
case-weighted  standardized  charge  per 
case  that  equals  $48,482.  The  applicant 
then  added  the  charges  related  to  the 
drug  to  the  inflated  charges.  The 
applicant  then  determined  a  final  case- 
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weighted  average  standardized  charge 
per  case  of  $54,082,  which  exceeds  the 
case-weighted  threshold  of  $42,452. 
Because  the  final  case-weighted  average 
standardized  charge  per  case  for  the 
applicable  MS-DRGs  exceeds  the  case- 
weighted  threshold  amount  in  this  third 
analysis,  the  applicant  maintains  that 
Fidaxomicin  meets  the  cost  criterion  for 
new  technology  add-on  payment^. 

In  the  three  analyses  discussed  above, 
the  applicant  submitted  data  related  to 
the  estimated  cost  and  charge  of  the 
drug  (using  a  charge  markup).  However, 
the  applicant  has  not  released  the  cost 
of  the  technology,  asserting  that  it  is 
proprietary  information.  The  applicant 
converted  the  cost  of  the  technology  to 
a  charge  using  a  charge  markup  (a  factor 
of  6.5  percent  based  on  the  Medical  CPI) 
that  represented  a  10-day  dosage. 

In  the  proposed  rule,  we  expressed 
concern  that  these  analyses  do  not  take 
into  account  situations  in  which 
patients  would  be  prescribed 
Fidaxomicin  later  in  the  duration  of 
their  inpatient  stay,  and  may  finish  the 
course  of  Fidaxomicin  sometime  after 
being  discharged  from  the  hospital.  In 
addition,  as  discussed  above,  if 
Fidaxomicin  is  prescribed  and  self- 
administered  during  the  3-day  period 
prior  to  admission  to  an  IPPS  hospital 
for  a  related  encounter,  we  do  not 
believe  that  this  service  is  payable 
under  the  OPPS,  and  we  do  not  believe 
that  charges  associated  with  it  can  be 
included  on  the  inpatient  claim 
submitted  to  Medicare  because  of  the  3- 
day  payment  window  policy.  Therefore, 
in  the  proposed  rule,  we  noted  that  it 
may  not  be  appropriate  to  include  in  the 
applicant’s  calculations  the  full  charges 
related  to  Fidaxomicin  and  the 
corresponding  proprietary  charges  for 
the  10-day  dose.  In  addition,  in  the 
proposed  rule,  we  stated  that  we 
believed  that  it  is  necessary  for  the 
applicant  to  adjust  its  estimates  to 
remove  from  the  MedPAR  file’s  claims 
for  the  charges  that  describe  other  types 
of  treatment  options  such  as 
Vancomycin,  since  use  of  these 
treatments  would  preclude  use  of 
Fidaxomicin.  Furthermore,  to  identify 
the  cases  that  may  be  eligible  for  the 
technology’s  use,  the  applicant 
researched  and  analyzed  claims  that 
included  ICD-9-CM  diagnosis  code 
008.45  as  the  principal  diagnosis  or  as 
the  principal  or  secondary  diagnosis. 
We  are  concerned  that  this  baseline  for 
eligible  ca3es  may  not  represent  the 
appropriate  universe  of  cases,  such  as  if 
all  MS-DRGs  were  considered  or  if  a 
subset  of  MS-DRGs  were  considered. 

We  invited  public  comment  on 
whether  or  not  Fidaxomicin  meets  the 
cost  criterion.  In  addition,  we  invited 


public  comment  on  the  methodologies 
used  by  the  applicant  in  its  analyses,  in 
particular  the  assumptions  made  about 
the  dosage  in  developing  the  cost 
analysis.  We  were  also  interested  in 
comments  about  the  applicant’s 
selection  of  claims  with  an  IGD-9-GM 
diagnosis  code  008.45  as  the  principal 
diagnosis  or  secondary  diagnosis,  and 
whether  those  cases  accurately 
represented  the  Medicare  population 
that  may  benefit  from  the  technology’s 
use. 

Comment:  The  applicant  submitted 
public  comments  responding  to  our 
concerns  from  the  proposed  rule.  Our 
first  concern  was  that  these  analyses  did 
not  take  into  account  situations  in 
which  patients  would  be  prescribed 
Fidaxomicin  later  in  the  duration  of 
their  inpatient  stay  and  may  finish  the 
course  of  Fidaxomicin  sometime  after 
being  discharged  from  the  hospital.  The 
applicant  responded  by  providing  a 
sample  of  claims  of  patients  that 
received  DIFIGID  during  their 
inpatient  stay  to  determine  the  amount 
of  days  that  DIFIGID™  is  used  within 
the  inpatient  setting.  The  applicant 
collected  116  inpatient  stays  across  26 
unique  MS-DRGs  for  patients  who 
received  DIFIGID™  during  their  stay  of 
which,  71  of  the  claims  were  Medicare 
fee-for-services  (FFS)  cases  which 
mapped  to  22  unique  MS-DRGs. 
Regarding  these  data  (from  all  116  cases) 
the  applicant  noted  the  following:  the 
average  length  of  stay  for  all  DIFIGID 
(Fidaxomicin)  cases  is  13.9  days;  on 
average,  patients  started  DIFIGID™ 
(Fidaxomicin)  on  day  6.7  of  their  stay; 
and  on  average,  patients  received 
DIFIGID™  for  6.2  days  of  their  stay. 
Using  the  subset  of  71  Medicare  claims 
also  demonstrated  that  patients  received 
DIFIGID  ™  on  average  of  6.2  days  of 
their  stay. 

Using  the  116  cases  from  the  sample, 
the  applicant  computed  a  case-weighted 
average  standardized  charge  per  case  of 
$92,684,  which  exceeds  the  case- 
weighted  threshold  of  $45,388.  The 
applicant  also  conducted  a  similar 
analysis  using  the  Medicare  subset  of  71 
Medicare  cases.  The  applicant 
computed  a  case-weighted  average 
standardized  charge  per  case  of 
$100,146,  which  exceeds  the  case- 
weighted  threshold  of  $44,980.  Because 
the  case-weighted  average  standardized 
charge  per  case  for  both  scenarios 
exceeds  the  case-weighted  threshold 
amount  (in  both  scenarios),  the 
applicant  maintains  that  Fidaxomicin 
meets  the  cost  criterion  for  new 
technology  add-on  payments. 

Our  second  concern  was  with  regard 
to  the  3-day  payment  window.  If 
Fidaxomicin  is  prescribed  and  self- 


administered  during  the  3-day  period 
prior  to  admission  to  an  IPPS  hospital 
for  a  related  encounter,  as  we  noted  in 
the  proposed  rule,  we  do  not  believe 
that  this  service  is  payable  under  the 
OPPS,  and  we  do  not  believe  that 
charges  associated  with  it  can  be 
included  on  the  inpatient  claim 
submitted  to  Medicare  because  of  the  3- 
day  payment  window  policy.  Therefore, 
it  may  not  be  appropriate  to  include  in 
the  applicant’s  calculations  the  full 
charges  related  to  Fidaxomicin  and  the 
corresponding  proprietary  charges  for 
the  10-day  dose.  The  applicant  noted 
that  all  cases  from  the  sample  data  show 
that  treatment  was  initiated  well  after 
admission  to  the  inpatient  setting.  Even 
for  those  patients  who  presented  at 
admission  with  a  Clostridium  difficile 
infection  (GDI)  diagnosis,  DIFIGID 
(Fidaxomicin)  began  an  average  of  4.6 
days  after  the  patient  was  admitted.  The 
applicant  believed  that  these  data 
address  GMS’  concern  over  the  potential 
for  outpatient  administration  of 
DIFIGID™  (Fidaxomicin)  prior  to 
inpatient  admission.  The  applicant 
asserted  that  to  date,  utilization  patterns 
of  DIFIGID™  (Fidaxomicin)  show  that 
the  drug  is  used  primarily  in  the 
inpatient  setting  and  that  outpatient  use 
prior  to  admission  is  very  limited. 

Our  thi  1  concern  was  that  the 
applicant’s  analyses  may  not  represent 
the  appropriate  universe  of  cases,  such 
as  if  all  MS-DRGs  were  considered  or  if 
a  subset  of  MS-DRGs  were  considered. 
The  applicant  reiterated  that  it 
submitted  three  different  types  of 
MedPAR  analysis,  one  of  which 
captured  all  cases  where  G.  Difficile 
infection  (GDI)  occurred.  The  applicant, 
added  that  the  first  MedPAR  analysis 
contained  no  restrictions  on  its  search 
for  cases  of  GDI  and  as  such  should 
represent  the  complete  universe  of 
patients  who  may  be  eligible  for 
DIFIGID  ™.  The  applicant  further  stated 
that  its  data  sample  of  116  inpatient 
claims  contains  the  actual  MS-DRGs 
and  standardized  charges  of  patients 
who  received  DIFIGID  ™  which  meets 
the  cost  criteria. 

The  applicant  noted  that  the  sample 
data  (of  116  claims)  does  not  represent 
the  full  universe  of  eligible  DIFIGID  ™ 
(Fidaxomicin)  patients  for  the  following 
reasons:  First,  because  DIFIGID  ™  was 
new,  the  applicant  asserted  that 
hospitals  may  not  have  been  aware  of 
the  full  benefit  of  the  drug.  Second,  the 
applicant  asserted  that  hospitals  may 
haye  believed  they  were  not  adequately 
compensated  for  the  cost  of  DIFIGID  ™ 
within  the  existing  MS-DRG  payment 
and,  therefore,  may  not  have  considered 
DIFIGID  ™  for  treatment  except  in  cases 
where  the  patient’s  costs  were 
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significantly  higher  than  average  and 
additional  outlier  payments  were 
anticipated.  The  applicant  concluded 
that  it  believed  that  its  original  analysis 
of  the  FY  2010  MedPAR  data  with  all 
patients  diagnosed  with  GDI  during 
their  inpatient  stay  represents  the  full 
universe  of  potential  DIFICID  ™  cases, 
and  is  the  most  appropriate  case 
scenario  for  purposes  of  calculating ' 
DIFICID  '’^’'s  (Fidaxomicin’s) 
qualifications  for  the  new  technology 
add-on  payment  cost  criterion. 

We  were  also  concerned  that  it  is 
necessary  for  the  applicant  to  adjust  its 
estimates  to  remove  from  the  MedPAR 
file’s  claims  the  charges  that  describe 
other  types  of  treatment  options  such  as 
Vancomycin  because  use  of  these 
treatments  would  preclude  use  of 
Fidaxomicin.  The  applicant  replied  in 
its  comment  that  it  performed  a  cost 
criterion  estimate  with  DIFICID™ 
removed  from  the  inflation-adjusted 
weighted  average  standardized  charge. 
The  applicant  explored  additional  data 
analyses  to  separate  Vancomycin 
charges  from  the  total  MedPAR  charges. 
However,  the  applicant  asserted  that  no 
approach  was  viable  due  to  (1)  Lack  of 
distinct  coding  to  identify  inpatient 
cases  in  which  V'ancomycin  was 
administered,  (2)  lack  of  data  on 
Vancomycin  dosing  per  case,  and  (3) 
lack  of  data  on  the  appropriate  hospital 
mark-up  applied  to  Vancomycin  costs. 
Therefore,  the  applicant  stated  that  it 
believed,  in  the  absence  of  data  to 
estimate  V'ancomycin  charges  included 
in  the  MedPAR  GDI  cases,  one 
methodology  to  approximate  this  was 
by,  removing  the  inflated  adjusted 
charges  for  DIFIGID  ™  from  the  case- 
weighted  average  standardized  charge 
per  case  of  the  first  scenario.  The 
applicant  also  noted  that,  although  it 
determined  an  average  use  of 
DIFIGID  for  6.2  days  within  the 
inpatient  setting  based  on  the  sample  of 
116  claims,  it  recommended  that  GMS 
consider  6.5  days  of  inpatient 
administration  of  DIFIGID  The 
applicant  justified  this  increase  based 
on  its  belief  that  hospitals  and 
physicians  will  use  it  more.  In 
particular,  the  applicant  believed  that 
the  increased  adoption  of  DIFIGID 
would  lead  to  earlier  prescription  of 
DIFIGID™  by  physicians  for  primary 
GDAD  treatment  in  the  inpatient  setting 
as  opposed  to  a  secondary  treatment. 
Using  this  methodology  (of  removing 
inflated  adjusted  charges  for  DIFIGID™ 
and  assuming  utilization  of  DIFIGID  '™ 
for  6.5  days  within  the  inpatient 
setting),  the  applicant  revised  its 
calculation  for  the  first  analysis  (w^hich 
included  all  cases  of  G.  Diff)  and 


determined  a  case-weighted  average 
standardized  charge  per  case  of  $55,214, 
which  exceeds  the  case-weighted 
threshold  of  $43,673.  Because  the  case- 
weighted  average  standardized  charge 
per  case  exceeds  the  case-weighted 
threshold  amount,  the  applicant 
maintains  that  Fidaxomicin  meets  the 
cost  criterion  for  new  technology  add-on 
payments. 

Response:  We  appreciate  the 
applicant’s  respon.se  to  our  concerns 
and  believe  that  the  sample  of  claims 
the  applicant  submitted  substantiates 
the  average  use  of  DIP’IGID™  within  the 
inpatient  setting.  We  agree  with  the 
applicant  that  the  appropriate  universe 
of  cases  is  the  fir.st  MedPAR  analysis 
which  contained  no  restrictions  on  its 
search  for  cases  of  GDI  and  as  such 
should  represent  the  complete  universe 
of  patients  who  may  be  eligible  for 
DIFIGID™.  However,  at  this  time  we 
believe  it  is  appropriate  to  use  an 
estimate  of  6.2  days  of  inpatient 
administration  of  DIFIGID™  from  the 
sample  of  claims  rather  than  the  6.5 
days  that  the  applicant  recommended. 
The  estimate  of  6.2  days  is  based  on 
actual  data  while  the  extra  0.3  days  (for 
a  total  of  6.5  days)  is  based  on  projected 
assumptions  by  the  applicant. 

Therefore,  we  are  revising  the 
applicant’s  analysis  described  above  of 
the  first  MedPAR  analysis  by 
substituting  6.2  days  instead  of  6.5  days 
for  the  administration  of  DIFIGID  '™ 
within  the  inpatient  setting.  We  also 
appreciate  the  applicant’s  discussion  of 
the  difficulties  associated  in  the 
removing  of  charges  associated  with 
Vancomycin,  which  represents  one 
potential  treatment  option  this 
technology  could  replace.  We  do  not 
disagree  with  the  applicant’s  suggestion 
to  remove  inflated  adjusted  charges  for 
DIFIGID™  as  an  alternative.  Using  this 
methodology  (of  removing  inflated 
adjusted  charges  for  DIFIGID  and 
assuming  utilization  of  DIFIGID™  for 
6.2  days  within  the  inpatient  setting), 
we  determined  a  case  weighted  average 
standardized  charge  per  case  of  $55,130, 
which  still  exceeds  the  case-weighted 
threshold  of  $43,673.  Because  the  case- 
weighted  average  standardized  charge 
per  case  exceeds  the  case-weighted 
threshold  amount,  w'e  believe  the 
applicant  has  met  the  cost  criterion. 

With  regard  to  the  substantial  clinical 
improvement  criterion,  in  the  proposed 
rule,  we  stated  that  the  applicant 
maintained  that  Fidaxomicin  represents 
a  substantial  clinical  improvement  to 
the  treatment  options  currently 
available.  According  to  the  applicant, 
Fidaxomicin  represents  the  first  major 
clinical  advancement  in  the  treatment 
options  available  to  address  GDAD  in 


more  than  25  years,  and  it  is  one  of  only 
two  agents  indicated  by  the  FDA  to  treat 
this  condition.  The  applicant  noted  that 
reports  from  its  clinical  trials  .show  that 
a  higher  proportion  of  patients  achieve 
positive  clinical  response  to  treatment 
with  Fidaxomicin  as  opposed  to 
treatment  with  Vancomycin.  The 
applicant  reported  that  these  patients 
did  not  experience  recurrences  of 
associated  symptoms  for  at  least  25  days 
after  the  end  of  treatment.  The  applicant 
a.sserted  that  Fidaxomicin  has  longer 
acting  antimicrobial  activity  and 
inhibits  spore  formation  in  C.  difficile  in 
vitro.  The  applicant  stated  that  C. 
difficile  cells  produce  spores  when 
exposed  to  air:  therefore,  transmission 
of  infection  occurs  even  when  the  cells 
themselves  are  killed. 

The  applicant  reported  on  two 
randomized,  double-blinded  trials.-^ 

A  non-inferiority  design  was  utilized  to 
demonstrate  the  efficacy  of 
administering  Fidaxomicin  (200  mg 
twice  daily  for  10  days)  compared  to 
administering  V'ancomycin  (125  mg  four 
times  daily  for  10  days)  to  adult  patients 
diagnosed  with  GDAD.  The 
demographic  profile  and  baseline  GDAD 
characteristics  of  the  subjects  enrolled 
in  both  trials  were  similar.  These 
patients  had  a  median  age  of  64  years, 
were  mainly  white  (90  percent),  female 
(58  percent),  and  inpatients  (63 
percent). 

The  applicant  reported  that  the 
primary  efficacy  endpoint  (for  both 
trials)  was  the  clinical  response  rate  at 
the  end  of  therapy,  based  upon 
improvement  in  diarrhea  or  other 
symptoms  such  that,  in  the 
investigator’s  judgment,  further  GDAD 
treatment  was  not  needed.  An 
additional  efficacy  endpoint  was  a 
sustained  clinical  response  25  days  after 
the  end  of  treatment.  Sustained 
response  was  only  evaluated  for  patients 
who  were  clinical  successes  at  the  end 
of  treatment.  Sustained  response  w'as 
defined  as  clinical  response  at  the  end 
of  treatment,  and  survival  without 
proven  or  suspected  reoccurrence  of  a 
diagnosis  of  GDAD  beyond  25  days  after 


-"Pivotal  trial  U)1.1.C.003;  Thomas  Louie. 

M.D.,  Mark  A.  Miller,  M.D.,  Kathleen  M.  Mullane, 
D.O.,  Karl  Weiss.  M.D.,  Arnold  Lentnek,  M.D.,  Yoav 
Golan.  M.D.,  Sherwood  Gorbach,  M.D.,  Pamela 
Sears,  Ph.D.,  and  Youe-Kong  .Shue,  Ph.D.  for  the 
OPT-80-003  Clinical  Study  Group.  Fidaxomicin 
versus  Vancomycin  for  Clostridium  difficile 
Infection.  S’  Engl  f  \Ied  2011;  364:422-431February 
3.  2011.  Attached  reference:  12  LouieNEIM201 1  .pdf 
Crook  D.  Weiss  K.  Comely  O.  Miller  M. 

Esposito  R.  Gorbach  8.  Randomized  Clinical  Trial 
(RCT)  in  Clostridium  difficile  Infection  (CDl) 
Confirms  Equivalent  Cure  Rate  and  Lower 
Recurrence  Rate  of  Fidaxomicin  (FDX)  versus 
Vancomycin  (VCN).  20th  European  Congress  of 
Clinical  Microbiology  and  Infectious  Diseases:  April 
10-13,  2010;  Vienna,  Austria. 
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the  end  of  treatment.  The  results  for 
clinical  response  at  the  end  of  treatment 
in  both  trials,  which  the  applicant 
submitted  in  the  table  below,  indicate 
that  the  effects  of  administering 
Fidaxomicin  is  noninferior  to  the  effects 
of  administering  Vancomycin  based  on 
the  95  percent  confidence  interval  (Cl) 
lower  limit  being  greater  than  the  non¬ 
inferiority  margin  of  - 10  percent. 

The  applicant  stated  that  the  results 
for  sustained  clinical  response  at  the 


end  of  the  follow-up  period,  also  shown 
in  the  table  below,  indicate  that  the 
effects  of  administering  Fidaxomicin  is 
superior  to  the  effects  of  administering 
Vancomycin  on  this  endpoint.  Because 
clinical  success  at  the  end  of  treatment 
and  mortality  rates  were  similar  across 
treatment  arms  (approximately  6 
percent  in  each  group),  the  applicant 
determined  that  the  differences  in 
sustained  clinical  response  were  due  to 
lower  rates  of  proven  or  suspected 


reoccurrence  of  diagnoses  of  CDAD  in 
patients  during  the  follow-up  period.  In 
addition,  the  applicant  asserts  that  the 
effects  of  administering  Fidaxomicin 
has  minimal  impact  on  normal  gut  flora 
due  to  its  limited  specificity,  and  could* 
be  associated  with  a  lower  risk  of 
acquisition  of  VRE  if  used  as  a  treatment 
option  instead  of  administering 
Vancomycin. 


Clinical  Response  Rates  at  End-of-Therapy  and  Sustained  Response  at  25  days  Post-Therapy 


Clinical  response  at  end  of  treatment 

Sustained  response  at  follow-up 

FIDAXOMICIN 
%  (N) 

]  Vancomycin  % 
i  (N) 

!  Difference  (95%  Cl) 

1 

FIDAXOMICIN  i 
%  (N) 

Vancomycin  % 
(N) 

Difference  (95%  Cl) 

T  rial  1  . 

Trial  2  . 

88%  (N=289) 
88%  (N=253) 

1  86%  (N=307) 

I  87%  (N=256) 

!  2.6%  (-2.9%,  8.0%) 
1.0%  (-4.8%,  6.8%) 

70%  (N=289) 

I  72%  (N=253) 

57%  (N=307) 

57%  (N=256) 

12.7%  (4.4%,  20.9%) 
14.6%  (5.8%,  23.3%) 

Based  on  the  analysis  described 
above,  the  applicant  asserts 
Fidaxomicin  meets  the  substantial 
clinical  improvement  criterion  as  a 
treatment  option  with  the  potential  to 
decrease  hospitalizations  and  physician 
office  visits,  as  well  as  to  improve  the 
quality  of  life  for  patients  who  have 
been  diagnosed  with  CDAD. 

We  expressed  concern  in  the 
proposed  rule  that  this  technology  may 
not  offer  a  substantial  clinical 
improvement  compared  to  other 
effective  treatment  alternatives  already 
available  in  the  treatment  of  patients 
who  have  been  diagnosed  with  CDAD. 

In  addition,  although  the  applicant 
maintains  that  there  is  no  evidence  of 
significant  clinical  resistance 
developing  with  the  use  of  this  drug,  in 
the  proposed  rule,  we  expressed 
concern  about  the  long-term  possibility 
that  patients  may  develop  resistance  to 
this  drug  since  the  applicant  provided 
no  data  to  substantiate  its  claim.  We 
invited  public  comment  on  whether  or 
not  Fidaxomicin  meets  the  substantial 
clinical  improvement  criterion  based  on 
the  analysis  and  results  presented  by  the 
applicant. 

Comment:  Regarding  our  concern  that 
the  technology  may  not  offer  a 
substantial  clinical  improvement,  the 
applicant  noted  that  “DIFICID™  is  the 
only  agent  proven  to  provide  a  superior 
sustained  clinical  response  versus 
Vancomycin — meaning  a  higher 
proportion  of  patients  achieve  clinical 
response  and  remain  free  of  potentially 
devastating  recurrences  through  25  days 
after  the  end  of  treatment  *  *  * 
Recurrences  are  a  unique  challenge  in 
the  management  of  CDAD  in  large  part 
due  to  the  ability  of  C.  difficile  to  form 
spores.”  The  applicant  also  noted  that 


its  technology  prevents  sporulation 
while  other  existing  medications  do  not. 
In  addition,  the  applicant  discussed  oral 
administration  as  being  “advantageous 
in  treating  CDAD”. 

Regarding  our  concern  about  the  long¬ 
term  possibility  that  patients  may 
develop  resistance  to  this  drug,  the 
applicant  responded  with  several  pieces 
of  information.  First,  the  applicant  cited 
advice  from  “antimicrobial  stewardship 
programs,  such  as  those  recommended 
by  the  CDC  ‘Get  Smart’  program 
[http://wwnv.cdc.gov/getsmart/)  and 
SHEA/IDSA  policy  [http:// 
www.idsociety.org/StewardshipPoIicy/ 
),”  which  the  applicant  noted,  “advise 
utilizing  the  most  narrow  spectrum 
agent  to  treat  an  infection  to  help 
decrease  the  likelihood  of  resistant 
development.”  The  applicant  believed 
Fidaxomicin  “uniquely  fits  in  this 
profile  as,  unlike  broad  spectrum 
antibacterial  drugs,  it  is  targeted 
specifically  against  C.  difficile  with 
minimal  impact  on  other  bacteria, 
including  the  normal  flora  found  in  the 
gastrointestinal  tract.”  Second,  the 
applicant  further  stated  that,  “The 
potential  for  resistance  to  antibacterial 
agents  increases  when  bacteria  are 
exposed  to  suboptimal  drug 
concentrations  at  the  site  of  infection. 
However,  DIFICID™  has  minimal 
absorption  from  the  intestines  and  fecal 
concentrations  that  are  >1000  times  that 
required  to  kill  C.  difficile.”  Third,  the 
applicant  also  noted  that,  “In  laboratory 
testing,  DIFICID  ™  exhibited  no 
crossresistance  with  other  classes  of 
antibacterial  drugs.”  and  “The  low 
potential  for  patients  to  develop 
resistance  to  DIFICID  ™  was  also 
demonstrated  in  two  pivotal  phase  3 
clinical  trials.”  Fourth,  the  applicant 


noted  that,  “resistance  to  treating  agents 
is  not  an  issue  with  this  disease,  as  it 
has  not  been  reported  with  the  other 
two  commonly  used  agents. 
Metronidazole  and  Vancomycin.” 
Further,  the  applicant  stated  that, 
“Despite  Metronidazole  and 
Vancomycin  being  utilized  to  treat  C. 
difficile  infection  (CDI)  and  C.  difficile- 
associated  diarrhea  (CDAD)  for  over  25 
years,  resistance  has  not  been  reported 
for  either  agent.”  Fifth,  the  applicant 
refers  to  the  SHEA/IDSA  guidelines 
noting  that  these  “specifically  state  that 
considering  the  high  fecal 
concentrations  achieved  with  oral 
Vancomycin,  emergence  of  resistance  is 
likely  not  a  concern.”  The  applicant 
then  concluded  that,  “Fidaxomicin  is 
similar  in  this  regard  given  its  extremely 
high  fecal  concentrations.”  and  that, 
“This  indicates  that  the  potential  for 
resistance  is  extremely  low  when 
treating  CDAD.” 

Response:  We  appreciate  the 
applicant’s  response  to  our  concerns 
from  the  proposed  rule.  We  considered 
this  information  in  our  decision  below 
on  whether  DIFICID^^'^’  meets  the 
substantial  clinical  improvement 
criterion. 

Comment:  Several  public  commenters 
stated  that  Fidaxomicin  meets  the 
substantial  clinical  improvement 
criterion.  One  commenter  noted,  “In  the 
past  year,  DIFICID^'^  clinically  has  been 
invaluable  in  treating  so’^  ie  of  these 
more  difficult  cases.  The  drug  has  been 
well  tolerated,  and  we  have  seen  fewer 
patients  with  recurrence  after  therapy 
with  DIFICIDTM  *  *  *  DIFICIDTM  is 
revolutionary  because  it  offers  a 
significant  advancement  that  we  have 
not  seen  in  previous  CDI  therapies: 
targeted  therapy  and  reduced 
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recurrences.”  Another  commenter 
expressed  support  for  the  literature, 
research,  and  data  pertaining  to  the  use 
of  DIFICID™  on  its  patients  with  C. 
difficile  infections.  The  commenter 
added  that  it  has  had  the  opportunity  to 
use  DIFICID'T'^’  on  a  few'  occasions  thus 
far  and  has  had  very  good  outcomes, 
especially  regarding  the  rapid 
improvement  in  symptoms. 

Response:  We  appreciate  the 
commenters’  input.  After  reviewing  the 
totality  of  the  evidence  and  the  public 
comments  we  received,  we  agree  with 
the  commenters  that  DIFICID™ 
(Fidaxomicin)  represents  a  substantial 
clinical  improvement  over  existing 
technologies.  We  believe  that  DIFICID™ 
represents  a  treatment  option  with  the 
potential  to  decrease  hospitalizations 
and  physician  office  visits,  and  reduce 
the  recurrence  of  CDAD,  as  well  as  to 
improve  the  quality  of  life  for  patients 
who  have  been  diagnosed  with  CDAD. 

Therefore,  DIFICID™  (Fidaxomicin) 
has  met  all  three  criteria  for  the  new 
technology  add-on  payment  policy  and 
is  eligible  for  new  technology  add-on 
payments  in  FY  2013.  Cases  of 
DIFICIDTM  (Fidaxomicin)  will  be 
identified  with  ICD-9-CM  diagnosis 
code  008:45  in  combination  with  NDC 
code  52015-0080-01.  Providers  must 
code  the  NDC  on  the  837i  Health  Care 
Claim  Institutional  form  (in 
combination  with  ICD-9-CM  diagnosis 
code  008.45)  in  order  to  receive  the  new 
technology  add-on  payment.  Further 
guidance  will  be  issued  after  this  final 
rule  with  how  to  code  the  NDC  code  on 
the  837i  form.  According  to  the 
applicant,  the  cost  of  DIFICID™ 
(Fidaxomicin)  is  S2,800  for  a  10-day 
dosage.  The  average  cost  per  dav  for 
DIFICIDT^^  is  S280  ($2,800/10).  As 
discussed  above,  cases  of  DIFICID™ 
(Fidaxomicin)  within  the  inpatient 
setting  typically  incur  an  average  dosage 
of  6.2  days,  which  results  in  an  average 
cost  per  case  for  DIFICID™  of  $1,736 
($280  X  6.2).  We  note,  as  stated  above  in 
our  discussion  of  the  cost  criteria,  we 
are  not  using  an  average  dosage  of  6.5 
days  for  DIFICID™  because  we  prefer  to 
rely  on  statistical  data  from  the  sample 
of  116  claims  that  received  DIFICID™ 
rather  than  information  based  on 
multiple  assumptions.  How'ever,  the 
applicant  is  welcome  to  submit 
additional  data  for  FY  2014  that 
demonstrate  changes  to  the  average 
dosage  of  6.2  days  (within  the  inpatient 
setting).  Under  §  412.88(a)(2),  new 
technology  add-on  payments  are  limited 
to  the  lesser  of  50  percent  of  the  average 
cost  of  the  technology  or  50  percent  of 
the  costs  in  excess  of  the  M^DRG 
payment  for  the  case.  As  a  result,  the 
maximum  new  technology  add-on 


payment  for  FY  2013  for  DIFICID^'^ 
(Fidaxomicin)  is  $868. 

c.  Zilver®  PTX®  Drug  Eluting  Stent 

Cook®  Medical  submitted  an 
application  for  new'  technology  add-on 
payments  for  the  Zilver®  PTX®  Drug 
Eluting  Stent  (Zilver®  PTX®)  for  FY 
2013.  In  the  proposed  rule,  we 
summarized  this  application.  The 
Zilver®  PTX®  is  intended  for  use  in  the 
treatment  of  peripheral  artery  disease 
(PAD)  of  the  above-the-knee 
femoropopliteal  arteries  (superficial 
femoral  arteries).  According  to  the 
applicant,  the  stent  is  percutaneously 
inserted  into  the  artery(s),  usually  by 
accessing  the  common  femoral  artery  in 
the  groin.  The  applicant  states  that  an 
introducer  catheter  is  inserted  over  the 
wire  guide  and  into  the  target  vessel 
where  the  lesion  will  first  be  treated 
with  an  angioplasty  balloon  to  prepare 
the  vessel  for  stenting.  The  applicant 
indicates  that  the  stent  is  selfi 
expanding,  made  of  nitinol  (nickel 
titanium),  and  is  coated  with  the  drug 
Paclitaxel.  Paclitaxel  is  a  drug  approved 
for  use  as  an  anticancer  agent  and  for 
use  with  coronary  stents  to  reduce  the 
risk  of  renarrowing  of  the  coronary 
arteries  after  stenting  procedures. 

The  applicant  maintains  that  there  are 
currently  no  FDA  approved  drug-eluting 
stents  used  for  superficial  femoral 
arteries.  At  the  time  of  the  proposed 
rule,  the  applicant  expected  to  receive 
FDA  approval  for  the  stent  in  the  second 
quarter  of  2012.  However,  at  the  time  of 
this  final  rule,  the  technology  has  still 
not  received  FDA  approval.  The 
technology  is  currently  described  by 
ICD-9-CM  procedure  code  00.60 
(Insertion  of  drug-eluting  stent(s)  of  the 
superficial  femoral  artery).  We  invited 
public  comment  regarding  how  the 
Zilver®  PTX®  meets  the  newness 
criterion. 

Comment:  The  applicant  stated  that  it 
received  a  letter  from  the  FDA 
indicating  that  the  FDA’s  Center  for 
Devices  and  Radiological  Health 
considers  the  device  to  be  “approvable.” 
The  applicant  added  that  it  expects 
formal  FDA  approval  before  September 
2012.  With  FDA  approval  imminent  and 
expected  before  the  implementation 
date  of  October  1,  2012,  the  applicant 
requested  that  the  “approvable”  letter 
from  the  FDA’s  Center  for  Devices  and 
Radiological  Health  be  allowed  to  serve 
as  a  proxy  for  FDA  approval. 

Response:  In  accordance  with 
§  412.87(c)  of  the  regulations,  we  require 
that  all  applicants  for  new  technology 
add-on  payments  must  have  FDA 
approval  or  clearance  for  their  new 
medical  service  or  technology  by  July  1 
of  each  year  prior  to  the  beginning  of  the 


fiscal  year  that  the  application  is  being 
considered.  Because  the  Zilver®  PTX®  is 
not  approved  by  the  FDA  as  of  such 
date,  we  cannot  consider  this 
application  for  new  technology  add-on 
payments  for  FY  2013.  Therefore,  the 
Zilver®  PTX®  does  not  meet  the 
newness  criteria. 

With  regard  to  the  cost  criterion,  the 
applicant  believes  that  cases  of 
superficial  femoral  arteries  typically 
map  to  MS-DRGs  252  (Other  Vascular 
Procedures  with  MCC),  253  (Other 
Vascular  Procedures  w'ith  CC),  and  254 
(Other  Vascular  Procedures  without  CC/ 
MCC).  The  applicant  searched  the  FY 
2009  MedPAR  file  for  cases  with  a 
procedure  code  of  39.90  (Insertion  of 
non-drug-eluting  peripheral  vessel 
stents)  in  combination  with  a  diagnosis 
code  of  440.20  (Atherosclerosis  of  the 
extremities,  unspecified),  440.21 
(Atherosclerosis  of  the  extremities,  with 
intermittent  claudication),  440.22 
(Atherosclerosis  of  the  extremities  with 
rest  pain),  440.23  (Atherosclerosis  of  the 
extremities  with  ulceration),  and  440.24 
(Atherosclerosis  of  the  extremities  with 
gangrene).  The  applicant  found  7,144 
cases  (or  24.4  percent  of  all  cases)  in 
MS-DRG  252;  9,146  cases  (or  31.2 
percent  of  all  cases)  in  MS-DRG  253; 
and  13,012  cases  (or  44.4  percent  of  all 
cases)  in  MS-DRG  254.  The  average 
charge  per  case  was  $78,765  for  MS- 
DRG  252,  $63,758  for  MS-DRG  253,  and' 
$47,586  for  MS-DRG  254,  equating  to  a 
case-weighted  average  charge  per  case  of 
$60,236. 

The  case-weighted  average  charge  per 
case  above  does  not  include  charges 
related  to  the  Zilver®  PTX®;  therefore,  it 
is  first  necessary  to  remove  the  amount 
of  charges  related  to  the  nondrug-eluting 
peripheral  vessel  stents  and  replace 
them  with  charges  related  to  the  Zilver® 
PTX®.  The  applicant  used  two 
methodologies  to  remove  the  charges  of 
the  nondrug-eluting  peripheral  vessel 
stents  and  replace  them  with  charges 
related  to  the  Zilver®  PTX®.  Although 
the  applicant  submitted  data  related  to 
the  estimated  cost  of  the  nondrug¬ 
eluting  peripheral  vessel  stents  and  the 
Zilver®  PTX®,  the  applicant  noted  that 
the  cost  of  these  devices  was  proprietary 
information. 

Under  the  first  methodology,  the 
applicant  determined  the  amount  of 
stents  per  case  based  on  the  following 
ICD-9-CM  codes  on  each  claim:  00.45 
(Insertion  of  one  vascular  stent),  00.46 
(Insertion  of  two  vascular  stents),  00.47 
(Insertion  of  three  vascular  stents)  and 
00.48  (Insertion  of  four  or  more  vascular 
stents).  If  a  claim  had  a  code  of  00.48, 
the  applicant  assumed  a  maximum  of 
four  stents  per  case.  The  applicant 
multiplied  the  amount  of  stents  used 
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per  case  by  the  average  market  price  for 
nondrug-eluting  peripheral  vessel  stents 
and  then  converted  the  cost  of  the  stents 
used  per  case  to  a  charge  by  dividing  the 
results  by  the  national  average  CCR  of 
0.329  for  supplies  and  equipment  (76 
FR  51571).  The  applicant  removed  the 
appropriate  amount  of  charges  per  case 
and  then  standardized  the  charges  per 
case.  Because  the  applicant  used  FY 
2009  MedPAR  data,  it  was  necessary  to 
inflate  the  charges  from  FY  2009  to  F'Y 
2012.  Using  data  from  the  U.S. 
Department  of  Labor  Bureau  of  Labor 
Statistics  Consumer  Price  Index,  the 
applicant  inflated  the  average 
standardized  charge  per  case  with  an 
inflation  factor  of  6  percent.  To 
determine  the  amount  of  Zilver®  PTX® 
stents  per  ca.se,  instead  of  using  the 
amount  of  stents  used  per  case  based  on 
the  ICD-9-CM  codes  above,  the 
applicant  used  an  average  of  1.9  stents 
per  case  based  on  the  Zilver®  PTX® 
Global  Registry  Clinical  Study.'“’  The 
applicant  believed  that  it  is  appropriate 
to  use  data  from  the  clinical  study  (to 
determine  the  average  amount  of  stents 
used  per  case)  rather  than  the  actual 
data  from  the  claims  because  the  length 
of  a  nondrug-eluting  peripheral  vessel 
stent  typically  ranges  from  80  mm  to 
120  mm.  while  the  length  of  the  Zilver® 
PTX®  is  80  mm  (which  could  cause  a 
variance  in  the  actual  amount  of  stents 
used  per  case  when  using  the  Zilver® 
PTX®).  Similar  to  above,  the  applicant 
multiplied  the  average  of  1.9  stents  used 
per  case  by  the  future  market  price  for 
the  Zilver®  PTX®  and  then  converted 
the  cost  of  the  stents  used  per  claim  to 
a  charge  by  dividing  the  results  by  the 
national  average  CCR  of  0.329  for* 
supplies  and  equipment.  The  applicant 
then  added  the  amount  of  charges 
related  to  the  Zilver®  PTX®  to  the 
inflated  average  standardized  charge  per 
case  and  determined  a  final  case- 
weighted  average  standardized  charge 
per  case  of  $60,014.  Using  the  FY  2013 
Table  10  thresholds,  the  case-weighted 
threshold  for  MS-DRGs  252,  253,  and 
254  was  $52,293  (all  calculations  above 
were  performed  using  unrounded 
numbers).  Because  the  case-weighted 
average  standardized  charge  per  case  for 
the  applicable  MS-DRGs  exceed  the 
case-weighted  threshold  amount,  the 


30Dake,  M.D.,  Ansel,  G.M.,  Jaff.  M.R.,  Ohki,  T., 
Saxon,  R.R.,  Smouse,  H.B.,  Zeller,  T.,  Roubin,  G.S., 
,  Burket,  M.W.,  Khatib,  Y.,  Snyder, S. A.,  Ragheb, 
A.O.,  White,  J.K.,  Machan,  L.S.(2011),  Paclitaxel- 
eluting  stents  show  superiority  to  balloon 
angioplasty  and  bare  metal  stents  in 
femoropopliteal  disease:  twelve-month  zilver  PTX 
randomized  study  results.  Girculation 
Cardiovascular  Interventions,  published  online 
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applicant  maintains  that  the  Zilver® 
PTX®  meets  the  cost  criterion. 

The  second  methodology  was  similar 
to  the  first  methodology  described 
above,  but  the  applicant  used  hospital- 
specific  CCRs  from  the  FY  2009  IPPS 
impact  file  to  convert  the  cost  of  the 
nondrug-eluting  peripheral  vessel  stents 
and  the  cost  of  the  Zilver®  PTX®  to 
charges.  In  summary,  the  applicant 
determined  the  amount  of  nondrug¬ 
eluting  peripheral  vessel  stents  used  per 
case  based  on  the  ICD-9-CM  codes  on 
each  claim  (as  discussed  above).  The 
applicant  multiplied  the  amount  of 
stents  used  per  case  by  the  average 
market  price  for  nondrug-eluting 
peripheral  vessel  stents  and  then 
converted  the  cost  of  the  stents  used  per 
case  to  a  charge  by  dividing  by  the 
hospital-specific  CCR  (from  the  FY  2009 
IPPS  impact  file).  The  applicant 
removed  the  appropriate  amount  of 
charges  per  case  and  then  standardized 
the  charges  per  case.  Similar  to  the  step 
described  above,  because  the  applicant 
used  FY  2009  MedPAR  data,  it  was 
necessary  to  inflate  the  charges  from  FY 
2009  to  FY  2012.  Using  data  from  the 
Bureau  of  Labor  Statistics  Consumer 
Price  Index,  the  applicant  inflated  the 
average  standardized  charge  per  case 
with  an  inflation  factor  of  6  percent.  To 
determine  the  amount  of  Zilver®  PTX® 
stents  per  case,  instead  of  using  the 
amount  of  stents  used  per  case  based  on 
the  ICD-9-CM  codes  above,  the 
applicant  used  an  average  of  1.9  stents 
per  case  based  on  the  Zilver®  PTX® 
Global  Registry  Clinical  Study  (because 
of  the  reason  stated  in  the  first 
methodology).  The  applicant  then 
multiplied  the  average  of  1.9  stents  used 
per  case  by  the  future  market  price  for 
the  Zilver®  PTX®  and  then  converted 
the  cost  of  the  stents  used  per  claim  to 
a  charge  by  dividing  the  results  by  the 
hospital-specific  CCR  (from  the  FY  2009 
IPPS  impact  file).  The  applicant  then  - 
added  the  amount  of  charges  related  to 
the  Zilver®  PTX®  to  the  inflated  average 
standardized  charge  per  case  and 
determined  a  final  case-weighted 
average  standardized  charge  per  case  of 
$60,339.  Using  the  FY  2013  Table  10 
thresholds,  the  case-weighted  threshold 
for  MS-DRGs  252,  253,  and  254  was 
$52,293  (all  calculations  above  were 
performed  using  unrounded  numbers). 
Because  the  case-weighted  average 
standardized  charge  per  case  for  the 
applicable  MS-DRGs  exceed  the  case- 
weighted  threshold  amount,  the 
applicant  maintains  that  the  Zilver® 
PTX®  would  meet  the  cost  criterion. 

We  invited  public  comment  on 
whether  or  not  the  Zilver®  PTX®  meets 
the  cost  criterion.  Additionally,  we 
invited  public  comment  on  the 


methodologies  used  by  the  applicant  in 
its  analysis,  including  its  assumptions 
regarding  the  types  of  cases  in  which 
this  technology  could  potentially  be 
used,  the  number  of  stents  required  for 
each  case,  and  the  CCRs  used  in  the  cost 
calculation. 

Comment:  We  received  several  public 
comments  regarding  whether  the 
Zilver'"'  PTX®  meets  the  cost  criterion. 

Response:  Because  the  Zilver®  PTX® 
has  not  yet  received  FDA  approval,  and 
therefore,  does  not  meet  the  newness 
criterion,  as  discussed  above,  it  is  not 
eligible  for  the  IPPS  new  technology 
add-on  payments  for  FY  2013. 

Therefore,  we  are  not  summarizing  the 
details  of  these  comments  nor 
responding  to  them  in  this  final  rule. 

In  an  effort  to  demonstrate  that  the 
technology  meets  the  substantial 
clinical  improvement  criterion,  the 
applicant  shared  several  findings  from 
the  clinical  trial  data.  The  applicant 
stated  that  current  treatment  options  for 
patients  who  have  been  diagnosed  with 
PAD  includes  angioplasty,  bare  metal 
stenting,  bypass  graft  and 
endarterectomy.  The  applicant  asserts 
that  the  Zilver'®  PTX®  meets  the 
substantial  clinical  improvement 
because  it  decreases  the  recurrence  of 
symptoms  arising  from  restenotic  SFA 
lesions,  the  rate  of  subsequent 
diagnostic  or  therapeutic  interventions 
required  to  address  restenotic  lesions, 
and  the  number  of  future 
hospitalizations. 

The  applicant  cited  a  480-patient, 
multicenter,  multinational  randomized 
controlled  trial  that  compared  the 
Zilver®  PTX®  to  balloon  angioplasty:  an 
additional  component  of  the  study 
allowed  a  direct  comparison  of  the 
Zilver®  PTX®  to  a  bare  (uncoated)  metal 
Zilver®  stent.  The  primary  safety 
endpoint  of  the  randomized  controlled 
study  was  “Event-Free  Survival”  (EFS), 
defined  as  “freedom  from  the  major 
adverse  events  of  death,  target  lesion 
revascularization,  target  limb  ischemia 
requiring  surgical  intervention  or 
surgical  repair  of  the  target  vessel,  and 
freedom  of  worsening  systems  as 
described  by  the  Rutherford 
classification  by  2  classes  or  to  class  5 
or  6.”  The  primary  effectiveness 
endpoint  was  primary  patency  (defined 
as  a  less  than  50  percent  re-narrowing). 

The  applicant  noted  that  the  Zilver® 
PTX®  had  an  EFS  of  90.4  percent 
compared  to  balloon  angioplasty,  which 
had  an  EFS  of  83.9  percent, 
demonstrating  that  the  Zilver®  PTX®  is 
as  safe  or  safer  than  balloon  angioplasty. 
In  addition,  the  applicant  noted  that  the 
Zilver®  PTX®  demonstrated  a  50- 
percent  reduction  in  restenosis  rates 
compared  to  angioplasty  and  a  20- 
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percent  reduction  compared  to  bare 
metal  stents.  The  12-month  patency  rate 
for  the  Zilver®  PTX®  was  83.1  percent, 
which  compared  favorably  to  the 
balloon  angioplasty  patency  rate  of  32.8 
percent.  In  the  provisional  stenting  arm 
of  the  study,  which  allowed  a  direct 
comparison  of  the  Zilver®  PTX®  and  a 
bare  metal  stent,  the  Zilver®  PTX® 
primary  patency  exceeded  the  bare 
metal  stent  patency  by  nearly  20  percent 
(89.9  percent  versus  73.0  percent’).  The 
applicant  stated  that  these  differences 
are  significant,  as  they  result  in  a 
substantial  clinical  improvement 
compared  to  angioplasty  and  bare  metal 
stenting,  with  patients  being  spared  a 
recurrence  of  their  leg  pain  and  the  need 
to  be  admitted  to  the  hospital  for  repeat 
procedures  on  these  treated  lesions. 

The  applicant  also  cited  a 
prospective,  multicenter,  multinational, 
787-patient  single  arm  study  on  the 
Zilver®  PTX®  that  demonstrated  similar 
safety  and  effectiveness  results 
consistent  with  those  from  the  pivotal 
randomized  controlled  study  above.  The 
applicant  cited  an  EFS  for  the  Zilver® 
PTX®  of  89.0  percent  and  an  86.2 
percent  primary  patency  rate.  The 
applicant  stated  that  these  results 
confirm  the  safety  and  effectiveness  of 
the  Zilver®  PTX®,  and  compare 
favorably  to  current  results  for 
angioplasty  and  bare  metal  stenting.  The 
applicant  added  that  these  results  also 
demonstrate  a  67  to  81  percent  relative 
reduction  in  Target  Lesion 
Revascularization  (the  need  to  retreat  an 
already  treated  lesion  that  has 
restenosed,  resulting  in  a  recurrence  of 
symptoms)  rates  compared  to  recently 
published  results  of  contemporary  bare 
metal  stents.^’ 

We  invited  public  comment  regarding 
whether  the  Zilver®  PTX®  meets  the 
substantial  clinical  improvement 
criterion. 

Comment:  Several  commenters 
commented  on  whether  the  Zilver® 
PTX®  meets  the  substantial  clinical 
improvement  criterion. 

Response:  Because  the  Zilver®  PTX® 
has  not  yet  received  FDA  approval,  and 
therefore,  does  not  meet  the  newness 
criterion,  as  discussed  above,  it  is  not 
eligible  for  IPPS  new  technology  add-on 
payments  for  FY  2013.  Therefore,  we  are 
not  summarizing  the  details  of  these 
public  comments  or  responding  to  them 
in  this  final  rule  d.  Zenith®  Fenestrated 


Dake,  M.  D..  Scheinert,  D.,  Tepe.  G.,  Tessarek. 
J..  Fanelli,  F.,  Bosiers.  M.,  et  al.  (2011).  Nitinol 
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arteries  above  the  knee:  Twelve-month  safetv  and 
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Abdominal  Aortic  Aneurysm  (AAA) 
Endovascular  Graft. 

Cook®  Medical  submitted  an 
application  for  new  technology  add-on 
payments  for  the  Zenith®  Fenestrated 
Abdominal  Aortic  Aneurysm  (AAA) 
Endovascular  Graft  (Zenith®  F.  Graft)  for 
FY  2013.  In  the  proposed  rule,  we 
summarized  this  application.  The 
applicant  stated  that  the  current 
treatment  for  patients  who  have  had  an 
AAA  is  an  endovascular  graft.  The 
applicant  explained  that  the  Zenith®  F. 
Graft  is  an  implantable  device  designed 
to  treat  patients  who  have  an  AAA  and 
who  are  anatomically  unsuitable  for 
treatment  with  currently  approved  AAA 
endovascular  grafts  because  of  the 
length  of  the  infrarenal  aortic  neck.  The 
applicant  noted  that,  currently,  an  AAA 
is  treated  through  an  open  surgical 
repair  or  medical  management  for  those 
patients  not  eligible  for  currently 
approved  AAA  endovascular  grafts. 

The  applicant  stated  that  the  Zenith® 

F.  Graft  is  custom-made  for  each  patient. 
It  is  a  modular  system  consisting  of 
three  components:  a  two-part  main  body 
graft  and  one  iliac  leg.  The  two-part 
main  body  of  the  graft  consists  of  a 
proximal  tubular  graft  and  a  distal 
bifurcated  graft  body.  The  proximal 
body  graft  contains  precisely  located 
holes  (fenestrations)  and/or  cut-outs 
from  the  proximal  margin  (scallops)  of 
the  polyester  graft  material  along  with  a 
bare  proximal  stent  with  barbs  to 
provide  fixation.  The  iliac  leg 
component,  which  couples  with  the 
main  bifurcated  body,  completes  the 
basic  fenestrated  endograft. 

With  respect  to  newness,  the 
applicant  stated  that  FDA  approval  for 
the  use  of  the  Zenith®  F.  Graft  was 
granted  on  April  4,  2012.  The 
technology  is  described  by  ICD-9-GM 
procedure  code  39.78  (Endovascular 
implantation  of  branching  or  fenestrated 
graft(s)  in  aorta),  which  became  effective 
October  1,  2011.  While  procedure  code 
39.78  maps  to  MS-DRGs  252,  253,  and 
254  (Other  Vascular  Procedures  with 
MCC,  with  CC,  and  without  MGG/CC, 
respectively),  the  applicant  believes  that 
MS-DRGs  237  and  238  (Major 
Cardiovascular  Procedures  with  MCC 
and  without  MCC,  respectively)  would 
be  a  more  appropriate  assignment  for 
procedure  code  39.78.  We  note  that  in 
section  III.G.3.b.  of  this  preamble,  we 
discuss  our  final  policy  which  reassigns 
procedure  code  39.78  from  MS-DRG 
252,  253,  and  254  to  MS-DRGs  237  and 
238.  We  invited  public  comment 
regarding  whether  the  Zenith®  F.  Graft 
meets  the  newness  criterion  for  new 
technology  add-on  payment. 

We  did  not  receive  any  public 
comments  regarding  whether  the 


Zenith®  F.  Graft  meets  the  newness 
criterion.  However,  because  the  Zenith® 

F.  Graft  was  approved  by  the  FDA  on 
April  4,  2012,  we  believe  the  Zenith®  F. 
Graft  meets  the  newness  criterion  as  of 
that  date. 

With  regard  to  the  cost  criterion,  the 
applicant  used  clinical  trial  data  and 
three  separate  analyses  of  FY  2010 
MedPAR  data  to  demonstrate  that  the 
Zenith®  F.  Graft  meets  the  cost  criteria. 
We  note  that  in  the  proposed  rule  the 
applicant  believed  that  it  met  the  cost 
criteria  since  it  demonstrated  that  the 
case  weighted  average  charge  per  case 
exceeded  the  threshold  for  MS-DRGs 
252-254  since  at  that  time  procedure 
code  39.78  was  assigned  to  MS-DRG 
252-254.  However,  as  mentioned  above, 
in  this  final  rule  we  have  reassigned 
procedure  code  39.78  from  MS-DRG 
252-254  to  MS-DRGs  237-238. 

Therefore,  for  this  final  rule,  in  order  for 
the  applicant  to  meet  the  cost  criteria, 
it  must  demonstrate  that  the  case 
weighted  average  standardized  charge 
per  case  exceeds  the  thresholds  for  MS- 
DRGs  237-238. 

The  applicant  submitted  clinical  trial 
data  32  which  was  based  on  173  claims 
(all  Medicare  patients  except  one 
patient).  The  applicant  found  that,  of 
the  173  cases,  35  cases  (or  20.2  percent 
of  all  cases)  mapped  to  MS-DRG  252,  86 
cases  (or  49.7  percent  of  all  cases) 
mapped  to  MS-DRG  253,  and  52  cases 
(or  30.1  percent  of  all  cases)  mapped  to 
MS-DR(S  254,  equating  to  a  case- 
weighted  average  charge  per  case  of 
$87,733. 

The  applicant  noted  that  the 
investigational  devices  (the  bare  metal 
renal  stents  that  are  used  in  the 
procedure  and  the  Zenith®  F.  Graft) 
were  sold  to  the  trial  sites  at  reduced 
prices.  Therefore,  the  average  charge  per 
case  cited  above  contains  reduced 
charges  for  the  investigational  devices 
rather  than  commercial  charges.  As  a 
result,  the  applicant  believes  it  is 
necessary  to  remove  the  reduced 
charges  for  the  investigational  devices 
and  replace  them  with  commercial 
charges,  in  order  to  determine  the  cost 
of  the  investigational  devices  for  each  of 
the  three  analyses.  Although  the 
applicant  submitted  data  related  to  the 
estimated  cost  of  the  investigational 
devices,  the  applicant  noted  that  the 
cost  of  these  devices  was  proprietary 
information. 

To  remove  the  reduced  charges  for  the 
investigationeJ  devices,  the  applicant 
searched  the  clinical  trial  claims  data 


Evaluation  of  the  Safety  and  Effectiveness  of 
the  Zenith(R)  Fenestrated  AAA  Endovascular  Graft, 
Zenith  Fenestrated  AAA  Endovascular  Graft  Pivotal 
Study,  Clinicaltrials.gov;  identifier  NCT00875563 
and  a  Physician  Sponsored  IDE. 
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and  removed  those  charges  with  a 
revenue  code  of  0624  (investigational 
device  exempt).  Because  the  claims  data 
for  the  clinical  trial  ranged  from  2002  to 
2010,  it  was  necessary  to  inflate  the 
charges.  Using  data  from  the  U.S. 
Department  of  Labor  Bureau  of  Labor 
Statistics  (BLS)  Consumer  Price  Index, 
the  applicant  applied  an  inflation  factor 
to  the  claim  charges  ranging  from  3 
percent  to  27  percent,  depending  on  the 
year  of  the  claim.  After  inflating  the 
charges,  the  applicant  then  added  the 
commercial  charges  of  the 
investigational  devices  to  the  inflated 
charge  per  case.  To  determine  the 
amount  of  commercial  charges  related  to 
the  investigational  devices,  the 
applicant  divided  the  cost  of  the 
investigational  devices  by  the  hospital- 
specific  CCR  from  the  FY  2012  IPPS 
Final  Rule  Impact  File.  After  adding  the 
charges  of  the  investigational  devices  to 
the  inflated  charges,  the  applicant  then 
standardized  the  charges  on  each  claim. 
As  a  result,  the  applicant  determined  a 
final  case-weighted  average 
standardized  charge  per  case  of 
$122,821.  In  the  proposed  rule,  the 
applicant  used  the  FY  2013  Table  10 
thresholds  for  MS-DRGs  252,  253,  and 
254  and  determined  a  case- weighted 
threshold  of  $53,869  (all  calculations 
above  were  performed  using  unrounded 
numbers).  Because  the  final  case- 
weighted  average  standardized  charge 
per  case  for  MS-DRGs  252,  253,  and  254 
exceeds  the  case-weighted  threshold 
amount,  the  applicant  maintained  that 
the  Zenith®  F.  Graft  met  the  cost 
criterion  for  new  technology  add-on 
payments.  As  noted  above,  for  this  final 
rule  the  applicant  must  demonstrate 
that  it  meets  the  cost  criteria  for  MS- 
DRGs  237  and  238.  The  thresholds  for 
MS-DRGs  237  and  238  are  $101,728  and 
$69,591,  respectively.  If  the  applicant 
compared  the  final  case-weighted 
average  standardized  charge  per  case  of 
$122,821  (imder  MS-DRGs  252,  253, 
and  254)  to  the  highest  threshold  for 
MS-DRGs  237  and  238  ($101,728),  it 
would  still  exceed  the  threshold  in 
excess  of  $20,000.  Therefore,  under  this 
analysis  the  applicant  would  meet  the 
cost  criterion  since  the  final  case- 
weighted  average  standardized  charge 
per  case  would  exceed  the  threshold 
under  MS-DRGs  237  and  238. 

We  note  that,  in  addition  to  the 
analysis  above,  the  applicant  conducted 
a  similar  cost  analysis  using  drug 
eluting  renal  stents  instead  of  bare  metal 
renal  stents.  The  applicant  noted  that 
the  price  of  drug  eluting  renal  stents 
exceeds  the  price  of  bare  metal  renal 
stents  by  approximately  $2,200  per 
stent.  Therefore,  the  applicant  asserted 


that  if  the  price  of  drug  eluting  renal 
stents  is  more  expensive  than  bare  metal 
renal  stents  and  the  Zenith®  F.  Graft 
meets  the  cost  criteria  with  bare  metal 
renal  stents,  the  Zenith®  F.  Graft  also 
meets  the  cost  criteria  when  the 
applicant  uses  drug  eluting  renal  stents 
in  its  anctlysis. 

As  mentioned  above,  the  applicant 
conducted  three  separate  analyses  using 
FY  2010  MedPAR  data  to  identify  cases 
eligible  for  the  Zenith®  F.  Graft  to 
demonstrate  that  it  meets  the  cost 
criterion.  Because  procedure  code  39.78 
was  effective  October  1,  2011,  the 
applicant  noted  that  it  was  unable  to 
conduct  a  MedPAR  data  analysis  with 
claims  that  contained  a  procedure  code 
of  39.78.  Therefore,  in  order  to  identify 
cases  eligible  for  the  Zenith®  F.  Graft 
prior  to  October  1,  2011,  the  applicant 
searched  the  MedPAR  file  for  the 
following  three  scenarios.  The  first 
analysis  searched  the  FY  2010  MedPAR 
file  for  cases  with  procedure  code  39.71 
(Endovascular  implantation  of  graft  in 
abdominal  aorta)  in  combination  with  a 
diagnosis  code  of  441.4  (Abdominal 
aneurysm  without  mention  of  rupture). 
Procedure  code  39.71  maps  to  MS- 
DRGs  237  and  238.  The  applicant  found 
1,679  cases  (or  9.1  percent  of  all  cases) 
in  MS-DRG  237  and  16,793  cases  (or 
90.9  percent  of  all  cases)  in  MS-DRG 
238.  The  average  charge  per  case  was 
$122,252  for  MS-DRG  237  and  $76,883 
for  MS-DRG  238,  equating  to  a  case- 
weighted  average  charge  per  case  of 
$81,006. 

The  applicant  noted  that  these 
MedPAR  claims  data  included  charges 
for  the  existing  stent  graft  but  did  not 
include  charges  for  the  Zenith®  F.  Graft. 
Therefore,  the  applicant  stated  that  it 
was  first  necessary  to  remove  the 
amount  of  charges  related  to  the  existing 
stent  graft  and  replace  them  with 
charges  for  the  Zenith®  F.  Graft. 
Although  the  applicant  submitted  data 
related  to  the  estimated  cost  of  the 
existing  stent  graft  and  the  Zenith®  F. 
Graft,  the  applicant  noted  that  the  cost 
of  these  devices  was  proprietary 
information. 

To  determine  the  amount  of  charges 
for  the  existing  stent  graft,  the  applicant 
divided  the  costs  for  the  existing  stent 
graft  by  the  national  average  CCR  of 
0.329  for  supplies  and  equipment  (76 
FR  51571).  The  applicant  removed  the 
appropriate  amount  of  charges  per  case 
from  the  average  charge  per  case. 
Because  the  applicant  used  FY  2010 
MedPAR  data,  it  was  necessary  to 
inflate  the  charges  from  FY  2010  to  FY 
2012.  Using  data  from  the  BLS’ 
Consumer  Price  Index,  the  applicant 
inflated  the  case-weighted  average 
standardized  charge  per  case  with  an 


inflation  factor  of  4  percent.  The 
applicant  then  determined  the  amount 
of  charges  for  the  Zenith®  F.  Graft  by 
dividing  the  costs  of  the  Zenith®  F. 

Graft  by  the  national  average  CCR  of 
0.329  for  supplies.  The  applicant  then 
added  the  amount  of  charges  related  to 
the  Zenith®  F.  Graft  to  the  inflated 
charges  and  then  standardized  the 
charges.  The  applicant  determined  a 
final  case-weighted  average 
standardized  charge  per  case  of  $80,509. 
Using  the  FY  2013  Table  10  thresholds, 
the  case-weighted  threshold  for  MS- 
DRGs  237  and  238  was  $72,512  (all 
calculations  above  were  performed 
using  unrounded  numbers).  Because  the 
final  case-weighted  average 
standardized  charge  per  case  for  the 
applicable  MS-DRGs  exceeds  the  case- 
weighted  threshold  amount  under  this 
first  analysis,  the  applicant  maintains 
that  the  Zenith®  F.  Graft  meets  the  cost 
criterion  for  new  technology  add-on 
payment. 

For  its  second  analysis,  the  applicant 
searched  the  FY  2010  MedPAR  file  for 
cases  with  procedure  code  38.44 
(Resection  of  vessel  with  replacement, 
aorta)  in  combination  with  a  diagnosis 
code  of  441.4.  Similar  to  the  first 
analysis,  the  applicant  conducted  this 
analysis  using  MS-DRGs  237  and  238 
because  procedure  code  38.44  maps  to 
MS-DRGs  237  and  238.  The  applicant 
found  1,310  cases  (or  37.9  percent  of  all 
cases)  in  MS-DRG  237  and  2,145  cases 
(or  62.1  percent  of  all  cases)  in  MS-DRG 
238.  The  average  charge  per  case  was 
$110,708  for  MS-DRG  237  and  $64,095 
for  MS-DRG  238,  equating  to  a  case- 
weighted  average  charge  per  case  of 
$81,769. 

The  next  steps  of  the  applicant’s 
second  analysis  were  similar  to  the 
steps  in  the  first  analysis.  The  applicant 
noted  that  the  MedPAR  claims  data 
included  charges  for  the  vascular  graft 
for  open  procedures  but  did  not  include 
charges  for  the  Zenith®  F.  Graft.. 
Therefore,  the  applicant  indicated  that  it 
was  first  necessary  to  remove  the 
amount  of  charges  related  to  the 
vascular  graft  for  open  procedures  and 
replace  them  with  charges  for  the 
Zenith®  F.  Graft.  Although  the  applicant 
submitted  data  related  to  the  estimated 
cost  of  the  vascular  graft  for  open 
procedures  and  the  Zenith®  F.  Graft,  the 
applicant  noted  that  the  cost  of  these 
devices  was  proprietary  information. 

To  determine  the  amount  of  charges 
for  the  vascular  graft  for  open 
procedures,  the  applicant  divided  the 
costs  for  the  vascular  graft  for  open 
procedures  by  the  national  average  CCR 
of  0.329  for  supplies  and  equipment  (76 
FR  51571).  The  applicant  removed  the 
appropriate  amount  of  charges  per  case 
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from  the  average  charge  per  case. 

Similar  to  the  first  analysis,  the 
applicant  inflated  the  case-weighted 
average  charge  per  case  with  an 
inflation  factor  of  4  percent  (based  on 
data  from  the  BLS’  Consumer  Price 
Index).  The  applicant  then  determined 
the  amount  of  charges  for  the  Zenith®  F. 
Graft  by  dividing  the  costs  of  the 
Zenith®  F.  Graft  by  the  national  average 
CCR  of  0.329  for  supplies.  The  applicant 
then  added  the  amount  of  charges 
related  to  the  Zenith®  F.  Graft  to  the 
inflated  charges  and  then  standardized 
the  charges.  The  applicant  determined  a 
final  case-weighted  average 
standardized  charge  per  case  of 
S118.774.  Using  the  FY  2013  Table  10 
thresholds,  the  case-weighted  threshold 
for  MS-DRGs  237  and  238  was  S81,776 
(all  calculations  above  were  performed 
using  unrounded  numbers).  Because  the 
final  case-weighted  average 
standardized  charge  per  case  for  the 
applicable  MS— DRGs  exceeds  the  case- 
weighted  threshold  amount  in  this 
second  analysis,  the  applicant  maintains 
that  the  Zenith®  F.  Graft  meets  the  cost 
criterion  for  new  technology  add-on 
payments.  In  the  proposed  rule,  we 
noted  that  while  the  applicant  removed 
charges  for  the  vascular  graft  for  open 
procedures,  we  were  concerned  that  the 
applicant  did  not  remove  charges  for 
other  ser\’ices  such  as  extra  operating 
room  time  and  other  possible  charges 
that  would  be  incurred  during  an  open 
procedure  but  would  possibly  not  be 
incurred  during  cases  when  the  Zenith " 
F.  Graft  is  implanted. 

Comment:  In  response  to  our 
concerns,  the  applicant  took  the 
following  steps  to  demonstrate  that  the 
Zenith*  F.  Graft  meets  the  cost  criterion 
under  the  second  analysis.  The 
applicant  first  determined  the  average 
hospital  length  of  stay  (LOS),  IGU  time, 
and  OR  time  for  open  AAA  repairs 
versus  fenestrated  AAA  repairs.  The 
applicant  researched  several  peer 
reviewed  studies  that  contain  data  for 
OR  time,  LOS  and  IGU  time  for  open 
procedures.  Based  on  these  studies,  the 
applicant  calculated  a  weighted  average 
for  each  of  these  measures.  The 
weighted  average  was  a  LOS  of  9.53 
days,  4.07  IGU  days,  and  261  minutes  of 
OR  time. 

The  applicant  used  clinical  trial  data 
to  determine  the  average  OR  time,  LOS, 
and  IGU  time  for  AAA  fenestrated 
procedures.  Based  on  Gook’s  clinical 
trial  data,33  the  applicant  determined  an 
average  LOS  of  3.5  days  and  IGU  time 


Unpublished  results.  Evaluation  of  the  Safety 
and  Effectiveness  of  the  Zenith(R)  Fenestrated  AAA 
Endovascular  Graft.  Zenith  Fenestrated  AAA 
Endovascular  Graft  Pivotal  Study.  Clinicaltrials.gov 
identiFier  NCT00875563. 


of  0.5  days  for  AAA  fenestrated 
procedures.  To  determine  the  amount  of 
OR  minutes,  the  applicant  used 
literature  from  eight  studies  including 
the  Gook  clinical  trial  data  and 
determined  a  weighted  average  of  235 
OR  minutes.  The  applicant  noted  that 
the  reported  hospital  LOS  and  IGU 
length  of  stay  for  fenestrated  procedures 
from  outside  the  United  States  is 
significantly  longer  than  those 
experienced  in  the  study  in  the  United 
States.  Because  the  applicant  believed 
that  the  standard  of  care  related  to 
length  of  hospital  stay  and  IGU  stay 
from  European  experience  are  dissimilar 
to  practices  within  the  United  States,  it 
only  u.sed  data  from  the  Gook  clinical 
trial  rather  than  other  clinical  trial  data 
(which  included  data  from  Europe)  to 
determine  the  average  for  IGU  davs  and 
LOS. 

The  applicant  then  calculated  the 
percentage  savings  or  rate  of  savings  for 
the  OR  time,  LOS  and  IGU  time  with  the 
following  formula:  (open  procedure 
minutes  or  days — fenestrated  minutes  or 
days)/open  procedure  minutes  or  days. 
This  resulted  in  savings  of  9.96  percent 
for  OR  minutes,  87.71  percent  for  IGO 
days,  and  63.27  percent  for  LOS  days. 
The  applicant  then  applied  the  savings 
at  a  claim  level  by  applying  the  rate  of 
savings  to  the  service  charge  categories 
from  the  MedPAR  data  (rate  of  savings 
*  open  device  service  charge  category). 
Savings  of  9.96  percent  for  OR  time  was 
applied  to  Service  Gategory  12  (which 
contains  OR  charges  for  revenue  centers 
36X,  71X  and  72X),  savings  of  87.71 
percent  for  IGU  days  was  applied  to 
Accommodation  Gharge  Gategory  4 
(which  includes  total  IGU  charges),  and 
savings  of  63.27  percent  for  LOS  was 
applied  to  Accommodation  Gharge 
_  Gategory  1  (which  includes  standard 
room  charges).  To  determine  the  case- 
weighted  average  standardized  charge 
per  case,  the  applicant  deducted  the 
reduced  charges  (savings)  from  the  case- 
weighted  average  charge  per  case 
(581,769),  which  resulteckin  a  revised 
case-weighted  average  charge  per  case  of 
566,206.  The  applicant  then  inflated  the 
revised  case-weighted  average  charge 
per  case  by  4  percent  (based  on  data 
from  the  BLS’  Gonsumer  Price  Index), 
which  resulted  in  an  inflated  case 
weighted  average  charge  per  case  of 
568,854.  Next,  the  applicant  determined 
the  amount  of  charges  for  the  Zenith®  F. 
Graft  by  dividing  the  costs  of  the 
Zenith®  F.  Graft  by  the  national  average 
GGR  of  0.329  for  supplies.  The  applicant 
then  added  the  amount  of  charges 
related  to  the  Zenith®  F.  Graft  to  the 
inflated  charges  and  then  standardized 
the  charges.  The  applicant  determined  a 


final  case-weighted  average 
standardized  charge  per  case  of 
5106,731.  Using  the  FY  2013  Table  10 
thresholds,  the  case-weighted  threshold 
for  MS-DRGs  237  and  238  was  581,776 
(all  calculations  above  were  performed 
using  unrounded  numbers).  Because  the 
final  case-weighted  average 
standardized  charge  per  case  for  the 
applicable  MS-DRGs  exceeds  the  case- 
weighted  threshold  amount  in  this 
revised  second  analysis,  the  applicant 
maintains  that  the  Zenith®F.  Graft 
Meets  the  Gost  Griterion  for  New 
Technology  Add-On  Payments. 

Response:  We  appreciate  the 
applicant’s  response  and  submittal  of 
this  supplemental  analysis,  which 
addresses  our  concerns  from  the 
proposed  rule. 

Tne  third  analysis  was  a  combination 
of  the  first  and  second  analyses 
di.scussed  above.  The  applicant 
searched  the  FY  2010  MedPAR  file  for 
cases  with  a  procedure  code  of  38.44  or 
39.71  in  combination  with  a  diagnosis 
code  of  441.4.  Similar  to  the  first  and 
second  analyses,  the  applicant 
conducted  this  analysis  using  MS-DRGs 
237  and  238  because  both  procedure 
codes  map  to  MS-DRGs  237  and  238. 
The  applicant  found  2,981  cases  (or  13.6 
percent  of  all  cases)  in  MS-DRG  237 
and  18,928  cases  (or  86.4  percent  of  all 
cases)  in  MS-DRG  238.  The  applicant 
removed  those  cases  that  had  both 
procedure  codes  38.44  and  39.71  oh  the 
claim.  The  average  charge  per  case  was 
5116,826  for  MS-DRG  237  and  575,298 
for  MS-DRG  238,  equating  to  a  case- 
weighted  average  charge  per  case  of 
580,948. 

The  applicant  noted  that  the  MedPAR 
claims  data  included  charges  for  the 
existing  stent  graft  or  vascular  graft  for 
open  procedures  but  did  not  include 
charges  for  the  Zenith®  F.  Graft. 
Therefore,  the  applicant  stated  that  it 
was  first  necessary  to  remove  the 
amount  of  charges  related  to  the  existing 
stent  graft  or  vascular  graft  for  open 
procedures  and  replace  them  with 
charges  for  the  Zenith®  F.  Graft.  Similar 
to  the  first  and  second  analyses,  to 
determine  the  amount  of  charges  for  the 
existing  stent  graft  or  vascular  graft  for 
open  procedures,  the  applicant  divided 
the  costs  for  these  devices  by  the 
national  average  GGR  of  0.329  for 
supplies  and  equipment  (76  FR  51571). 
The  applicant  removed  the  appropriate 
amount  of  charges  per  case  from  the 
average  charge  per  case.  The  applicant 
inflated  the  case-weighted  average 
standardized  charge  per  case  with  an 
inflation  factor  of  4  percent  (based  on 
data  from  the  BLS’  Consumer  Price 
Index).  The  applicant  then  determined 
the  amount  of  charges  for  the  Zenith®  F. 
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Graft  by  dividing  the  costs  of  the 
Zenith®  F.  Graft  by  the  national  average 
CCR  of  0.329  for  supplies.  The  applicant 
then  added  the  amount  of  charges 
related  to  the  Zenith®  F.  Graft  to  the 
inflated  charges  and  then  standardized 
the  charges.  As  a  result,  the  applicant 
determined  a  final  case-weighted 
average  standardized  charge  per  case  of 
$86,081.  Using  the  FY  2013  Table  10 
thresholds,  the  case-weighted  threshold 
for  MS-DRGs  237  and  238  was  $73,964 
(all  calculations  above  were  performed 
using  unrounded  numbers).  Because  the 
final  case-weighted  average 
standardized  charge  per  case  for  the 
applicable  MS-DRGs  exceeds  the  case- 
weighted  threshold  amount,  the 
applicant  maintains  that  the  Zenith®  F. 
Graft  meets  the  cost  criterion  for  new 
technology  add-on  payment. 

In  the  proposed  rule,  similar  to  our 
concerns  with  the  second  analysis,  we 
were  concerned  that  for  this  third 
analysis  the  applicant  did  not  remove 
charges  for  other  services  such  as  extra 
operating  room  time  and  other  possible 
charges  that  would  be  incurred  during 
an  open  procedure,  but  would  possibly 
not  he  incurred  during  cases  when  the 
Zenith®  F.  Graft  is  implanted. 

Comment:  The  applicant  applied  the 
same  analysis  above  and  deducted  the 
reduced  charges  (savings)  for  OR  time, 
LOS,  and  IGU  days  from  the  case- 
weighted  average  charge  per  case 
($80,948),  which  resulted  in  a  revised 
case-weighted  average  charge  per  case  of 
$39,756.  The  applicant  then  inflated  the 
revised  case-weighted  average  charge 
per  case  by  4  percent  (based  on  data 
from  the  BLS’  Consumer  Price  Index), 
which  resulted  in  an  inflated  case- 
weighted  average  charge  per  case  of 
$41,346.  The  applicant  then  determined 
the  amount  of  charges  for  the  Zenith®  F. 
Graft  by  dividing  the  costs  of  the 
Zenith®  F.  Graft  by  the  national  average 
CCR  of  0.329  for  supplies.  The  applicant 
then  added  the  amount  of  charges 
related  to  the  Zenith®  F.  Graft  to  the 
inflated  charges  and  then  standardized 
the  charge.s.  The  applicant  determined  a 
final  case-weighted  average 
standardized  charge  per  case  of  $82,497. 
Using  the  FY  2013  Table  10  thresholds, 
the  case-weighted  threshold  for  MS- 
DRGs  237  and  238  was  $73,964  (all 
calculations  above  were  performed 
using  unrounded  numbers).  Because  the 
final  case-weighted  average 
standardized  charge  per  case  for  the 
applicable  MS-DRGs  exceeds  the  case- 
weighted  threshold  amount  in  this 
revised  second  analysis,  the  applicant 
maintains  that  the  Zenith®  F.  Graft 
meets  the  cost  criterion  for  new 
technology  add-on  payments. 


Response:  We  thank  the  commenter 
for  submitting  this  supplemental 
analysis  which  addresses  our  concerns 
irom  the  proposed  rule. 

We  appreciate  the  multiple  analyses 
of  the  FY  2010  MedPAR  data  provided 
by  the  applicant  and  as  stated  above  we 
believe  the  commenter  has  addressed 
our  concerns  from  the  proposed  rule. 
Therefore,  we  believe  that  the  Zenith® 

F.  Graft  meets  the  cost  criterion  for  ijew 
technology  add-on  payments. 

The  applicant  maintains  tha)  the 
technology  also  meets  the  substantial 
clinical  improvement  criterion.  The 
applicant  first  explained  that  current 
treatment  for  those  patients  who  are  not 
eligible  for  standard  endovascular  AAA 
devices  is  an  open  repair.  The  applicant 
referenced  data  from  a  published 
series  ^4  that  demonstrated  an  open 
repair  can  lead  to  a  high  risk  of 
morbidity  and  increased  mortality.  The 
applicant  added  that  an  open  procedure 
requires  suprarenal  aortic  cross- 
clamping.35  The  applicant  also  noted 
that  there  is  a  high  risk  of  blood  loss 
during  an  open  procedure  and  the  de¬ 
branching  of  vessels  increases  the  level 
of  surgical  risk.  The  applicant  further 
noted  that  30  to  40  percent  of  patients 
who  have  an  infrarenal  AAA  cannot  be 
treated  with  current  commercial  devices 
because  of  anatomical  reasons  (for 
example,  insufficient  neck  length  to 
achieve  graft  adequate  seal).^®  The 
applicant  added  that  use  of  standard 
endografts  in  patients  with  neck  lengths 
less  than  10  mm  can  result  in  a  fourfold 
increase  in  an  endoleak.^^ 

The  applicant  also  stated  that  the 
intended  use  of  the  Zenith®  F.  Graft 
differs  from  standard  AAA  endovascular 
grafts  in  that  the  fenestrated  device 
provides  physicians  the  ability  to  treat 
patients  who  have  infrarenal  aortic  neck 
lengths  as  short  as  4  mm,  where 
standard  endovascular  AAA  devices 
require  an  infrarenal  aortic  neck  length 
of  at  least  10  to  15  mm.  Therefore,  the 
applicant  believes  that  the  Zenith®  F. 
Graft  offers  an  additional  AAA  repair 
option  to  those  patients  who  have 
limited  surgical  treatment  options  (for 
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example,  if  short  infrarenal  neck  lengths 
make  the  patients  at  too  high  a  risk  to 
be  candidates  for  open  surgical  repair). 

The  applicant  also  stated,  for  patients 
who  have  AAAs  and  short  infrarenal 
neck  lengths,  the  Zenith®  F.  Graft  offers 
a  less  invasive  treatment  option  than 
open  surgical  repair.  The  applicant 
referred  to  several  sources  of  literature 
to  support  the  following  endpoints  for 
fenestrated  endovascular  aortic  repair 
(EVAR)  versus  open  repair  of  the 
juxtarenal  AAA  relative  to  open  repair 
of  the  juxtarenal  AAA:  reduced  peri¬ 
operative  mortality  (2.4  percent  (range: 

0  to  5.7  percent))  3'8-39.40.4 1.42.43.44.45.46 

reported  for  fenestrated  EVAR  repairs 
versus  2.9  percent  (range  0  to  7.4 
percent)  47.48  reported  for  open  repair  of 
juxtarenal  AAA);  reduced  morbidity  by 
reducing  renal  failure  requiring 
permanent  dialysis  (1.9  percent  (pooled 
average)  for  fenestrated  EVAR  repairs 
versus  3.4  percent  reported  for  open 
repair  of  juxtarenal  AAA);  shorter 
hospital  stay  and  less  operative  blood 
loss  to  open  repair.  The  applicant 
maintains  that  fenestrated  EVAR  repair 
results  in  an  average  length  of  stay  of  3.5 
days,  compared  to  14.2  days  for  open 
repair  of  juxtarenal  AAA,  and  blood  loss 
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of  537  ml.  compared  to  2586  ml  for 
open  repair  of  juxtarenal  AAA. 

In  the  proposed  rule,  we  noted  that 
the  information  provided  by  the 
applicant  to  evaluate  substantial  clinical 
improvement  compares  this  technology 
to  open  surgical  repair.  VVe  expressed 
concern  that  the  applicant  did  not 
present  publicly  av'ailable  information 
comparing  the  technology  to  medical 
management,  which  the  applicant 
mentions  as  another  method  for  treating 
patients  anatomically  unsuited  for 
currently  approved  AAA  endovascular 
grafts.  In  these  comparisons,  we  were 
also  concerned  that  information 
regarding  the  longevity  of  the  Zenith®  F. 
Graft  as  well  as  long-term  complications 
and  secondary  interventions  or 
reinter\'entions  has  not  been  presented. 
In  terms  of  the  data  presented  by  the 
applicant,  we  were  concerned  that  these 
clinical  study  data  were 
nonrandomized,  did  not  differentiate 
between  patients  by  infirarenal  neck 
length  and/or  suitability  for  other 
endovascular  grafts,  and  were  of 
noninferiority.  We  invited  public 
comment  on  whether  or  not  the  Zenith® 
F.  Graft  meets  the  substantial  clinical 
improvement  criterion. 

Comment:  The  applicant  responded  to 
our  concerns  from  the  proposed  rule  by 
submitting  a  public  comment  with 
supplemental  information.  With  respect 
to  the  concern  that  the  applicant  did  not 
compare  the  technology  to  medical 
management  which  the  applicant  listed 
as  a  treatment  option  (in  addition  to  an 
open  procedure),  the  applicant  cited  the 
FDA  indications  of  the  device  and  noted 
that  while  the  application  referred  to 
medical  management  it  was  not 
intended  to  suggest  that  medical 
management  was  a  reasonable 
alternative  treatment  option  for  AAAs  at 
heightened  risk  of  rupture.  Therefore, 
the  applicant  assumed  that  medical 
management  had  already  been 
maximized  in  the  patients’  treatment 
regimen  and  that  some  type  of  surgical 
intervention  was  necessary  to  treat  the 
aneuiA'sm  and  prevent  rupture. 
Additionally,  the  applicant  further 
explained  that  in  its  application,  prior 
to  the  Zenith®  F.  Graft.  surger\'  was 
considered  the  most  appropriate  option 
for  patients  who  have  a  suitably  large 
aneurysm.  However,  certain  patient 
factors  may  prevent  surgical 
inter\'ention  including  anatomical 
limitations  that  prevent  the  use  of 
current  endovascular  stents  or  the 
patient’s  attendant  comorbidities  may 
alter  the  risk/benefit  equation  so  that 
surgeiA'  is  not  a  viable  option.  As  a 
result,  the  applicant  stated  that  medical 
management  represented  the  default 
treatment  and  at  risk  of  aneurvsm 


rupture  but  is  still  considered  inferior  to 
a  definitive  surgical  intervention.  The 
applicant  concluded  that  it  is  for  these 
patients  that  the  Zenith®  F.  Graft  was 
developed. 

The  applicant  also  cited  clinical  data 
that  demonstrated  little  improvement 
has  been  achieved  in  the  survival  rates 
of  patients  who  do  not  undergo  a 
surgical  intervention  for  their  aneurysm 
(because  the  aneurysm  may  rupture)  in 
contrast  to  the  published  series  on 
fenestrated  repair,  which  has  indicated 
low  30-day  mortality  rates.  Therefore, 
the  applicant  believed  that  surgical 
intervention  with  the  Zenith®  F.  Graft  is 
considered  a  suitable  treatment  for  a 
patient  population  (where  a  surgical 
intervention  was  not  an  option  prior  to 
the  Zenith  “  F.  Graft)  when  considering 
the  potential  risk  and  benefit  of  the 
procedure. 

The  applicant  also  responded  to  the 
concern  that  there  is  a  lack  of  data  on 
long  term  complications  and  secondary 
interventions  or  re-interventions.  The 
commenter  noted  that  Mastracci  et  al 
presented  at  the  2012  Society  of 
Vascular  Surgery  annual  meeting  on  the 
durability  of  branched  and  fenestrated 
endografts  reported  that  650  patients 
underwent  endovascular  aortic  repair 
with  branched  or  fenestrated  devices  at 
the  Cleveland  Clinic.  Approximately 
one-third  of  these  patients  underwent  a 
fenestrated  AAA  repair;  the  balance 
were  branched  thoracoabdominal  and 
thoracic  aortic  aneurysm  repairs. 
Through  9  years  of  follow-up  (with  a 
mean  of  3  years),  secondary  procedures 
were  performed  for  0.6  percent  of  celiac, 
4  percent  of  SMA,  6  percent  of  right 
renal,  and  5  percent  of  left  renal  arteries. 
The  average  time  to  reintervention  was 
237  days  and  the  30  days,  1  year  and  5 
year  freedom  from  any  intervention  was 
98  percent,  94  percent,  and  84  percent, 
respectively.  Death  resulted  from  branch 
stent  complications  in  only  two  patients 
(related  to  SMA  thrombosis).  Mastracci 
et  al  concluded  that  branches,  following 
branched  or  fenestrated  aortic  repair, 
appear  to  be  durable,  and  are  rarely  the 
cause  of  patient  death;  the  absence  of 
long-term  data  on  the  branch  patency  in 
open  repair  precludes  comparison,  yet 
the  lower  morbidity  and  mortality  risk 
coupled  with  longer-term-durability 
data  will  further  alter  the  balance  of 
repair  options.  The  applicant  noted  that 
this'conclusion  is  consistent  with  the 
applicant’s  conclusion. 

Finally,  in  response  to  the  concern 
that  the  studies  conducted  were  non 
randomized,  did  not  differentiate 
between  patients  by  infrarenal  neck 
length  and/or  suitability  for  other 
endovascular  grafts  and  were  of  non 
inferiority,  the  commenter  responded 


that  a  randomized  test  was  not 
conducted  because  it  was  anticipated 
that  the  clinical  trial  conducted  for  FDA 
registration  would  primarily  enroll  high 
risk  patients  in  whom  open  surgical 
repair  would  present  an  unacceptably 
high  risk  of  operative  mortality.  The 
applicant  stated  that  this  precluded  a 
randomized  study  design.  With  regard 
to  the  concern  about  not  considering 
other  endovascular  graft  options,  the 
applicant  explained  that  the  shortest 
FDA-approved  neck  length  indication  of 
an  available  standard  AAA  graft  is  >10 
mm  (IFU — Medtronic  Endurant 
Endovascular  Graft).  The  Zenith®*  F. 

Graft  is  designed  to  treat  neck  lengths  of 
>4  mm,  and  there  is  no  other 
endovascular  graft  available  in  the  USA 
indicated  to  treat  such  short  neck 
lengths.  The  applicant  also  clarified  that 
the  study  of  non-inferiority  was  for  the 
IDE  clinicah  study  performed  for  FDA 
approval.  One  of  the  study’s  goals  was 
to  show  non-inferiority  in  6-month 
treatment  success,  comparing  matched 
patients  treated  with  a  standard  Zenith 
AAA  Endovascular  Graft  (used  to  treat 
AAAs  anatomically  suited  for  treatment) 
with  patients  treated  with  a  standard 
endovascular  device.  The  purpose  was 
to  demonstrate  that  the  Zenith®  F.  Graft 
could  offer  a  treatment  option  to 
patients  with  a  juxtarenal  AAA  that  was 
not  worse  than  the  well-established 
treatment  success  experienced  with  a 
standard  AAA  endovascular  graft  when 
used  to  treat  patients  anatomically 
suited  for  a  standard  device  [not  when 
using  a  standard  AAA  graft  to  treat  a 
short-necked,  juxtarenal  aneurysm).  The 
applicant  concluded  that  for  this  device, 
this  intended  patient  population,  and 
this  comparator  a  non-inferiority  design 
is  a  valid  study  design  demonstrating 
non-inferiority  to  the  high  standard  of 
success  experienced  in  standard  AAA 
endovascular  repair  and  provides 
compelling  evidence  of  Zenith®  F. 
Graft’s  effectiveness. 

Response:  We  appreciate  the 
applicant’s  response  in  regard  to  our 
concerns  presented  in  the  proposed 
rule.  We  agree  that  the  Zenith®  F.  Graft 
represents  a  substantial  clinical 
improvement  over  existing  technologies 
because  it  offers  a  treatment  option  to  a , 
patient  population  that  would  otherwise 
require  an  open  procedure  or  a 
treatment  option  to  those  patients  who 
are  ineligible  for  an  open  procedure. 

The  Zenith®  F.  Graft  offers  a  less 
invasive  treatment  option  compared  to 
an  open  procedure  which  results  in 
reduced  mortality,  reduced  morbidity, 
shorter  hospital  stays  and  less  operative 
blood  loss. 

Comment:  Other  commenters  were 
concerned  that  the  Zenith®  F.  Graft  may 
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not  meet  the  substantial  clinical 
criterion  because  of  the  concerns 
expressed  by  CMS  in  the  proposed  rule. 

Response:  As  discussed  above,  the 
applicant  has  responded  to  our  concerns 
and  we  agree  that  the  Zenith®  F.  Graft 
meets  the  substantial  clinical 
improvement  criterion. 

Based  on  the  discussion  above,  the 
Zenith®  F.  Graft  meets  all  of  the  new 
technology  add-on  payment  policy 
criteria.  Therefore,  we  are  approving  the 
Zenith®  F.  Graft  for  new  technology 
add-on  payments  in  FY  2013.  Cases 
involving  the  Zenith®  F.  Graft  that  are 
eligible  for  new  technology  add-on 
payments  will  be  identified  by  ICD-9- 
CM  procedure  code  39.78.  In  the 
application,  the  applicant  provided  a 
breakdown  of  the  costs  of  the  Zenith® 

F.  Graft.  The  total  cost  of  the  Zenith®  F. 
Graft  utilizing  bare  metal  (renal) 
alignment  stents  was  $17,264.  Of  the 
$17,264  in  costs  for  the  Zenith®  F.  Graft, 
$921  are  for  components  that  are  used 
in  a  standard  Zenith  AAA  Endovascular 
Graft  procedure.  Because  the  costs  for 
these  components  are  already  reflected 
within  the  MS-DRGs  (and  are  no  longer 
“new”),  we  do  not  believe  it  is 
appropriate  to  include  these  costs  in  our 
determination  of  the  maximum  cost  to 
determine  the  add-on  payment  for  the 
Zenith®  F.  Graft.  Therefore,  the  total 
maximum  cost  for  the  Zenith®  F.  Graft 
is  $16,343  ($17,264  -  $921).  Under 
§  412.88(a)(2),  new  technology  add-on 
payments  are  limited  to  the  lesser  of  50 
percent  of  the  average  cost  of  the  device 
or  50  percent  of  the  costs  in  excess  of 
the  MS-DRG  payment  for  the  case.  As 
a  result,  the  maximum  add-on  payment 
for  a  case  involving  the  Zenith®  F.  Graft 
is  $8,171.50. 

III.  Changes  to  the  Hospital  Wage  Index 
for  Acute  Care  Hospitals 

A.  Background 

Section  1886(d)(3)(E)  of  the  Act 
requires  that,  as  part  of  the  methodology 
for  determining  prospective  payments  to 
hospitals,  the  Secretary  must  adjust  the 
standardized  amounts  “for  area 
differences  in  hospital  wage  levels  by  a 
factor  (established  by  the  Secretary) 
reflecting  the  relative  hospital  wage 
level  in  the  geographic  area  of  the 
hospital  compared  to  the  national 
average  hospital  wage  level.”  In 
accordance  with  the  broad  discretion 
conferred  under  the  Act,  we  currently 
define  hospital  labor  market  areas  based 
on  the  delineations  of  statistical  areas 
established  by  the  Office  of  Management 
and  Budget  (OMB).  A  discussion  of  the 
FY  2013  hospital  wage  index  based  on 
the  statistical  areas,  including  OMB’s 
revised  definitions  of  Metropolitan 


Areas,  appears  under  section  III.B.  of 
this  preamble. 

Beginning  October  1, 1993,  section 
1886(d)(3)(E)  of  the  Act  requires  that  we 
update  the  wage  index  annually. 
Furthermore,  this  section  of  the  Act 
provides  that  the  Secretary  base  the 
update  on  a  survey  of  wages  and  wage- 
related  costs  of  short-term,  acute  care 
hospitals.  The  survey  must  exclude  the 
wages  and  wage-related  costs  incurred 
in  furnishing  skilled  nursing  services. 
This  provision  also  requires  us  to  make 
any  updates  or  adjustments  to  the  wage 
index  in  a  manner  that  ensures  that 
aggregate  payments  to  hospitals  are  not 
affected  by  the  change  in  the  wage 
index.  The  adjustment  for  FY  2013  is 
discussed  in  section  II. B.  of  the 
Addendum  to  this  final  rule. 

As  discussed  below  in  section  III.H.  of 
this  preamble,  we  also  take  into  account 
the  geographic  reclassification  of 
hospitals  in  accordance  with  sections 
1886(d)(8)(B)  and  1886(d)(10)  of  the  Act 
when  calculating  IPPS  payment 
amounts.  Under  section  1886(d)(8)(D)  of 
the  Act,  the  Secretary  is  required  to 
adjust  the  standardized  amounts  so  as  to 
ensure  that  aggregate  payments  under 
the  IPPS  after  implementation  of  the 
provisions  of  sections  1886(d)(8)(B)  and 
(C)  and  1886(d)(10)  of  the  Act  are  equal 
to  the  aggregate  prospective  payments 
that  would  have  been  made  absent  these 
provisions.  The  budget  neutrality 
adjustment  for  FY  2013  is  discussed  in 
section  II.A.4.b.  of  the  Addendum  to 
this  final  rule. 

Section  1886(d)(3)(E)  of  the  Act  also 
provides  for  the  collection  of  data  every 
3  years  on  the  occupational  mix  of 
employees  for  short-term,  acute  care 
hospitals  participating  in  the  Medicare 
program,  in  order  to  construct  an 
occupational  mix  adjustment  to  the 
wage  index.  A  discussion  of  the 
occupational  mix  adjustment  that  we 
are  applying  beginning  October  1,  2012 
(the  FY  2013  wage  index)  appears  under 
section  III.F.  of  this  preamble. 

In  response  to  concerns  frequently 
expressed  by  providers  and  other 
relevant  parties  that  the  current  wage 
index  system  does  not  effectively  reflect 
the  true  variation  in  labor  costs  for  a 
large  cross-section  of  hospitals,  two 
studies  were  undertaken  by  the 
Department.  First,  section  3137(b)  of  the 
Affordable  Care  Act  required  the 
Secretary  to  submit  to  Congress  a  report 
that  includes  a  plan  to  comprehensively 
reform  the  Medicare  wage  index  applied 
under  section  1886(d)  of  the  Act.  In 
developing  the  plan,  the  Secretary  was 
directed  to  take  into  consideration  the 
goals  for  reforming  the  wage  index  that 
were  set  forth  by  the  Medicare  Payment 
Advisory  Commission  (MedPAC)  in  its 


June  2007  report  entitled  “Report  to 
Congress:  Promoting  Greater  Efficiency 
in  Medicare”  and  to  “consult  with 
relevant  affected  parties.”  Second,  the 
Secretary  commissioned  the  Institute  of 
Medicine  (lOM)  to  “evaluate  hospital 
and  physician  geographic  payment 
adjustments,  the  validity  of  the 
adjustment  factors,  measures  and 
methodologies  used  in  those  factors, 
and  sources  of  data  used  in  those 
factors.”  Reports  on  both  of  these 
studies  recently  have  been  released.  We 
refer  readers  to  section  IX.B.  of  this 
preamble  for  summaries  of  the  studies, 
their  findings,  and  recommendations  on 
reforming  the  wage  index  system. 

B.  Core-Based  Statistical  Areas  for  the 
Hospital  Wage  Index 

The  wage  index  is  calculated  and 
assigned  to  hospitals  on  the  basis  of  the 
labor  market  area  in  which  the  hospital 
is  located.  In  accordance  with  the  broad 
discretion  under  section  1886(d)(3)(E)  of 
the  Act,  beginning  with  FY  2005,  we 
define  hospital  labor  market  areas  based 
on  the  Core-Based  Statistical  Areas 
(CBSAs)  established  by  OMB  and 
announced  in  December  2003  (69  FR 
49027).  For  a  discussion  of  OMB’s 
delineations  of  CBSAs  and  our 
implementation  of  the  CBSA 
definitions,  we  refer  readers  to  the 
preamble  of  the  FY  2005  IPPS  final  rule 
(69  FR  49026  through  49032).  We  also 
discussed  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51582)  that,  in 
2013,  OMB  plans  to  announce  new  area 
delineations  based  on  new  standards 
adopted  in  2010  (75  FR  37246)  and  the 
2010  Census  of  Population  and  Housing 
data.  For  the  FY  2013  wage  index,  to  be 
effective  October  1,  2012  and  before  the 
availability  of  OMB’s  new  area 
delineations,  we  proposed  to  use  the 
same  labor  market  areas  that  we  used  for 
the  FY  2012  wage  index  (76  FR  51581). 

We  did  not  receive  any  public 
comments  on  the  use  of  labor  market 
areas  for  the  FY  2013  wage  index. 
Therefore,  we  are  finalizing,  for  FY 
2013,  the  use  of  the  same  labor  market 
areas  that  we  used  for  the  FY  2012  wage 
index. 

C.  Worksheet  S-3  Wage  Data  for  the  FY 
2013  Proposed  Wage  Index 

The  FY  2013  wage  index  values  are 
based  on  the  data  collected  from  the 
Medicare  cost  reports  submitted  by 
hospitals  for  cost  reporting  periods 
beginning  in  FY  2009  (the  FY  2012  wage 
indices  were  based  on  data  from  cost 
reporting  periods  beginning  during  FY 
2008). 
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1.  Included  Categories  of  Costs 

The  FY  2013  wage  index  includes  the 
following  categories  of  data  associated 
with  costs  paid  under  the  IPP^  (as  well 
as  outpatient  costs): 

•  Salaries  and  hours  from  short-term, 
acute  care  hospitals  (including  paid 
lunch  hours  and  hours  associated  with 
military'  leave  and  jury  duty) 

•  Home  office  costs  and  hours 

•  Certain  contract  labor  costs  and 
hours  (which  includes  direct  patient 
care,  certain  top  management, 
pharmacy,  laboratory,  and  nonteaching 
physician  Part  A  services,  and  certain 
contract  indirect  patient  care  services 
(as  discussed  in  the  FY  2008  final  rule 
with  comment  period  (72  FR  47315)) 

•  Wage-related  costs,  including 
pension  costs  (based  on  policies 
adopted  in  the  FY  2012  IPPS/LTCH  PPS 
final  rule  (76  FR  51586  through  51590) 
and  other  deferred  compensation  costs. 

2.  Excluded  Categories  of  Costs 

Consistent  with  the  wage  index 
methodology  for  FY  2012,  the  wage 
index  for  FY  2013  also  excludes  the 
direct  and  overhead  salaries  and  hours 
for  serx’ices  not  subject  to  IPPS  payment, 
such  as  SNF  services,  home  health 
services,  costs  related  to  GME  (teaching 
physicians  and  residents)  and  certified 
registered  nurse  anesthetists  (CRNAs), 
and  other  subprovider  components  that 
are  not  paid  under  the  IPPS.  The  FY 
2013  wage  index  also  excludes  the 
salaries,  hours,  and  wage-related  costs 
of  hospital-based  rural  health  clinics 
(RHCs),  and  Federally  qualified  health 
centers  (FQHCs)  because  Medicare  pays 
for  these  costs  outside  of  the  IPPS  (68 
FR  45395).  In  addition,  salaries,  hours, 
and  wage-related  costs  of  CAHs  are 
excluded  from  the  wage  index,  for  the 
reasons  explained  in  Uie  FY  2004  IPPS 
final  rule  (68  FR  45397). 

3.  Use  of  Wage  Index  Data  by  Providers 
Other  Than  Acute  Care  Hospitals  Under 
the  IPPS 

Data  collected  for  the  IPPS  wage 
index  are  also  currently  used  to 
calculate  wage  indices  applicable  to 
other  providers,  such  as  SNFs,  home 
health  agencies  (HHAs),  and  hospices. 

In  addition,  they  are  used  for 
prospective  payments  to  IRFs,  IPFs,  and 
LTCHs,  and  for  hospital  outpatient 
services.  We  note  that,  in  the  IPPS  rules, 
we  do  not  address  comments  pertaining 
to  the  wage  indices  for  non-IPPS 
providers,  other  than  for  LTCHs.  Such 
comments  should  be  made  in  response 
to  separate  proposed  rules  for  those 
providers. 


D.  Verification  of  Worksheet  S-3  Wage 
Data 

The  wage  data  for  the  FY  2013  wage 
index  were  obtained  firom  Worksheet  S- 
3,  Parts  II  and  III  of  the  Medicare  cost 
report  for  cost  reporting  periods 
beginning  on  or  after  October  1,  2008, 
and  before  October  1,  2009.  For  wage 
index  purposes,  we  refer  to  cost  reports 
during  this  period  as  the  “FY  2009  cost 
report,”  the  “FY  2009  wage  data,”  or  the 
“FY  2009  data.”  Instructions  for 
completing  Worksheet  S-3,  Parts  II  and 
III  are  in  the  Provider  Reimbursement 
Manual  (PRM),  Part  II,  Sections  3605.2 
and  3605.3.  The  data  file  used  to 
construct  the  wage  index  includes  FY 
2009  data  submitted  to  us  as  of  June  27, 
2012.  As  in  past  years,  we  performed  an 
extensive  review  of  the  wage  data, 
mostly  through  the  use  of  edits  designed 
to  identify  aberrant  data. 

We  asked  our  fiscal  intermediaries/ 
MACs  to  revise  or  verify  data  elements 
that  result  in  specific  edit  failures.  For 
the  FY  2013  proposed  wage  index,  we 
identified  and  excluded  32  providers 
with  data  that  were  too  aberrant  to 
include  in  the  proposed  wage  index, 
although  we  stated  that  if  data  elements 
for  some  of  these  providers  are 
corrected,  we  intended  to  include  some 
of  these  providers  in  the  FY  2013  final 
wage  index.  We  have  received  corrected 
data  for  8  providers,  and  therefore,  we 
are  including  the  data  for  these  8 
providers  in  the  FY  2013  final  wage 
index.  However,  we  also  have 
determined  that  the  data  for  14 
additional  providers  are  too  aberrant  to 
include  in  the  FY  2013  final  wage 
index.  Thus,  in  total  we  are  excluding 
the  data  of  38  providers  from  the  FY 
2013  final  wage  index. 

In  constructing  the  FY  2013  proposed 
wage  index,  we  included  the  wage  data 
for  facilities  that  were  IPPS  hospitals  in 
FY  2009,  inclusive  of  those  facilities 
that  have  since  terminated  their 
participation  in  the  program  as 
hospitals,  as  long  as  those  data  did  not 
fail  any  of  our  edits  for  reasonableness. 
We  believe  that  including  the  wage  data 
for  these  hospitals  is,  in  general, 
appropriate  to  reflect  the  economic 
conditions  in  the  various  labor  market 
areas  during  the  relevant  past  period 
and  to  ensure  that  the  current  wage 
index  represents  the  labor  market  area’s 
current  wages  as  compared  to  the 
national  average  of  wages.  However,  we 
excluded  the  wage  data  for  CAHs  as 
discussed  in  the  FY  2004  IPPS  final  rule 
(68  FR  45397).  For  the  proposed  rule, 
we  removed  7  hospitals  that  converted 
to  CAH  status  between  February  15, 
2011,  the  cut-off  date  for  CAH  exclusion 
from  the  FY  2012  wage  index,  and 


February  14,  2012,  the  cut-off  date  for 
CAH  exclusion  from  the  FY  2013  wage 
index.  However,  after  the  issuance  of 
the  proposed  rule,  we  have  learned  that 
one  provider  which  we  believed  was  a 
CAH  actually  is  an  IPPS  hospital  with 
valid  wage  data  for  FY  2013.  Therefore, 
we  have  added  that  provider’s  wage 
data  for  purposes  of  the  FY  2013  final 
wage  index.  Accordingly,  for  this  final 
rule,  we  removed  the  data  of  only  6  (not 
7)  hospitals  that  have  converted  to  CAH 
status  between  February  15,  2011  and 
February  14,  2012.  After  removing 
hospitals  with  aberrant  data  and 
hospitals  that  converted  to  CAH  status, 
the  FY  2013  final  wage  index  is 
calculated  based  on  J,447  hospitals. 

For  the  FY  2013  final  wage  index,  we 
allotted  the  wages  and  hours  data  for  a 
multicampus  hospital  among  the 
different  labor  market  areas  where  its 
campuses  are  located  in  the  same 
manner  we  allotted  such  hospitals’  data 
in  the  FY  2012  wage  index  (76  FR 
51591).  Table  2  containing  the  FY  2013 
wage  index  associated  with  this  final 
rule  (available  on  the  CMS  Web  site) 
includes  separate  wage  data  for  the 
campuses  of  four  multicampus 
hospitals. 

E.  Method  for  Computing  the  FY  2013 
Unadjusted  Wage  Index 

The  method  used  to  compute  the  FY 
2013  wage  index  without  an 
occupational  mix  adjustment  follows 
the  same  methodology  that  we  used  to 
compute  the  FY  2012  final  wage  index 
without  an  occupational  mix  adjustment 
(76  FR  51591  through  51593). 

As  discussed  in  that  final  rule,  in 
“Step  5,”  for  each  hospital,  we  afijust 
the  total  salaries  plus  wage-related  costs 
to  a  common  period  to  determine  total 
adjusted  salaries  plus  wage-related 
costs.  To  make  the  wage  adjustment,  we 
estimate  the  percentage  change  in  the 
employment  cost  index  (ECI)  for 
compensation  for  each  30-day 
increment  from  October  14,  2008, 
through  April  15,  2010,  for  private 
industry  hospital  workers  from  the  BLS’ 
Compensation  and  Working  Conditions. 
We  have  consistently  used  the  ECI  as 
the  data  source  for  our  wages  and 
salaries  and  other  price  proxies  in  the 
IPPS  market  basket,  and  as  we 
proposed,  we  are  not  making  any 
changes  to  the  usage  for  FY  2013.  The 
factors  used  to  adjust  the  hospital’s  data 
were  based  on  the  midpoint  of  the  cost 
reporting  period,  as  indicated  below. 
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Midpoint  of  Cost  Reporting 
Period 


After 

Before 

Adjustment 

factor 

10/14/2008  . 

11/15/2008 

1.03003 

11/14/2008  . 

12/15/2008 

1 .02786 

12/14/2008  . 

01/15/2009 

1.02582 

01/14/2009  . 

02/15/2009 

1 .02386 

02/14/2009  . 

03/15/2009 

1.02199 

03/14/2009  . 

04/15/2009 

1.02014 

04/14/2009  . 

05/15/2009 

1.01826 

05/14/2009  . 

06/15/2009 

1.01635 

06/14/2009  . 

07/15/2009 

1.01446 

07/14/2009  . 

08/15/2009 

1.01263 

08/14/2009  . 

09/16/2009 

1.01086 

09/14/2009  . 

10/15/2009 

1.00910 

10/14/2009  . 

11/15/2009 

1 .00728 

11/14/2009  . 

12/15/2009 

1 .00539 

12/14/2009  . 

01/15/2010 

1 .00352 

01/14/2010  . 

02/15/2010 

1.00172 

02/14/2010  . 

03/15/2010 

1 .00000 

03/14/2010  . 

04/15/2010 

0.99830 

For  example,  the  midpoint  of  a  cost 
reporting  period  beginning  January  1, 
2009,  and  ending  December  31,  2009,  is 
June  30,  2009.  An  adjustment  factor  of 
1.01446  would  be  applied  to  the  wages 
of  a  hospital  with  such  a  cost  reporting 
period. 

Using  the  data  as  described  above  and 
in  the  FY  2012  IPPS/LTCH  PPS  final 
rule,  the  FY  2013  national  average 
hourly  wage  (unadjusted  for 
occupational  mix)  is  $37.4855.  The 
Puerto  Rico  overall  average  hourly  wage 
(unadjusted  for  occupational  mix)  is 
$15.8643. 

F.  Occupational  Mix  Adjustment  to  the 
FY  2013  Wage  Index 

As  stated  earlier,  section  1886(d)(3)(E) 
of  the  Act  provides  for  the  collection  of 
data  every  3  years  on  the  occupational 
mix  of  employees  for  each  short-term, 
acute  care  hospital  participating  in  the 
Medicare  program,  in  order  to  construct 
an  occupational  mix  adjustment  to  the 
wage  index,  for  application  beginning 
October  1,  2004  (the  FY  2005  wage 
index).  The  purpose  of  the  occupational 
mix  adjustment  is  to  control  for  the 
effect  of  hospitals’  employment  choices 
on  the  wage  index.  For  example, 
hospitals  may  choose  to  employ 
different  combinations  of  registered 
nurses,  licensed  practical  nurses, 
nursing  aides,  and  medical  assistants  for 
the  purpose  of  providing  nursing  care  to 
their  patients.  The  varying  labor  costs 
associated  with  these  choices  reflect 
hospital  management  decisions  rather 
than  geographic  differences  in  the  costs 
of  labor. 


1.  Development  of  Data  for  the  FY  2013 
Occupational  Mix  Adjustment  Based  on 
the  2010  Occupational  Mix  Survey 

As  provided  for  under  section 
1886(d)(3)(E)  of  the  Act,  we  collect  data 
every  3  years  on  the  occupational  mix 
of  employees  for  each  short-term,  acute 
care  hospital  participating  in  the 
Medicare  program. 

As  discussed  in  the  FY  2012  IPPS/ 
ETCH  PPS  final  rule  (76  FR  51582 
through  51586),  the  FY  2013  wage  index 
is  based  on  data  collected  on  the  new 
2010  Medicare  Wage  Index 
Occupational  Mix  Survey  (Form  CMS- 
10079  (2010)).  The  survey  is  available 
on  the  CMS  Web  site  at:  http:// 
mvw.cms.gov/Medicare/Medicare-Fee- 
for-Service^Payment/ 
AcuteInpatientPPS/ 
in  dex.html?redirect=/ 
AcuteInpatientPPS/WIFN/Iist.asp  and 
through  the  fiscal  intermediaries/MACs. 
Hospitals  were  required  to  submit  their 
completed  2010  surveys  to  their  fiscal 
intermediaries/MACs  by  July  1,  2011. 
The  preliminary,  unaudited  2010  survey 
data  will  be  released  in  early  October 
2012,  along  with  the  FY  2010  Worksheet 
S-3  wage  data,  for  the  FY  2014  wage 
index  review  and  correction  process. 

2.  Calculation  of  the  Occupational  Mix 
Adjustment  for  FY  2013 

For  FY  2013,  we  calculated  the 
occupational  mix  adjustment  factor 
using  the  same  methodology  that  we 
used  for  the  FY  2012  wage  index  (76  FR 
51582  through  51586).  As  a  result  of 
applying  this  methodology,  the  FY  2013 
occupational  mix  adjusted  national 
average  hourly  wage  is  $37.4608.  The 
FY  2013  occupational  mix  adjusted 
Puerto  Rico-specific  average  hourly 
wage  is  $15.9019. 

Because  the  occupational  mix 
adjustment  is  required  by  statute,  all 
hospitals  that  are  subject  to  payments 
under  the  IPPS,  or  any  hospital  that 
would  be  subject  to  the  IPPS  if  not 
granted  a  waiver,  must  complete  the 
occupational  mix  survey,  unless  the 
hospital  has  no  associated  cost  report 
wage'data  that  are  included  in  the  FY 
2013  wage  index.  For  the  FY  2010 
survey,  the  response  rate  was  91.7 
percent.  In  the  FY  2013  wage  index 
established  in  this  final  rule,  we  applied 
proxy  data  for  noncompliant  hospitals, 
new  hospitals,  or  hospitals  that 
submitted  erroneous  or  aberrant  data  in 
the  same  manner  that  we  applied  proxy 
data  for  such  hospitals  in  the  FY  2012 
wage-index  occupational  mix 
adjustment  (76  FR  51586). 

In  the  FY  2011  IPPS/LTCH  PPS 
proposed  rule  and  final  rule  (75  FR 
23943  and  75  FR  50167,  respectively), 


we  stated  that,  in  order  to  gain  a  better 
understanding  of  why  some  hospitals 
are  not  submitting  the  occupational  mix 
data,  we  will  require  hospitals  that  do 
not  submit  occupational  mix  data  to 
provide  an  explanation  for  not 
complying.  This  requirement  was 
effective  beginning  wdth  the  new  2010 
occupational  mix  survey.  We  instructed 
fiscal  intermediaries/MACs  to  begin 
gathering  this  information  as  part  of  the 
FY  2013  wage  index  desk  review 
process.  We  will  review  these  data  for 
future  analysis  and  consideration  of 
potential  penalties  for  noncompliant 
hospitals. 

G.  Analysis  and  Implementation  of  the 
Occupational  Mix  Adjustment  and  the 
FY  2013  Occupational  Mix  Adjusted 
Wage  Index 

1.  Analysis  of  the  Occupational  Mix 
Adjustment  and  the  Occupational  Mix 
Adjusted  Wage  Index 

discussed  in  section  III.F.  of  this 
preamble,  for  FY  2013,  we  apply  the 
occupational  mix  adjustment  to  100 
percent  of  the  FY  2013  wage  index.  We 
calculated  the  final  occupational  mix 
adjustment  using  data  from  the  2010 
occupational  mix  survey  data,  using  the 
methodologv  described  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule  (76  FR  51582 
through  51586). 

Using  the  occupational  mix  survey 
data  and  applying  the  occupational  mix 
adjustment  to  100  percent  of  the  FY 
2013  wage  index  results  in  a  national 
average  hourly  wage  of  $37.4608  and  a 
Puerto-Rico  specific  average  hourly 
wage  of  $15.9019.  After  excluding  data 
of  hospitals  that  either  submitted 
aberrant  data  that  failed  critical  edits,  or 
that  do  not  have  FY  2009  Worksheet  S- 
3,  Parts  II  and  III,  cost  report  data  for  use 
in  calculating  the  FY  2013  wage  index, 
we  calculated  the  FY  2013  wage  index 
using  the  occupational  mix  survey  data 
from  3,192  hospitals.  Using  the 
Worksheet  S-3;  Parts  II  and  III,  cost 
report  data  of  3,447  hospitals  and 
occupational  mix  survey  data  from 
3,192  hospitals  represents  a  92.6  percent 
survey  response  rate.  The  FY  2013 
national  average  hourly  wages  for  each 
occupational  mix  nursing  subcategory 
as  calculated  in  Step  2  of  the 
occupational  mix  calculation  are  as 


follows: 

1 

Occupational  mix  nursing 
subcategory 

Average  hourly 
wage 

National  RN  . 

National  LPN  and  Surgical 

Technician . . 

National  Nurse  Aide,  Or¬ 
derly,  and  Attendant . 

National  Medical  Assistant 

37.435806262 

21.779745192 

15.334363984 

17.232523608 
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Occupational  mix  nursing 

Average  hourly 

sutxategory 

wage 

National  Nurse  Category  .... 

;  31.852574284 

The  national  average  hourly  wage  for 
the  entire  nurse  category  as  computed  in 
Step  5  of  the  occupational  mix 
calculation  is  S31. 852574284.  Hospitals 
with  a  nurse  category  average  hourly 
wage  (as  calculated  in  Step  4)  of  greater 
than  the  national  nurse  category  average 
hourly  wage  receive  an  occupational 
mix  adjustment  factor  (as  calculated  in 
Step  6)  of  less  than  1.0.  Hospitals  with 
a  nurse  categoiy'  average  hourly  wage  (as 
calculated  in  Step  4)  of  less  thaii  the 
national  nurse  category  average  hourly 
wage  receive  an  occupational  mix 
adjustment  factor  (as  calculated  in  Step 
6)  of  greater  than  1.0. 

Based  on  the  2010  occupational  mix 
survey  data,  we  determined  (in  Step  7 
of  the  occupational  mix  calculation)  that 
the  national  percentage  of  hospital 
employees  in  the  nurse  category  is  43.47 
percent,  and  the  national  percentage  of 
hospital  employees  in  the  all  other 
occupations  category  is  56.53  percent. 

At  the  CBS  A  level,  the  percentage  of 
hospital  employees  in  the  nurse 
category  ranged  from  a  low  of  21.9 
percent  in  one  CBSA.  to  a  high  of  62.0 
percent  in  another  CBSA. 

We  also  compared  the  FY  2013  wage 
data  adjusted  for  occupational  mix  from 
the  2010  survey  to  the  FY  2013  wage 
data  adjusted  for  occupational  mix  from 
the  2007-2008  survey.  This  analysis 
illustrates  the  effect  on  area  wage 
indices  of  using  the  2010  survey  data 
compared  to  the  2007-2008  survey  data; 
that  is,  it  shows  whether  hospitals’  wage 
indices  are  increasing  or  decreasing 
under  the  current  survey  data  as 
compared  to  the  prior  survey  data.  Our 
analysis  shows  that  the  FY  2013  wage 
index  values  for  189  (48.3  percent) 
urban  areas  and  14  (29.2  percent)  rural 
areas  will  increase.  Fifty  three  (13.6 
percent)  urban  areas  will  increase  by  1 
percent  or  more,  and  no  urban  areas  will 
increase  by  5  percent  or  more.  Three 
(6.3  percent)  rural  areas  will  increase  by 
1  percent  or  more,  and  no  rural  areas 
will  increase  by  5  percent  or  more. 
How’ever,  the  wage  index  values  for  199 
(50.9  percent)  urban  areas  and  34  (70.8 
percent)  rural  areas  will  decrease  using 
the  2010  data.  Sixty-three  (16.1  percent) 
urban  areas  will  decrease  by  1  percent 
or  more,  and  no  urban  areas  will 
decrease  by  5  percent  or  more.  Three 
(6.3  percent)  rural  areas  will  decrease  by 
1  percent  or  more,  and  no  rural  areas 
will  decrease  by  5  percent  or  more.  The 
largest  positive  impacts  using  the  2010 
data  compared  to  the  2007-2008  data 
are  4.34  percent  for  an  urban  area  and 


3.20  percent  for  a  rural  area.  The  largest 
negative  impacts  are  4.91  percent  for  an 
urban  area  and  2.26  percent  for  a  rural 
area.  Three  urban  areas  and  no  rural 
areas  will  be  unaffected.  These  results 
indicate  that  the  wage  indices  of  more 
CBSAs  overall  (53.1  percent)  will  be 
decreasing  due  to  application  of  the 
2010  occupational  mix  survey  data  as 
compared  to  the  2007-2008  survey  data 
to  the  wage  index.  Further,  a  larger 
percentage  of  urban  areas  (48.3  percent) 
will  benefit  from  the  2010  occupational 
mix  survey  as  compared  to  the  2007- 
2008  survey  than  will  rural  areas  (29.2 
percent). 

We  compared  the  FY  2013 
occupational  mix  adjusted  wage  indices 
for  each  CBSA  to  the  unadjusted  wage 
indices  for  each  CBSA.  As  a  result  of 
applying  the  occupational  mix 
adjustment  to  the  wage  data,  the  wage 
index  values  for  206  (52.7  percent) 
urban  areas  and  34  (70.8  percent)  rural 
areas  will  increase.  One  hundred  fifteen 
(29.4  percent)  urban  areas  will  increase 
by  1  percent  or  more,  and  3  (0.77 
percent)  urban  areas  will  increase  by  5 
percent  or  more.  Fourteen  (29.2  percent) 
rural  areas  will  increase  by  1  percent  or 
more,  and  no  rural  areas  will  increase 
by  5  percent  or  more.  However,  the 
wage  index  values  for  185  (47.3  percent) 
urban  areas  and  14  (29.2  percent)  rural 
areas  will  decrease.  Eighty-one  (20.7 
percent)  urban  areas  will  decrease  by  1 
percent  or  more,  and  one  urban  area 
will  decrease  by  5  percent  or  more  (0.26 
percent).  Seven  (14.6  percent)  rural 
areas  will  decrease  by  1  percent  or 
more,  and  no  rural  areas  will  decrease 
by  5  percent  or  more.  The  largest 
positive  impacts  are  6.68  percent  for  an 
urban  area  and  2.62  percent  for  a  rural 
area.  The  largest  negative  impacts  are 
5.26  percent  for  an  urban  area  and  3.14 
percent  for  a  rural  area.  No  urban  or 
rural  areas  are  unaffected.  These  results 
indicate  that  a  larger  percentage  of  rural 
areas  (70.8  percent)  will  benefit  from  the 
occupational  mix  adjustment  than  do 
urban  areas  (52.7  percent).  While  these 
results  are  more  positive  overall  for 
rural  areas  than  under  the  previous 
occupational  mix  adjustment  that  used 
survey  data  from  2007-2008,  almost 
one-third  (29.2  percent)  of  rural  CBSAs 
will  still  experience  a  decrease  in  their 
wage  indices  as  a  result  of  the 
occupational  mix  adjustment. 

2.  Application  of  the  Rural,  Imputed, 
and  Frontier  Floors 

a.  Rural  Floor 

Section  4410  of  Public  Law  105-33 
provides  that,  for  discharges  on  or  after 
October  1,  1997,  the  area  wage  index 
applicable  to  any  hospital  that  is  located 


in  an  urban  area  of  a  State  may  not  be 
less  than  the  area  wage  index  applicable 
to  hospitals  located  in  rural  areas  in  that 
State.  This  provision  is  referred  to  as  the 
“rural  floor.”  Section  3141  of  Public 
Law  111-148  also  requires  that  a 
national  budget  neutrality  adjustment  be 
applied  in  implementing  the  rural  floor. 
In  the  FY  2013  proposed  wage  index, 
we  estimated  that  393  hospitals  would 
receive  an  increase  in  their  FY  2013 
proposed  wage  index  due  to  the 
application  of  the  rural  floor.  In  the  FY 
2013  final  wage  index  associated  with 
this  final  rule  and  available  on  the  CMS 
Web  site,  454  hospitals  are  receiving  an 
increase  in  their  FY  2013  wage  index 
due  to  the  application  of  the  rural  floor. 

Comment:  We  did  not  make  any 
proposals  in  the  FY  2013  proposed  rule 
pertaining  to  the  rural  floor.  However, 
several  commenters  opposed  the 
application  of  the  national  budget 
neutrality  adjustment  for  the  rural  floor. 
The  commenters  noted  our  discussion 
of  the  impacts  of  the  policy  in  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28170  through  28172)  and,  in 
particular,  the  table  in  the  Addendum  at 
77  FR  28171  shows  Massachusetts 
would  receive  significant  extra  IPPS 
payments  alone  for  FY  2013,  due,  in 
part,  to  this  policy.  The  commenters 
opined  that  the  national  rural  floor 
budget  neutrality  policy  “unfairly  skews 
Medicare  payments,  reducing  payments 
to  thousands  of  hospitals  across  the 
nation  while  benefitting  a  few  dozen 
hospitals  in  one  State.”  The  commenters 
requested  that  CMS  reassess  the 
national  rural  floor  budget  neutrality 
provision  and  recommended  that  CMS 
reverse  the  provision. 

Response:  As  discussed  above,  the 
national  rural  floor  budget  neutrality 
adjustment  for  the  IPPS  is  required  by 
section  3141  of  Public  Law  111-148. 

b.  Imputed  Floor  and  Alternative, 
Temporary  Methodology  for  Computing 
the  Imputed  Floor 

In  the  FY  2005  IPPS  final  rule  (69  FR 
49109),  we  adopted  the  “imputed  floor” 
policy  as  a  temporary  3-year  regulatory 
measure  to  address  concerns  from 
hospitals  in  all-urban  States  that  have 
argued  that  they  are  disadvantaged  by 
the  absence  of  rural  hospitals  to  set  a 
wage  index  floor  for  those  States.  Since 
its  initial  implementation,  we  have 
extended  the  imputed  floor  policy  three 
times,  the  last  of  which  was  adopted  in 
the  FY  2012  IPPS/LTCH  PPS  final  rule 
and  is  set  to  expire  on  September  30, 
2013  (we  refer  readers  to  the  discussion 
in  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51593)).  There  are  currently 
two  all-urban  States,  New  Jersey  and 
Rhode  Island,  that  have  a  range  of  wage 
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indices  assigned  to  hospitals  in  the 
State,  including  through  reclassification 
or  redesignation  (we  refer  readers  to 
discussions  of  geographic 
reclassifications  and  redesignations  in 
section  III.H.  of  this  preamble). 

However,  as  we  explain  below,  the 
current  method  for  computing  the 
imputed  floor  benefits  only  New  )ersey, 
and  not  Rhode  Island. 

The  current  methodology  for 
computing  the  imputed  floor  is 
specified  in  our  regulations  at  42  CFR 
412.64(h)(4).  In  computing  the  imputed 
floor  for  an  all-urban  State,  we  calculate 
the  ratio  of  the  lowest-to-highest  CBSA 
wage  index  for  each  all-urban  State  (that 
is.  New  Jersey  and  Rhode  Island)  as  well 
as  the  average  of  the  ratios  of  lowest-to- 
highest  CBSA  wage  indices  of  those  all- 
urban  States.  We  compare  the  State’s 
own  ratio  to  the  average  ratio  for  all- 
urban  States  and  whichever  is  higher  is 
multiplied  by  the  highest  CBSA  wage 
index  value  in  the  State — the  product  of 
which  establishes  the  imputed  floor  for 
the  State.  Rhode  Island  has  only  one 
CBSA  (Providence-New  Bedford-Fall 
River,  RI-MA);  therefore,  Rhode  Island’s 
own  ratio  equals  1.0,  and  its  imputed 
floor  is  equal  to  its  original  CBSA  wage 
index  value.  Conversely,  New  Jersey  has 
10  CBS  As.  Because  the  average  ratio  of 
New  Jersey  and  Rhode  Island  is  higher 
than  New  Jersey’s  own  ratio,  the  current 
methodology  provides  a  benefit  for  New 
Jersey,  but  not  for  Rhode  Island. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27950),  for  the  FY 
2013  wage  index,  the  final  year  of  the 
extension  of  the  imputed  floor  policy 
under  §  412.64(h)(4),  we  proposed  an 
alternative,  temporary  methodology  for 
computing  the  imputed  floor  wage 
index  to  address  the  concern  that  the 
current  imputed  floor  methodology 
guarantees  a  benefit  for  one  all-urban 
State  with  multiple  wage  indices  but 
cannot  benefit  the  other.  We  proposed 
that  this  proposed  alternative 
methodology  for  calculating  the 
imputed  floor  would  be  established 
using  data  from  the  application  of  the 
rural  floor  policy  for  FY  2013.  We 
proposed  that  we  would  first  determine 
the  average  percentage  difference 
between  the  post-reclas'sified,  pre-floor 
area  wage  index  and  the  post- 
reclassified,  rural  floor  wage  index 
(without  rural  floor  budget  neutrality 
applied)  for  all  CBSAs  receiving  the 
rural  floor.  (Table  4D  associated  with 
the  proposed  rule  and  available  on  the 
CMS  Web  site  included  the  CBSAs 
receiving  a  State’s  rural  floor  wage 
index.)  The  lowest  post-reclassified 
wage  index  assigned  to  a  hospital  in  an 
all-urban  State  having  a  range  of  such 
values  would  then  be  increased  by  this 


factor,  the  result  of  which  would 
establish  the  State’s  alternative  imputed 
floor.  We  proposed  to  amend 
§  412.64(h)(4)  to  add  new  paragraphs 
(v)(A)  and  (B)  to  incorporate  this 
proposed  alternative  methodology,  and 
to  make  conforming  references. 

In  addition,  for  the  FY  2013  wage 
index,  we  did  not  propose  any  changes 
to  the  current  imputed  floor 
methodology  at  §  412.64(h)(4)  and, 
therefore,  no  changes  to  the  New  Jersey 
imputed  floor  computation  for  FY  2013. 
Instead,  for  FY  2013,  we  proposed  a 
second,  alternative  methodology  that 
would  be  used  in  cases  where  an  all- 
urban  State  has  a  range  of  wage  indices 
assigned  to  its  hospitals,  but  the  State 
cannot  benefit  from  the  methodology  in 
existing  §  412.64(h)(4).  We  stated  that 
we  intended  to  further  evaluate  the 
need,  applicability,  and  methodology 
for  the  imputed  floor  before  the 
September  30,  2013  expiration  of  the 
imputed  floor  policy  and  address  these 
issues  in  the  FY  2014  proposed  rule. 

Comment:  A  few  commenters 
addressed  our  proposal  for  an 
alternative,  temporary  methodology  for 
calculating  the  imputed  floor.  Some  of 
the  commenters  supported  the  proposal. 
One  commenter  also  urged  CMS  to 
adopt  the  alternative  methodology  for  3 
consecutive  fiscal  years  rather  than  the 
proposed  1-year  period.  Another 
commenter,  a  State  hospital  association, 
urged  CMS  to  make  the  imputed  floor  a 
permanent  policy  in  the  FY  2013  final 
rule.  Two  State  hospital  associations 
opposed  the  proposal.  One  association 
agreed  with  the  rationale  that  CMS  had 
previously  provided  in  the  FY  2012 
IPPS/LTCH  PPS  proposed  rule  (76  FR 
25878  through  25879)  for  not  proposing 
to  extend  the  imputed  floor  policy.  The 
association  urged  CMS  to  allow  the 
imputed  floor  policy  to  expire  and  not 
to  finalize  the  proposed  alternative 
methodology  that  would  allow 
additional  hospitals  to  benefit  from  the 
imputed  floor.  Another  association 
suggested  that  CMS  should  provide 
additional  information  and  consider  the 
effects  on  all  States,  not  just  the  benefits 
that  may  apply  to  one  or  two  specific 
States.  Additionally,  the  national 
hospital  association  stated  that  it  would 
be  premature  for  it  to  comment  on  the 
proposal  at  this  time  due  to  its  ongoing 
analysis  of  wage  index  reform. 

Response:  As  discussed  above  and  in 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule,  we  proposed  the  alternative 
methodology  for  only  the  one  remaining 
year  of  the  imputed  floor  policy,  which 
expires  on  September  30,  2013.  We 
made  no  proposal  for  extending  the 
general  imputed  floor  policy  beyond  FY 
2013;  therefore,  we  do  not  agree  with 


the  suggestion  to  adopt  a  final  policy 
that  would  extend  the  alternative, 
temporary  policy  for  3  years,  beyond  FY 
2013.  As  proposed,  we  are  adopting  as 
final  for  the  FY  2013  wage  index  the 
alternative,  temporary  methodology  for 
computing  the  imputed  floor  wage 
index,  as  well  as  the  proposal  to  amend 
§  412.64(h)(4)  to  add  new  paragraphs 
(v)(A)  and  (B)  to  incorporate  the 
alternative  methodology.  In  addition,  as 
we  stated  above,  we  plan  to  further 
evaluate  the  need,  applicability,  and 
methodology  for  the  imputed  floor 
policy  and  will  address  these  issues  in 
the  FY  2014  proposed  rule. 

The  wage  index  and  impact  tables 
associated  with  this  FY  2013  final  rule 
that  are  available  on  the  CMS  Web  site 
include  the  application  of  the  imputed 
floor  policy  at  §  412.64(h)(4)  and  a 
national  budget  neutrality  adjustment 
for  the  imputed  floor.  There  are  29 
providers  in  New  Jersey  that  will 
receive  an  increase  in  their  FY  2013 
wage  index  due  to  the  imputed  floor 
policy.  The  wage  index  and  impact 
tables  for  this  final  rule  also  reflect  the 
application  of  the  second  alternative 
methodology  for  computing  the  imputed 
floor,  which  will  benefit  four  hospitals 
in  Rhode  Island. 

c.  Frontier  Floor 

Section  10324  of  Public  Law  111-148 
requires  that  hospitals  in  frontier  States 
cannot  be  assigned  a  wage  index  of  less 
than  1.0000  (we  refer  readers  to  a 
discussion-  of  the  implementation  of  this 
provision  in  the  FY  2011  IPPS/LTCH 
PPS  final  rule  (75  FR  50160).  Four 
States  in  the  FY  2013  wage  index  are 
receiving  the  frontier  State  wage  index: 
Montana,  North  Dakota,  South  Dakota, 
and  Wyoming;  45  providers  in  these 
States  are  receiving  the  frontier  floor 
value  of  1.0000  in  the  FY  2013  wage 
index  associated  with  this  final  rule. 
Although  Nevada  is  also,  by  definition, 
a  frontier  State  and  was  assigned  a 
frontier  floor  value  of  1.0000  for  FY 

2012,  its  FY  2013  rural  floor  value  of 
1.0256  is  greater  than  the  frontier  floor 
value  (that  is,  1.0000)  and,  therefore,  is 
the  State’s  minimum  wage  index  for  FY 

2013. 

We  did  not  receive  any  public 
comments  on  the  frontier  floor  policy. 

The  areas  affected  by  the  ruraL 
imputed,  and  frontier  floor  policies  for 
the  FY  2013  wage  index  are  identified 
in  Table  4D  associated  with  this  final 
rule  and  available  on  the  CMS  Web  site. 

3.  FY  2013  Wage  Index  Tables 

The  wage  index  values  for  FY  2013 
(except  those  for  hospitals  receiving 
wage  index  adjustments  under  section 
1886(d)(13)  of  the  Act),  included  in 
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Tables  4A,  4B,  4C.  and  4F,  available  on 
the  CMS  Web  site,  include  the 
occupational  mix  adjustment, 
geographic  reclassification  or 
redesignation  as  discussed  in  section 
III.H.  of  this  preamble,  and  the 
application  of  the  rural,  imputed,  and 
frontier  State  floors  as  discussed  in 
section  III.G.2.  of  this  preamble. 

Tables  3A  and  3B,  available  on  the 
CMS  Web  site,  list  the  3-year  average 
hourly  wage  for  each  labor  market  area 
before  the  redesignation  or 
reclassification  of  hospitals  based  on 
FYs  2007,  2008,  and  2009  cost  reporting 
periods.  Table  3A  lists  these  data  for 
urban  areas,  and  Table  3B  lists  these 
data  for  rural  areas.  In  addition.  Table 
2,  which  is  available  on  the  CMS  Web 
site,  includes  the  adjusted  average 
hourly  wage  for  each  hospital  from  the 
FY  2007  and  FY  2008  cost  reporting 
periods,  as  well  as  the  FY  2009  period 
used  to  calculate  the  FY  2013  wage 
index.  The  3-year  averages  are 
calculated  by  dividing  the  sum  of  the 
dollars  (adjusted  to  a  common  reporting 
period  using  the  method  described 
previously)  across  all  3  years,  by  the 
sum  of  the  hours.  If  a  hospital  is  missing 
data  for  any  of  the  previous  years,  its 
average  hourly  wage  for  the  3-year 
period  is  calculated  based  on  the  data 
available  during  that  period.  The 
average  hourly  wages  in  Tables  2,  3 A, 
and  3B.  which  are  available  on  the  CMS 
Web  site,  include  the  occupational  mix 
adjustment.  The  wage  index  values  in 
Tables  4A,  4B.  4C,  and  4D  also  include 
the  national  rural  and  imputed  floor 
budget  neutrality  adjustment.  The  wage 
index  values  in  Table  2  also  include  the 
out-migration  adjustment  for  eligible 
hospitals. 

H.  Revisions  to  the  Wage  Index  Based 
on  Hospital  Redesignations  and 
Reclassifications 

I.  General  Policies  and  Effects  of 
Reclassification  and  Redesignation 

Under  section  1886(d)(10)  of  the  Act, 
the  MGCRB  considers  applications  by 
hospitals  for  geographic  reclassification 
for  purposes  of  payment  under  the  IPPS. 
Hospitals  must  apply  to  the  MGCRB  to 
reclassify  13  months  prior  to  the  start  of 
the  fiscal  year  for  w’hich  reclassification 
is  sought  (generally  by  September  1). 
Generally,  hospitals  must  be  proximate 
to  the  labor  market  area  to  which  they 
are  seeking  reclassification  and  must 
demonstrate  cheu'acteristics  similar  to 
hospitals  located  in  that  area.  The 
MGCRB  issues  its  decisions  by  the  end 
of  February  for  reclassifications  that 
become  effective  for  the  following  fiscal 
year  (beginning  October  1).  The 
regulations  applicable  to 


reclassifications  by  the  MGCRB  are 
located  in  42  CFR  412.230  through 
412.280.  (We  refer  readers  to  a 
discussion  of  the  proximity 
requirements  in  the  FY  2002  IPPS  final 
rule  (66  FR  39874  and  39875).)  The 
general  policies  for  reclassifications  and 
redesignations  that  we  proposed,  and 
are  adopting,  for  FY  2013,  and  the 
policies  for  the  effects  of  hospitals’ 
reclassifications  and  redesignations  on 
the  wage  index,  are  the  same  as  those 
discussed  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  for  the  FY  2012  final 
wage  index  (76  FR  51595  and  51596). 
Also,  in  the  FY  2012  IPPS/LTCH  PPS 
final  rule,  we  discussed  the  effects  on 
the  wage  index  of  urban  hospitals 
reclassifying  to  rural  areas  under  42  CFR 
412.103.  Hospitals  that  are 
geographically  located  in  States  without 
any  rural  areas  are  ineligible  to  apply  for 
rural  reclassification  pursuant  to  42  CFR 
412.103. 

2.  FY  2013  MGCRB  Reclassifications 

a.  FY  2013  Reclassification 
Requirements  and  Approvals 

Under  section  1886(d)(10)  of  the  Act, 
the  MGCRB  considers  applications  by 
hospitals  for  geographic  reclassification 
for  purposes  of  payment  under  the  IPPS. 
The  specific  procedures  and  rules  that 
apply  to  the  geographic  reclassification 
process  are  outlined  in  regulations 
under  42  CFR  412.230  through  412.280. 

At  the  time  this  final  rule  was 
constructed,  the  MGCRB  had  completed 
its  review  of  FY  2013  reclassification 
requests.  Based  on  such  reviews,  there 
were  193  hospitals  approved  for  wage 
index  reclassifications  by  the  MGCRB 
for  FY  2013.  Because  MGCRB  wage 
index  reclassifications  are  effective  for  3 
years,  for  FY  2013,  hospitals  reclassified 
during  FY  2011  or  FY  2012  are  eligible 
to  continue  to  be  reclassified  to  a 
particular  labor  market  area  based  on 
such  prior  reclassifications.  There  were 
265  hospitals  approved  for  wage  index 
reclassifications  in  FY  2011,  and  205 
hospitals  approved  for  wage  index 
reclassifications  in  FY  2012.  Of  all  the 
hospitals  approved  for  reclassification 
for  FY  2011,  FY  2012,  and  FY  2013, 
based  upon  the  review  at  the  time  of 
this  final  rule,  663  hospitals  are  in  a 
reclassification  status  for  FY  2013. 

Under  42  CFR  412.273,  hospitals  that 
have  been  reclassified  by  the  MGCRB 
are  permitted  to  withdraw  their 
applications  within  45  days  of  the 
publication  of  a  proposed  rule.  For 
information  about  withdrawing, 
terminating,  or  canceling  a  previous 
withdrawal  or  termination  of  a  3-year 
reclassification  for  wage  index 
purposes,  we  refer  readers  to  42  CFR 


412.273,  as  well  as  the  FY  2002  IPPS 
final  rule  (66  FR  39887)  and  the  FY 
2003  IPPS  final  rule  (67  FR  50065). 
Additional  discussion  on  withdrawals 
and  terminations,  and  clarifications 
regarding  reinstating  reclassifications 
and  “fallback”  reclassifications,  were 
included  in  the  FY  2008  IPPS  final  rule 
(72  FR  47333). 

Changes  to  the  wage  index  that  result 
from  withdrawals  of  requests  for 
reclassification,  terminations,  wage 
index  corrections,  appeals,  and  the 
Administrator’s  review  process  for  FY 
2013  are  incorporated  into  the  wage 
index  values  published  in  this  FY  2013 
IPPS/LTCH  PPS  final  rule.  These 
changes  affect  not  only  the  wage  index 
value  for  specific  geographic  areas,  but 
also  the  wage  index  value  redesignated/ 
reclassified  hospitals  receive;  that  is, 
whether  they  receive  the  wage  index 
that  includes  the  data  for  both  the 
hospitals  already  in  the  area  and  the 
redesignated/reclassified  hospitals. 
Further,  the  wage  index  value  for  the 
area  from  which  the  hospitals  are 
redesignated/reclassified  may  be 
affected. 

b.  Applications  for  Reclassifications  for 
FY  2014 

Applications  for  FY  2014 
reclassifications  are  due  to  the  MGCRB 
by  September  4,  2012  (the  first  working 
day  of  September  2012).  We  note  that 
this  is  also  the  deadline  for  canceling  a 
previous  wage  index  reclassification 
withdrawal  or  termination  under  42 
CFR  412.273(d).  Applications  and  other 
information  about  MGCRB 
reclassifications  may  be  obtained, 
beginning  in  mid-July  2012,  via  the 
Internet  on  the  CMS  Web  site  at: 
http://wmv.cms.gov/Regulations-and- 
Guidance/Review-Boards/MGCRB/ 
index.htmI?redirect=/MGCRB/ 

02  instructions  and  applications. asp, 
or  by  calling  the  MGCRB  at  (410)  786- 
1174.  The  mailing  address  of  the 
MGCRB  is;  2520  Lord  Baltimore  Drive, 
Suite  L,  Baltimore,  MD  21244-2670. 

3.  Redesignations  of  Hospitals  under 
Section  1886(d)(8)(B)  of  the  Act 

Section  1886(d)(8)(B)  of  the  Act 
requires  us  to  treat  a  hospital  located  in 
a  rural  county  adjacent  to  one  or  more 
urban  areas  as  being  located  in  the  MSA 
if  certain  criteria  are  met.  Effective 
beginning  FY  2005,  we  use  OMB’s  2000 
CBSA  standards  and  the  Census  2000 
data  to  identify  counties  in  which 
hospitals  qualify  under  section 
1886(d)(8)(B)  of  the  Act  to  receive  the 
wage  index  of  the  urban  area.  Hospitals 
located  in  these  counties  have  been 
known  as  “Lugar”  hospitals  and  the 
counties  themselves  are  often  referred  to 
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as  “Lugar”  counties.  The  FY  2013  chart 
with  the  listing  of  the  rural  counties 
containing  the  hospitals  designated  as 
urban  under  section  1886(d)(8)(B)  of  the 
Act  is  available  via  the  Internet  on  the 
CMS  Web  site. 

4.  Reclassifications  Under  Section 
1886(d)(8)(B)  of  the  Act 

As  in  the  past,  hospitals  redesignated 
under  section  1886(d)(8)(B)  of  the  Act 
are  also  eligible  to  be  reclassified  to  a 
different  area  by  the  MGCRB.  Affected 
hospitals  were  permitted  to  compare  the 
reclassified  wage  index  for  the  labor 
market  area  in  Table  4C  associated  with 
the  proposed  rule  (which  was  available 
on  the  CMS  Web  site)  into  which  they 
would  be  reclassified  by  the  MGCRB  to 
the  wage  index  for  the  area  to  which 
they  are  redesignated  under  section 
1886(d)(8)(B)  of  the  Act.  Hospitals  could 
have  withdrawn  from  an  MGCRB 
reclassification  within  45  days  of  the 
publication  of  the  FY  2013  proposed 
rule.  (We  refer  readers  to  the  FY  2012 
IPPS/LTCH  PPS  final  rule  (76  FR  51598 
through  51599)  for  the  procedural  rules 
and  requirements  for  a  hospital  that  is 
redesignated  under  section 
1886(d)(8)(B)  of  the  Act  and  seeking 
reclassification  under  the  MGCRB,  as 
well  as  our  policy  of  measuring  the 
urban  area,  exclusive  of  the  Lugar 
County,  for  purposes  of  meeting 
proximity  requirements.)  We  treat  New 
England  deemed  counties  in  a  manner 
consistent  with  how  we  treat  Lugar 
counties.  (We  refer  readers  to  FY  2008 
IPPS  final  rule  with  comment  period  (72 
FR  47337)  for  a  discussion  of  this 
policy.) 

5.  Reclassifications  Under  Section  508 
of  Pub.  L.  108-173 

Section  508  of  Public  Law  108-173 
allowed  certain  qualifying  hospitals  to 
receive  wage  index  reclassifications  and 
assignments  that  they  otherwise  would 
not  have  been  eligible  to  receive  under 
the  law.  Although  section  508  originally 
was  scheduled  to  expire  after  a  3-year 
period.  Congress  extended  the  provision 
several  times,  as  well  as  certain  special 
exceptions  that  would  have  otherwise 
expired.  For  a  discussion  of  the  original 
section  508  provision  and  its  various 
extensions,  we  refer  readers  to  the  FY 
2012  notice,  CMS-1442-N,  which  went 
on  public  display  at  the  Office  of  the 
Federal  Register  on  April  19,  2012,  and 
was  published  in  the  Federal  Register 
on  April  20,  2012  (77  FR  23722).  The 
most  recent  extension  of  the  provision 
was  included  in  section  302  of  the 
Temporary  Payroll  Tax  Cut 
Continuation  Act  of  2011  (Pub.  L.  112- 
78),  as  amended  by  section  3001  of  the 
Middle  Class  Tax  Relief  and  Job 


Creation  Act  of  2012  (Pub.  L.  112-96), 
which  extended  certain  section  508 
reclassifications  and  special  exception 
wage  indices  for  a  6-month  period 
during  FY  2012,  from  October  1,  2011 
through  March  31,  2012.  Section  508 
reclassifications  and  certain  special 
exceptions  have  not  been  extended  for 
FY  2013.  Tjjerefore,  the  FY  2013  wage 
index  associated  with  this  final  rule 
does  not  reflect  any  section  508 
reclassifications  or  special  exception 
wage  indices. 

6.  Waiving  Lugar  Redesignation  for  the 
Out-Migration  Adjustment 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51599  through  51600),  we 
adopted  the  policy  that,  beginning  with 
FY  2012,  an  eligible  hospital  that  waives 
its  Lugar  status  in  order  to  receive  the 
out-migration  adjustment  has  effectively 
waived  its  deemed  urban  status  and, 
thus,  is  rural  for  all  purposes  under  the 
iPPS,  including  being  considered  rural 
for  the  DSH  payment  adjustment, 
effective  for  the  fiscal  year  in  which  the 
hospital  receives  the  out-migration 
adjustment.  (We  refer  readers  to  a 
discussion  of  DSH  payment  adjustment 
under  section  IV.G.  of  this  preamble.) 

In  addition,  we  adopted  a  minor 
procedural  change  that  would  allow  a 
Lugar  hospital  that  qualifies  for  and 
accepts  the  out-migration  adjustment 
(through  written  notification  to  CMS 
within  the  requisite  number  of  days 
from  the  publication  of  the  proposed 
rule  ^^)  to  automatically  waive  its  urban 
status  for  the  3-year  period  for  which  its 
out-migration  adjustment  is  effective. 
That  is,  such  a  Lugar  hospital  would  no 
longer  be  required  during  the  second 
and  third  years  of  eligibility  for  the  out¬ 
migration  adjustment  to  advise  us 
annually  that  it  prefers  to  continue 
being  treated  as  rural  and  receive  the 
adjustment.  Thus,  under  the  procedural 
change,  a  Lugar  hospital  that  requests  to 
waive  its  urban  status  in  order  to  receive 
the  rural  wage  index  in  addition  to  the 
out-migration  adjustment  would  be 
deemed  to  have  accepted  the  out¬ 
migration  adjustment  and  agrees  to  be 
treated  as  rural  for  the  duration  of  its  3- 
year  eligibility  period,  unless,  prior  to 
its  second  or  third  year  of  eligibility,  the 
hospital  explicitly  notifies  CMS  in 
writing,  within  the  required  period 
(generally  45  days  from  the  publication 
of  the  proposed  rule),  that  it  instead 
elects  to  return  to  its  deemed  urban 
status  and  no  longer  wishes  to  accept 
the  out-migration  adjustment. 

■*3  Hospitals  generally  have  45  days  from 
publication  of  the  proposed  rule  to  request  an  out¬ 
migration  adjustment  in  lieu  of  the  section 
1886(d)(&)  deemed  urban  status. 


We  refer  readers  to  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51599 
through  51600)  for  a  detailed  discussion 
of  the  policy  and  process  for  waiving 
Lugar  status  for  the  out-migration 
adjustment. 

7.  Cancellation  of  Acquired  Rural  Status 
Due  to  MDH  Expiration 

As  we  discussed  in  the  FY  2011  IPPS/ 
LTCH  PPS  final  rule  (75  FR  50286  and 
50287)  and  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51683  through 
51684),  section  3124  of  the  Affordable 
Care  Act  extended  the  MDH  program 
from  the  end  of  FY  2011  (for  discharges 
occurring  before  October  1,  2011)  to  the 
end  of  FY  2012  (for  discharges  occurring 
before  October  1,  2012).  Accordingly, 
beginning  with  FY  2013,  there  will  no 
longer  be  an  MDH  designation,  and 
those  hospitals  that  were  formerly 
MDHs  will  be  paid  based  solely  on  the 
Federal  rate. 

Comment:  Several  commenters 
requested  CMS  to  permit  hospitals  to 
revisit  any  geographic  reclassification 
decisions  that  would  impact  their 
ability  to  qualify  for  MDH  status  in  the 
event  that  the  Congress  extends  the 
MDH  program.  In  particular,  in 
anticipation  of  the  September  30,  2012 
expiration  of  the  MDH  program,  the 
commenters  stated  that  some  urban 
hospitals  that  became  rural  under 
section  1886(d)(8)(E)  of  the  Act  in  order 
to  qualify  for  MDH  status  had  canceled 
their  rural  status  so  that  they  could 
instead  receive  their  urban  area  wage 
index  or  reclassify  for  a  higher  wage 
index  under  section  1886(d)(10)  of  the 
Act  for  FY  2013.  The  commenters 
further  stated  that  if  the  MDH  program 
is  extended,  such  hospital  would  no 
longer  be  qualified  for  MDH  status 
because  the  hospital  is  no  longer  a  rural 
provider. 

Response:  Although  we  understand 
the  commenters’  concerns,  we  believe  it 
would  be  imprudent  for  CMS  in  this  FY 
2013  final  rule  to  revise  existing 
Medicare  regulations  and  procedural 
rules  around  actions  that  the  Congress 
may  take  in  the  future.  If  legislation  is 
passed  to  continue  the  MDH  program, 
CMS  will  develop  policies  and 
procedures  to  implement  the  specific 
provisions  of  such  legislation. 

I.  FY  2013  Wage  Index  Adjustment 
Based  on  Commuting  Patterns  of 
Hospital  Employees 
In  accordance  with  the  broad 
discretion  granted  to  the  Secretary 
under  section  1886(d)(13)  of  the  Act,  as 
added  by  section  505  of  Public  Law 
108-173,  beginning  with  FY  2005,  we 
established  a  process  to  make 
adjustments  to  the  hospital  wage  index 
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based  on  commuting  patterns  of 
hospital  employees  (the  “out-migration” 
adjustment).  The  process,  outlined  in 
the  FY  2005  IPPS  final  rule  (69  FR 
49061),  provides  for  an  increase  in  the 
wage  index  for  hospitals  located  in 
certain  counties  that  have  a  relativ'ely 
high  percentage  of  hospital  employees 
who  reside  in  the  county  but  work  in  a 
different  county  (or  counties)  with  a 
higher  wage  index.  The  FY  2013  out¬ 
migration  adjustment  is  based  on  the 
same  policies,  procedures,  and 
computation  that  were  used  for  the  FY 
2012  out-migration  adjustment  (we  refer 
readers  to  a  full  discussion  of  the 
adjustment,  including  rules  on  deeming 
hospitals  reclassified  under  section 
1886(d)(8)  or  section  1886(d)(10)  to  have 
waived  the  out-migration  adjustment,  in 
the  FY  2012  IPPS/LTCH  PPS  final  rule 
(76  FR  51601  through  51602)).  Table  4), 
available  via  the  Internet  on  the  CMS 
Web  site,  lists  the  out-migration 
adjustments  for  the  FY  2013  wage 
index. 

We  did  not  receive  any  public 
comments  on  our  proposals  for  the  out¬ 
migration  adjustment  for  FY  2013. 

/.  Process  for  Requests  for  Wage  Index 
Data  Corrections 

The  preliminaiA',  unaudited 
Worksheet  S— 3  wage  data  and 
occupational  mix  sur\'ey  data  files  for 
the  proposed  FY  2013  wage  index  were 
made  available  on  October  4,  2011, 
through  the  Internet  on  the  CMS  Web 
site  at:  http://\\’\\’w.cms.gov/Medicare/ 
Medicare-Fee-for-Ser\'ice-Payment/ 
AcuteInpatientPPS/ 
index.btml?redirect=/ 

A  cu  tein  patien  tPPS/WIFN/list.  asp. 

In  the  interest  of  meeting  the  ciata 
needs  of  the  public,  beginning  with  the 
proposed  FY  2009  wage  index,  w'e  post 
an  additional  public  use  file  on  our  Web 
site  that  reflects  the  actual  data  that  are 
used  in  computing  the  proposed  wage 
index.  The  release  of  this  new  file  does 
not  alter  the  current  wage  index  process 
or  schedule.  We  notify  the  hospital 
community  of  the  availability  of  these 
data  as  we  do  with  the  current  public 
use  wage  data  files  through  our  Hospital 
Open  Door  forum.  We  encourage 
hospitals  to  sign  up  for  automatic 
notifications  of  information  about 
hospital  issues  and  the  schedujing  of 
the  Hospital  Open  Door  forums  at  the 
CMS  Web  site  at:  http://\\'\\’\v.cms.gov/ 
Ou  t  reach -an  d-Edu  ca  tion/ Outreach/ 
OpenDoorForums/ index.html. 

In  a  memorandum  dated  September 
29,  2011,  we  instructed  all  fiscal 
intermediaries/MACs  to  inform  the  IPPS 
hospitals  they  service  of  the  availability 
of  the  wage  index  data  files  and  the 
process  and  timeframe  for  requesting 


revisions  (including  the  specific 
deadlines  listed  below).  We  akso 
instructed  the  fiscal  intermediaries/ 
MACs  to  advise  hospitals  that  these  data 
were  also  made  av'^ailable  directly 
through  their  representative  hospital 
organizations. 

If  a  hospital  wished  to  request  a 
change  to  its  data  as  shown  in  the 
October  4,  2011  wage  and  occupational 
mix  data  files,  the  hospital  was  to 
submit  corrections  along  with  complete, 
detailed  supporting  documentation  to 
its  fiscal  intermediary/MAC  by 
December  5,  2011.  Hospitals  were 
notified  of  this  deadline  and  of  all  other 
deadlines  and  requirements,  including 
the  requirement  to  review  and  verify 
their  data  as  posted  on  the  preliminary 
wage  index  data  files  on  the  Internet, 
through  the  September  29,  2011 
memorandum  referenced  above. 

In  the  September  29,  2011 
memorandum,  we  also  specified  that  a 
hospital  requesting  revisions  to  its 
occupational  mix  survey  data  was  to 
copy  its  record(s)  from  the  CY  2010 
occupational  mix  preliminary  files 
posted  to  the  CMS  Web  site  in  October, 
highlight  the  revised  cells  on  its 
spreadsheet,  and  submit  its 
spreadsheet(s)  and  complete 
documentation  to  its  fiscal 
intermediary/MAC  no  later  than 
December  5,  2011. 

The  fiscal  intermediaries/MACs 
notified  the  hospitals  by  mid-February 
2012  of  any  changes  to  the  w'age  index 
data  as  a  result  of  the  desk  reviews  and 
the  resolution  of  the  hospitals’  early- 
December  revision  requests.  The  fiscal 
intermediaries/MACs  also  submitted  the 
revised  data  to  CMS  by  mid-February 
2012.  CMS  published  the  proposed 
wage  index  public  use  files  that 
included  hospitals’  revised  w^age  index 
data  on  February  21,  2012.  Hospitals 
had  until  March  5,  2012,  to  submit 
requests  to  the  fiscal  intermediaries/ 
MACs  for  reconsideration  of 
adjustments  made  by  the  fiscal 
intermediaries/MACs  as  a  result  of  the 
desk  review,  and  to  correct  errors  due  to 
CMS’  or  the  fiscal  intermediary’s  (or,  if 
applicable,  the  MAC’s)  mishandling  of 
the  wage  index  data.  Hospitals  also  were 
required  to  submit  sufficient 
documentation  to  support  their 
requests. 

After  reviewing  requested  changes 
submitted  by  hospitals,  fiscal 
intermediaries/MACs  were  required  to 
transmit  any  additional  revisions 
resulting  from  the  hospitals’ 

'  reconsideration  requests  by  April  11, 
2012.  The  deadline  for  a  hospital  to 
request  CMS  intervention  in  cases 
where  the  hospital  disagreed  with  the 
fiscal  intermediary’s  (or,  if  applicable. 


the  MAC’s)  policy  interpretations  was 
April  18,  2012. 

Hospitals  were  given  the  opportunity 
to  examine  Table  2,  which  was  listed  in 
section  VI.  of  the  Addendum  to  the 
proposed  rule  and  available  on  the  CMS 
Web  site  at:  http://w\\'W'.cms.gov.  Table 
2  contained  each  hospital’s  adjusted 
average  hourly  wage  used  to  construct 
the  wage  index  values  for  the  past  3 
years,  including  the  FY  2009  data  used 
to  construct  the  proposed  FY  2013  wage 
index.  We  noted  that  the  hospital 
average  hourly  wages  shown  in  Table  2 
only  reflected  changes  made  to  a 
hospital’s  data  that  were  transmitted  to 
CMS  by  March  2,  2012. 

We  released  the  final  wage  index  data 
public  use  files  in  early  May  2012  on 
the  Internet  at:  http://w\\'w.cms.gov/ 
Medicare  / Medicare-Fee-f or-Serx'ice- 
P ay  men  t! A  cu  teIn  pa  tien  tPPS/ 
index. ht  ml? redirect=/ 
AcutelnpatientPPS/WlFN/list.asp.  The 
May  2012  public  use  files  were  made 
available  solely  for  the  limited  purpose 
*of  identifying  any  potential  errors  made 
by  CMS  or  the  fiscal  intermediary/MAC 
in  the  entry  of  the  final  wage  index  data 
that  resulted  from  the  correction  process 
described  above  (revisions  submitted  to 
CMS  by  the  fiscal  intermediaries/MACs 
by  April  11,  2012).  If,  after  reviewing 
the  May  2012  final  public  use  files,  a 
hospital  believed  that  its  wage  or 
occupational  mix  data  were  incorrect 
due  to  a  fiscal  intermediary/MAC  or 
CMS  error  in  the  entry  or  tabulation  of 
the  final  data,  the  hospital  had  to  send 
a  letter  to  both  its  fiscal  intermediary/ 
MAC  and  CMS  that  outlined  why  the 
hospital  believed  an  error  existed  and 
provided  all  supporting  information, 
including  relevant  dates  (for  example, 
when  it  first  became  aware  of  the  error). 
CMS  and  the  fiscal  intermediaries  (or,  if 
applicable,  the  MACs)  had  to  receive 
these  requests  no  later  than  June  4, 

2012. 

Each  request  also  had  to  be  sent  to  the 
fiscal  intermediary/MAC.  The  fiscal 
intermediar\'/MAC  reviewed  requests 
upon  receipt  and  contacted  CMS 
immediately  to  discuss  any  findings. 

After  the  release  of  the  May  2012 
wage  index  data  files,  changes  to  the 
wage  and  occupational  mix  data  were 
only  made  in  those  very  limited 
situations  involving  an  error  by  the 
fiscal  intermediary/MAC  or  CMS  that 
the  hospital  could  not  have  known 
about  before  its  review  of  the  final  wage 
index  data  files.  Specifically,  neither  the 
fiscal  intermediary/MAC  nor  CMS 
approved  the  following  types  of 
requests: 

•  Requests  for  wage  index  data 
corrections  that  were  submitted  too  late 
to  be  included  in  the  data  transmitted  to 
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CMS  by  fiscal  intermediaries  or  the 
MACs  on  or  before  April  11,  2012. 

•  Requests  for  correction  of  errors 
that  were  not,  but  could  have  been, 
identified  during  the  hospital’s  review 
of  the  February  21,  2012  wage  index 
public  use  files. 

•  Requests  to  revisit  factual 
determinations  or  policy  interpretations 
made  by  the  fiscal  intermediary  or  the 
MAC  or  CMS  during  the  wage  index 
data  correction  process. 

Verified  corrections  to  the  wage  index 
data  received  timely  by  CMS  and  the 
fiscal  intermediaries  or  the  MACs  (that 
is,  by  June  4,  2012)  were  incorporated 
into  the  final  wage  index  in  this  FY 
2013  IPPS/LTCH  PPS  final  rule,  which 
will  he  effective  October  1,  2012. 

We  created  the  processes  described 
above  to  resolve  all  substantive  wage 
index  data  correction  disputes  before  we 
finalize  the  wage  and  occupational  mix 
data  for  the  FY  2013  payment  rates. 
Accordingly,  hospitals  that  did  not  meet 
the  procedural  deadlines  set  forth  above 
will  not  be  afforded  a  later  opportunity 
to  submit  wage  index  data  corrections  or 
to  dispute  the  fiscal  intermediary’s  (or, 
if  applicable,  the  MAC’s)  decision  with 
respect  to  requested  changes. 
Specifically,  our  policy  is  that  hospitals 
that  do  not  meet  the  procedural 
deadlines  set  forth  above  will  not  be 
permitted  to  challenge  later,  before  the 
Provider  Reimbursement  Review  Board, 
the  failure  of  CMS  to  make  a  requested 
data  revision.  (See  W.  A.  Foote 
Memorial  Hospital  v.  Shalala,  No.  99- 
CV-75202-DT  (E.D.  Mich.  2001)  and 
Palisades  General  Hospital  v. 

Thompson,  No.  99-.1230  (D.D.C.  2003).) 
We  refer  readers  also  to  the  FY  2000 
IPPS  final  rule  (64  FR  41513)  for  a 
discussion  of  the  parameters  for  appeals 
to  the  PRRB  for  wage  index  data 
corrections. 

Again,  we  believe  the  wage  index  data 
correction  process  described  above 
provides  hospitals. with  sufficient 
opportunity  to  bring  errors  in  their  wage 
and  occupational  mix  data  to  the  fiscal 
intermediary’s  (or,  if  applicable,  the 
MAC’s)  attention.  Moreover,  because 
hospitals  have  access  to  the  final  wage 
index  data  by  early  May  2012,  they  have 
the  opportunity  to  detect  any  data  entry 
or  tabulation  errors  made  by  the  fiscal 
intermediary  or  the  MAC  or  CMS  before 
the  development  and  publication  of  the 
final  FY  2013  wage  index  by  August 
2012,  and  the  implementation  of  the  FY 
2013  wage  index  on  October  1,  2012.  If 
hospitals  availed  themselves  of  the 
opportunities  afforded  to  provide  and 
make  corrections  to  the  wage  and 
occupational  mix  data,  the  wage  index 
implemented  on  October  1  should  be 
accurate.  Nevertheless,  in  the  event  that 


errors  are  identified  by  hospitals  and 
brought  to  our  attention  after  June  4, 

2012,  we  retain  the  right  to  make 
midyear  changes  to  the  wage  index 
under  very  limited  circumstances. 

Specifically,  in  accordance  with  42 
CFR  412.64(k)(l)  of  our  existing 
regulations,  we  make  midyear 
corrections  to  the  wage  index  for  an  area 
only  if  a  hospital  can  show  that:  (1)  the 
fiscal  intermediary  or  the  MAC  or  CMS 
made  an  error  in  tabulating  its  data;  and 
(2)  the  requesting  hospital  could  not 
have  known  about  the  error  or  did  not 
have  an  opportunity  to  correct  the  error, 
before  the  beginning  of  the  fiscal  year. 

For  purposes  of  this  provision,  “before 
the  beginning  of  the  fiscal  year”  means 
by  the  June  4  deadline  for  making 
corrections  to  the  wage  data  for  the 
following  fiscal  year’s  wage  index.  This 
provision  is  not  available  to  a  hospital 
seeking  to  revise  another  hospital’s  data 
that  may  be  affecting  the  requesting 
hospital’s  wage  index  for  the  labor 
market  area.  As  indicated  earlier, 
because  CMS  makes  the  wage  index 
data  available  to  hospitals  on  the  CMS 
Web  site  prior  to  publishing  both  the 
proposed  and  final  IPPS  rules,  and  the 
fiscal  intermediaries  or  the  MACs  notify 
hospitals  directly  of  any  wage  index 
data  changes  after  completing  their  desk 
reviews,  we  do  not  expect  that  midyear 
corrections  will  be  necessary.  However, 
under  our  current  policy,  if  the 
correction  of  a  data  error  changes  the 
wage  index  value  for  an  area,  the 
revised  wage  index  value  will  be 
effective  prospectively  from  the  date  the 
correction  is  made. 

In  the  FY  2006  IPPS  final  rule  (70  FR 
47385),  we  revised  42  CFR  412.64(k)(2) 
to  specify  that,  effective  on  October  1, 
2005,  that  is,  beginning  with  the  FY 
2006  wage  index,  a  change  to  the  wage 
index  can  be  made  retroactive  to  the 
beginning  of  the  Federal  fiscal  year  only 
when:  (1)  The  fiscal  intermediary  (or,  if 
applicable,  the  MAC)  or  CMS  made  an 
error  in  tabulating  data  used  for  the 
wage  index  calculation;  (2)  the  hospital 
knew  about  the  error  and  requested  that 
the  fiscal  intermediary  (or,  if  applicable, 
the  MAC)  and  CMS  correct  the  error 
using  the  established  process  and 
within  the  established  schedule  for 
requesting  corrections  to  the  wage  index 
data,  before  the  beginning  of  the  fiscal 
year  for  the  applicable  IPPS  update  (that 
is,  by  the  June  4,  2012  deadline  for  the 
FY  2013  wage  index);  and  (3)  CMS 
agreed  that  the  fiscal  intermediary  (or,  if 
applicable,  the  MAC)  or  CMS  made  an 
error  in  tabulating  the  hospital’s  wage 
index  data  and  the  wage  index  should 
he  corrected. 

In  those  circumstances  where  a 
hospital  requested  a  correction  to  its 


wage  index  data  before  CMS  calculated 
the  final  wage  index  (that  is,  by  the  June 
4,  2012  deadline),  and  CMS 
acknowledges  that  the  error  in  the 
hospital’s  wage  index  data  was  caused 
hy  CMS’  or  the  fiscal  intermediary’s  (or, 
if  applicable,  the  MAC’s)  mishandling  of 
the  data,  we  believe  that  the  hospital 
should  not  be  penalized  by  our  delay  in 
publishing  or  implementing  the 
correction.  As  with  our  current  policy, 
we  indicated  that  the  provision  is  not 
available  to  a  hospital  seeking  to  revise 
another  hospital’s  data.  In  addition,  the 
provision  cannot  be  used  to  correct 
prior  years’  wage  index  data;  and  it  can 
only  be  used  for  the  current  Federal 
fiscal  year.  In  situations  where  our 
policies  would  allow  midyear 
corrections  other  than  those  specified  in 
42  CFR  412.64(k)(2)(ii),  we  continue  to 
believe  that  it  is  appropriate  to  make 
prospective-only  corrections  to  the  wage 
index. 

We  note  that,  as  with  prospective 
changes  to  the  wage  index,  the  final 
retroactive  correction  will  be  made 
irrespective  of  whether  the  change 
increases  or  decreases  a  hospital’s 
payment  rate.  In  addition,  we  note  that 
the  policy  of  retroactive  adjustment  will 
still  apply  in  those  instances  where  a 
judicial  decision  reverses  a  CMS  denial 
of  a  hospital’s  wage  index  data  revision 
request. 

K.  Labor-Related  Share  for  the  FY  2013 
Wage  Index 

Section  1886(d)(3)(E)  of  the  Act 
directs  the  Secretary  to  adjust  the 
proportion  of  the  national  prospective 
payment  system  base  payment  rates  that 
are  attributable  to  wages  and  wage- 
related  costs  by  a  factor  that  reflects  the 
relative  differences  in  labor  costs  among 
geographic  areas.  It  also  directs  the 
Secretary  to  estimate  from  time  to  time 
the  proportion  of  hospital  costs  that  are 
labor-related:  “The  Secretary  shall 
adjust  the  proportion  (as  estimated  by 
the  Secretary  from  time  to  time)  of 
hospitals’  costs  which  are  attributable  to 
wages  and  wage-related  costs  of  the 
DRG  prospective  payment  rates  *  *  *.” 
We  refer  to  the  portion  of  hospital  costs 
attributable  to  wages  and  wage-related 
costs  as  the  labor-related  share.  The 
labor-related  share  of  the  prospective 
payment  rate  is  adjusted  by  an  index  of 
relative  labor  costs,  w'hich  is  referred  to 
as  the  wage  index. 

Section  403  of  Public  Law  108-173 
amended  section  1886(d)(3)(E)  of  the 
Act  to  provide  that  the  Secretary  must 
employ  62  percent  as  the  labor-related 
share  unless  this  “would  result  in  lower 
payments  to  a  hospital  than  would 
otherwise  be  made.”  However,  this 
provision  of  Public  Law  108-173  did 
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not  change  the  legal  requirement  that 
the  Secretary  estimate  “from  time  to 
time”  the  proportion  of  hospitals’  costs 
that  are  “attributable  to  wages  and 
wage-related  costs.”  Thus,  hospitals 
receive  payment  based  on  either  a  62- 
percent  labor-related  share,  or  the  labor- 
related  share  estimated  from  time  to 
time  by  the  Secretary,  depending  on 
which  labor-related  share  resulted  in  a 
higher  payment. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  final  rule  (74  FR  43850  through 
43856),  we  rebased  and  revised  tbe 
hospital  market  basket  for  operating 
costs.  We  established  a  FY  2006-based 
IPPS  hospital  market  basket  to  replace 
the  FY’  2002-based  IPPS  hospital  market 
basket,  effective  October  1.  2009.  In  that 
final  rule,  we  presented  our  analysis 
and  conclusions  regarding  the  frequency 
and  methodology  for  updating  the  labor- 
related  share  for  FY  2010.  We  also 
recalculated  a  labor-related  share  of  68.8 
percent,  using  the  FY  2006-based  IPPS 
market  basket,  for  discharges  occurring 
on  or  after  October  1,  2009.  In  addition, 
we  implemented  this  revised  and 
rebased  labor-related  share  in  a  budget 
neutral  manner,  but  consistent  with 
section  1886(d)(3)(E)  of  the  Act,  we  did 
not  take  into  account  the  additional 
payments  that  would  be  made  as  a 
result  of  hospitals  with  a  wage  index 
less  than  or  equal  to  1.0  being  paid 
using  a  labor-related  share  lower  than 
the  labor-related  share  of  hospitals  with 
a  wage  index  greater  than  1.0. 

The  labor-related  share  is  used  to 
determine  the  proportion  of  the  national 
IPPS  base  payment  rate  to  w'hich  the 
area  w'age  index  is  applied.  In  this  FY 
2013  final  rule,  as  we  proposed,  we  are 
not  making  any  further  changes  to  the 
national  average  proportion  of  operating 
costs  that  are  attributable  to  w'ages  and 
salaries,  fringe  benefits,  contract  labor, 
the  labor-related  portion  of  professional 
fees,  administrative  and  business 
support  services,  and  all  other  labor- 
related  ser\ices  (previously  referred  to 
in  the  FY  2002-based  IPPS  market 
basket  as  labor-intensive). 

We  did  not  receive  any  public 
comments  on  the  application  of  the 
labor-related  share  to  the  w'age  index  for 
FY  2013.  Therefore,  for  FY  2013,  we  are 
continuing  to  use  a  labor-related  share 
of  68.8  percent  for  discharges  occurring 
on  or  after  October  1,  2012.  Tables  lA 
and  IB,  w'hich  are  published  in  section 
VI.  of  the  Addendum  to  this  final  rule 
and  available  via  the  Internet,  reflect 
this  labor-related  share.  We  note  that 
section  403  of  Public  Law  108-173 
amended  sections  1886(d)(3)(E)  and 
1886(d)(9)(C)(iv)  of  the  Act  to  provide 
that  the  Secretary  must  employ  62 
percent  as  the  labor-related  share  unless 


this  employment  “would  result  in  lower 
payments  to  a  hospital  than  would 
otherwise  be  made.”  Therefore,  for  all 
IPPS  hospitals  whose  wage  indices  are 
less  than  1.0000,  we  are  applying  the 
wage  index  to  a  labor-related  share  of  62 
percent  of  the  national  standardized 
amount.  For  all  IPPS  hospitals  who.se 
wage  indices  are  greater  than  1.0000,  we 
are  applying  the  wage  index  to  a  labor- 
related  share  of  68.8  percent  of  the 
national  standardized  amount. 

For  Puerto  Rico  hospitals,  the  national 
labor-related  share  is  62  percent  because 
the  national  wage  index  for  all  Puerto 
Rico  hospitals  is  less  than  1.0.  As  we 
proposed  in  the  FY  2013  proposed  rule, 
we  are  continuing  to  use  a  labor-related 
share  for  the  Puerto  Rico-specific 
standardized  amounts  of  62.1  percent 
for  discharges  occurring  on  or  after 
October  1,  2012.  This  Puerto  Rico  labor- 
related  share  of  62.1  percent  was  also 
adopted  in  the  FY  2010  IPPS/LTCH  PPS 
final  rule  (74  FR  43857)  at  the  time  the 
FY  2006-based  hospital  market  basket 
was  established,  effective  October  1, 
2009.  Consistent  with  our  methodology 
for  determining  the  national  labor- 
related  share,  we  added  the  Puerto  Rico- 
specific  relative  weights  for  wages  and 
salaries,  fringe  benefits,  contract  labor, 
the  labor-related  portion  of  professional 
fees,  administrative  and  business 
support  services,  and  all  other  labor- 
related  services  (previously  referred  to 
in  the  FY  2002-based  IPPS  market 
basket  as  labor-intensive)  to  determine 
the  labor-related  share.  Puerto  Rico 
hospitals  are  paid  based  on  75  percent 
of  the  national  standardized  amounts 
and  25  percent  of  the  Puerto  Rico- 
specific  standardized  amounts.  The 
labor-related  share  of  a  hospital’s  Puerto 
Rico-specific  rate  will  be  either  the 
Puerto  Rico-specific  labor-related  share 
of  62.1  percent  or  62  percent,  depending 
on  which  results  in  higher  payments  to 
the  hospital.  If  the  hospital  has  a  Puerto 
Rico-specific  wage  index  of  greater  than 
1.0,  we  will  set  the  hospital’s  rates  using 
a  labor-related  share  of  62.1  percent  for 
the  25  percent  portion  of  the  hospital’s 
payment  determined  by  the  Puerto  Rico 
standardized  amounts  because  this 
amount  will  result  in  higher  payments. 
Conversely,  a  hospital  with  a  Puerto 
Rico-specific  wage  index  of  less  than  1.0 
will  be  paid  using  the  Puerto  Rico- 
specific  labor-related  share  of  62  percent 
of  the  Puerto  Rico-specific  rates  because 
the  lower  labor-related  share  will  result 
in  higher  payments.  The  Puerto  Rico 
labor-related  share  of  62.1  percent  for 
FY  2013  is  reflected  in  Table  1C,  which 
is  published  in  section  VI.  of  the 
Addendum  to  this  final  rule  and 
available  via  the  Internet. 


IV.  Other  Decisions  and  Changes  to  the 
IPPS  for  Operating  Costs  and  Graduate 
Medical  Education  (GME)  Costs 

A.  Hospital  Readmissions  Reduction 
Program 

1.  Statutory  Basis  for  the  Hospital 
Readmissions  Reduction  Program 

Section  3025  of  the  Affordable  Care 
Act,  as  amended  by  section  10309  of  the 
Affordable  Care  Act,  added  a  new 
subsection  (q)  to  section  1886  of  the  Act. 
Section  1886(q)  of  the  Act  establishes 
the  “Hospital  Readmissions  Reduction 
Program,”  effective  for  discharges  from 
an  "applicable  hospital”  beginning  on 
or  after  October  1,  2012,  under  which 
payments  to  those  applicable  hospitals 
may  be  reduced  to  account  for  certain 
excess  readmissions. 

Section  1886(q)(l)  of  the  Act  sets  forth 
the  methodology  by  which  payments  to 
“applicable  hospitals”  will  be  adjusted 
to  account  for  excess  readmissions. 
Pursuant  to  section  1886(q)(l)  of  the 
Act,  payments  for  discharges  from  an 
“applicable  hospital”  will  be  an  amount 
equal  to  the  product  of  the  “base 
operating  DRG  payment  amount”  and 
the  adjustment  factor  for  the  hospital  for 
the  fiscal  year.  That  is,  “base  operating 
DRG  payments”  are  reduced  by  an 
adjustment  factor  that  accounts  for 
excess  readmissions.  Section  1886(q)(2) 
of  the  Act  defines  the  base  operating 
DRG  payment  amount  as  “the  payment 
amount  that  would  otherwise  be  made 
under  subsection  (d)  (determined 
without  regard  to  subsection  (o)  [thfe 
Hospital  VBP  Program])  for  a  discharge 
if  this  subsection  did  not  apply;  reduced 
by  *  *  *  any  portion  of  such  payment 
amount  that  is  attributable  to  payments 
under  paragraphs  (5)(A),  (5)(B),  (5)(F), 
and  (12)  of  subsection  (d).”  Paragraphs 
(5)(A),  (5)(B).  (5)(F),  and  (12)  of 
subsection  (d)  refer  to  outlier  payments. 
IME  payments,  DSH  payments,  and 
payments  for  low-volume  hospitals, 
respectively. 

Furthermore,  section  1886(q)(2)(B)  of 
the  Act  specifies  special  rules  for 
defining  “the  payment  amount  that 
would  otherwise  be  made  under 
subsection  (d)”  for  certain  hospitals. 
Specifically,  section  1886(q)(2)(B)  of  the 
Act  states  that  “[ijn  the  case  of  a 
Medicare-dependent,  small  rural 
hospital  (with  respect  to  discharges 
occurring  during  fiscal  years  2012  and 
2013)  or  a  sole  community  hospital 
*  *  *  the  payment  amount  that  would 
otherwise  be  made  under  subsection  (d) 
shall  be  determined  without  regard  to 
subparagraphs  (I)  and  (L)  of  subsection 
(b)(3)  and  subparagraphs  (D)  and  (G)  of 
subsection  (d)(5).”  We  are  finalizing 
policies  to  implement  the  statutory 
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provisions  related  to  the  definition  of 
“base  operating  DRG  payment  amount” 
in  this  FY  2013  IPPS/LTCH  PPS  final 
rule. 

Section  1886(q)(3)(A)  of  the  Act 
defines  the  “adjustment  factor”  for  an 
applicable  hospital  for  a  fiscal  year  as 
equal  to  the  greater  of  “(i)  the  ratio 
described  in  subparagraph  (B)  for  the 
hospital  for  the  applicable  period  (as 
defined  in  paragraph  (5KD))  for  such 
fiscal  year;  or  (ii)  the  floor  adjustment 
factor  specified  in  subparagraph  (C).” 
Section  1886(q)(3)(B)  of  the  Act,  in  turn, 
describes  the  ratio  used  to  calculate  the 
adjustment  factor.  It  states  that  the  ratio 
is  “equal  to  1  minus  the  ratio  of — (i)  the 
aggregate  payments  for  excess 
readmissions  *  *  *;  and  (ii)  the 
aggregate  payments  for  all  discharges 
*  *  *.”  Section  1886(q)(3)(C)  of  the  Act 
describes  the  floor  adjustment  factor, 
which  is  set  at  0.99  for  FY  2013,  0.98 
for  FY  2014,  and  0.97  fbr  FY  2015  and 
subsequent  fiscal  years. 

Section  1886(q)(4)  of  the  Act  sets  forth 
the  definitions  of  “aggregate  payments 
for  excess  readmissions”  and  “aggregate 
payments  for  all  discharges”  for  an 
applicable  hospital  for  the  applicable 
period.  The  term  “aggregate  payments 
for  excess  readmissions”  is  defined  in 
section  1886(q)(4)(A)  of  the  Act  as  “the 
sum,  for  applicable  conditions  *  *  *  of 
the  product,  for  each  applicable 
condition,  of  (i)  the  base  operating  DRG 
payment  amount  for  such  hospital  for 
such  applicable  period  for  such 
condition;  (ii)  the  number  of  admissions 
for  such  condition  for  such  hospital  for 
such  applicable  period;  and  (iii)  the 
“Excess  Readmission  Ratio  *  *  *  for 
such  hospital  for  such  applicable  period 
minus  1.”  The  “excess  readmission 
ratio”  is  a  hospital-specific  ratio  based 
on  each  applicable  condition. 
Specifically,  section  1886(q)(4)(C)  of  the 
Act  defines  the  excess  readmission  ratio 
as  the  ratio  of  “risk-adjusted 
readmissions  based  on  actual 
readmissions”  for  an  applicable  hospital 
for  each  applicable  condition,  to  the 
“risk-adjusted  expected  readmissions” 
for  the  applicable  hospital  for  the 
applicable  condition. 

Section  1886(q)(5)  of  the  Act  provides 
definitions  of  “applicable  condition,” 
“expansion  of  applicable  conditions,” 
“applicable  hospital,”  “applicable 
period,”  and  “readmission.”  The  term 
“applicable  condition,”  this  is 
addressed  in  detail  in  section  lV.C.3.a. 
of  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51665  through  51666),  is 
defined  as  a  “condition  or  procedure 
selected  by  the  Secretary  among 
conditions  and  procedures  for  which;  (i) 
readmissions  *  *  *  represent 
conditions  or  procedures  that  are  high 


volume  or  high  expenditures  *  *  *  and 
(ii)  measures  of  such  readmissions 

*  *  *  have  been  endorsed  by  the  entity 
with  a  contract  under  section  1890(a) 

*  *  *  and  such  endorsed  measures 
have  exclusions  for  readmissions  that 
are  unrelated  to  the  prior  discharge 
(such  as  a  planned  readmission  or 
transfer  to  another  applicable  hospital).” 
Section  1886(q)(5)(B)  of  the  Act  also 
requires  the  Secretary,  beginning  in  FY 
2015,  “to  the  extent  practicable,  [to] 
expand  the  applicable  conditions 
beyond  the  3  conditions  for  which 
measures  have  been  endorsed  *  *  *  to 
the  additional  4  conditions  that  have 
been  identified  by  the  Medicare 
Payment  Advisory  Commission  in  its 
report  to  Congress  in  June  2007  and  to 
other  conditions  and  procedures  as 
determined  appropriate  by  the 
Secretary.” 

Section  1886(q)(5)(C)  of  the  Act 
defines  “applicable  hospital,”  that  is,  a 
hospital  subject  to  the  Hospital 
Readmissions  Reduction  Program,  as  a 
“subsection  (d)  hospital  or  a  hospital 
that  is  paid  under  section  1814(b)(3)  [of 
the  Act],  as  the  case  may  be.”  The  term 
“applicable  period,”  as  defined  under 
section  1886(q)(5)(D)  of  the  Act, 

“means,  with  respect  to  a  fiscal  year, 
such  period  as  the  Secretary  shall 
specify.”  As  explained  in  tbe  FY  2012 
IPPS/LTCH  PPS  final  rule,  the 
“applicable  period”  is  the  period  from 
which  data  are  collected  in  order  to 
calculate  various  ratios  and  adjustments 
under  the  Hospital  Readmissions 
Reduction  Program. 

Section  1886(q)(6]  of  the  Act  sets  forth 
the  public  repo^■ting  requirements  for 
hospital-specific  readmission  rates. 
Section  1886(q)(7)  of  the  Act  limits 
administrative  and  judicial  review  of 
certain  determinations  made  pursuant 
to  section  1886(q)  of  the  Act.  Finally, 
section  1886(q)(8)  of  the  Act  requires 
the  Secretary  to  collect  data  on 
readmission  rates  for  all  hospital 
inpatients  for  “specified  hospitals”  in 
order  to  calculate  the  hospital-specific 
readmission  rates  for  all  hospital 
inpatients  and  to  publicly  report  these 
readmission  rates. 

2.  Overview 

As  we  stated  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule,  we  intend  to 
implement  the  requirements  of  the 
Hospital  Readmissions  Reduction 
Program  in  the  FY  2012,  FY  2013,  and 
future  IPPS/LTCH  PPS  rulemaking 
cycles. 

As  explained  above,  the  payment 
adjustment  factor  set  forth  in  section 
1886(q)  of  the  Act  does  not  apply  to 
discharges  until  FY  2013.  Therefore,  we 
elected  to  implement  the  Hospital 


Readmissions  Reduction  Program  over  a 
2-year  period,  beginning  in  FY  2012.  In 
the  FY  2012  IPPS/LTCH  PPS  final  rule, 
we  addressed  the  issues  of  the  selection 
of  readmission  measures  and  the 
calculation  of  the  excess  readmission 
ratio,  which  will  be  used,  in  part,  to 
calculate  the  readmission  adjustment 
factor.  Specifically,  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule  (76  FR  51660 
through  51676),  we  addressed  portions 
of  section  1886(q)  of  the  Act  related  to 
the  following  provisions: 

•  Selection  of  applicable  conditions; 

•  Definition  of  “readmission;” 

•  Measures  for  the  applicable 
conditions  chosen  for  readmission; 

•  Methodology  for  calculating  the 
excess  readmission  ratio;  and 

•  Definition  of  “applicable  period.” 

With  respect  to  the  topics  of 

“measures  for  readmission”  for  the 
applicable  conditions,  and 
“methodology  for  calculating  the  excess 
readmission  ratio,”  we  specifically 
addressed  the  following: 

•  Index  hospitalizations; 

•  Risk  adjustment; 

•  Risk  standardized  readmission  rate; 

•  Data  sources;  arid 

•  Exclusion  of  certain  readmissions. 

We  are  providing  below  a  summary  of 

the  provisions  of  section  1886(q)  of  the 
Act  that  were  finalized  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule. 

Applicable  conditions:  In  the  FY  2012 
IPPS/LTCH  PPS  final  rule  (76  FR  51665 
through  51666),  we  finalized  the 
applicable  conditions  for  the  FY  2013 
Hospital  Readmissions  Reduction 
Program  as  heart  failure  (HF),  acute 
myocardial  infarction  (AMI),  and 
pneumonia  (PN).  Section  1886(q)(5)(A) 
of  the  Act  requires  that  the  “applicable 
conditions”  be  conditions  or  procedures 
for  which  readmissions  are  “bigh 
volume  or  high  expenditure”  and  that 
“measures  of  such  readmissions”  have 
been  endorsed  by  the  entity  with  a 
contract  under  section  1890(a)  of  the 
Act  (currently  National  Quality  Forum 
(NQF))  and  such  endorsed  measures 
have  exclusions  for  readmissions  that 
are  unrelated  to  the  prior  discharge.  In 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  (77  FR  27956),  we  proposed  to 
codify  this  definition  of  “applicable 
conditions”  in  the  regulations  we 
proposed  at  42  CFR  412.152. 

Comment:  One  commenter  stated  that 
the  Hospital  Readmissions  Reduction 
Program  measures  were  not  reviewed  by 
the  Measure  Application  Partnership 
(MAP)  in  2011.  The  commenter  urged 
CMS  to  coordinate  MAP  review  of  the 
Hospital  Readmissions  Reduction 
Program  and  related  measures. 

Response:  We  thank  the  commenter 
for  the  suggestion.  The  three  measures 
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to  be  used  in  the  Hospital  Readmissions 
Reduction  Program  were  finalized  in  the 
FY  2012  IPPS/LTCH  Final  Rule  posted 
at  the  Office  of  the  Federal  Register  on 
August  1,  2011,  w'hich  pre-dated  the 
requirement  and  establishment  of  the 
pre-rulemaking  process  as  described 
under  section  3014(b)  of  the  Affordable 
Care  Act,  which  amended  section 
1890A  of  the  Act.  This  provision  of  the 
Affordable  Care  Act  requires  the 
Secretary  to  submit  measures  to  a  multi¬ 
stakeholder  group,  currently  the 
Measure  Application  Partnership  (MAP) 
for  pre-rulemaking  review.  CMS 
established  this  pre-rulemaking  process 
in  December  2011.  Because  the  statutory 
language  at  section  1886(q)(l)  of  the 
Act,  as  amended  by  section  3025  of  the 
Affordable  Care  Act,  refers  to  FY  2013 
“and  subsequent  Fiscal  Years”  but 
authorizes  expansion  of  the  conditions 
(and  hence  measures)  to  be  used  in  the 
program  beginning  with  FY  2015,  we 
believe  the  .statute  implies  that  the 
measures  adopted  for  use  in  FY  2013 
would  also  be  used  in  FY  2014.  In  the 
future,  if  we  consider  proposing  any 
new  measures  for  future  expansion  of 
the  Hospital  Readmissions  Reduction 
Program  beyond  these  three  measures, 
which  we  have  the  authority  to  do 
beginning  with  in  FY  2015,  we  plan  to 
submit  them  to  the  MAP  for  pre¬ 
rulemaking  review'. 

Comment:  Several  commenters 
expressed  concerns  that  the  Hospital 
Readmissions  Reduction  Program  may 
induce  unintended  consequences  of 
overcrowding  hospital  emergency 
departments,  as  hospitals  may  believe  ' 
they  are  compelled  to  avoid  readmitting 
patients. 

Response:  VVe  recognize  that 
performance-based  payment  penalty  or 
incentive  programs  may  have  the 
potential  for  unintended  consequences. 
We  are  committed  to  monitoring  the 
measures  and  assessing  unintended 
consequences  over  time,  such  as  the 
inappropriate  shifting  of  care,  increased 
patient  morbidity  and  mortality,  and 
other  negative  unintended 
consequences  for  patients. 

After  consideration  of  the  public 
comments  we  received,  w'e  are 
finalizing  our  proposal  to  codify  the 
definition  of  “applicable  condition”  at 
42  CFR  412.152  without  modification. 

In  the  FY  2012  IPPS/LTCH  RPS  final 
rule,  we  discussed  how  each  of  the 
finalized  “applicable  conditions”  for  FY 
2013  meets  these  statutory 
requirements.  We  noted  that  section 
1886(q)(5)(B)  of  the  Act  allows  for  the 
Secretary  to  expand  the  conditions  for 
the  Hospital  Readmissions  Reduction 
Program  starting  in  FY  2015. 


Comment:  Several  commenters 
addressed  the  expansion  of  conditions 
to  be  included  in  the  program.  Some 
commenters  urged  that  CMS  not  include 
the  hospital-wide  readmission  measure, 
currently  proposed  for  the  Hospital  IQR 
program,  in  future  HRRP  program 
expansion.  Commenters  believ'ed  it 
would  result  in  double  counting  of  AMI, 
HF,  and  PN  patients,  and  that  condition- 
specific  measures  were  more  actionable 
and  understandable  for  hospitals  subject 
to  this  provision.  Other  commenters 
encouraged  CMS  to  include  the 
following  conditions  in  future  program 
expansions:  Atrial  fibrillation  (as  one  of 
other  vascular  conditions):  chronic 
obstructive  pulmonary  disease:  coronary 
artery  bypass  grafting:  and  percutaneous 
transluminal  angioplasty.  One 
commenter  suggested  that  CMS  delay 
the  expansion  of  the  program  until  such 
time  as  hospitals  gain  familiarity  with 
the  first  three  conditions  used  in  the 
program. 

Response:  We  thank  the  commenters 
for  these  suggestions  and  will  take  them 
into  consideration  when  we  address  the 
expansion  of  the  applicable  conditions 
in  future  rulemaking. 

Readmission:  In  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51666),  we 
finalized  a  definition  of  “readmission” 
as  occurring  when  a  patient  is 
discharged  from  an  applicable  hospital 
and  then  admitted  to  the  same  or 
another  acute  care  hospital,  that  is, 
another  applicable  hospital,  within  a 
specified  time  period  (30  days)  from  the 
date  of  discharge  from  the  initial  index 
hospitalization.  In  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  27956), 
we  proposed  to  codify  this  definition  of 
“readmission”  under  the  regulations  we 
proposed  at  42  CFR  412.152.  As  we  also 
discussed  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule,  only  one  readmission 
during  the  30  days  following  the 
discharge  ft-om  the  initial 
hospitalization  will  count  as  a 
readmission  for  purposes  of  calculating 
the  ratios  set  forth  in  section  1886(q)(3) 
of  the  Act.  For  any  given  patient,  none 
of  the  subsequent  readmissions  he  or 
she  experiences  within  30  days  after 
discharge  Would  be  counted  as  a  new 
“index”  admission  (that  is,  an 
admission  evaluated  for  a  subsequent 
readmission). 

Comment:  Several  commenters  did 
not  believe  that  the  readmissions 
measures  adequately  measures  quality. 
Commenters  noted  that  it  is  difficult  to 
determine  which  readmissions  are 
preventable,  and  questioned  whether 
reducing  readmissions  is  a  desirable 
outcome  because  increased  mortality 
could  lead  to  decreased  readmission 
rates.  One  commenter  cited  research 


that  higher  readmission  rates  occur  in 
communities  with  more  physicians  and 
hospital  beds  and  in  areas  with  high 
poverty  and  large  minority  or  older 
populations  to  demonstrate  that  it  is 
unclear  whether  readmissions  always 
reflect  poor  quality. 

Response:  We  believe  that  risk- 
standardized  readmission  rates  provide 
an  important  quality  indicator  to 
hospitals,  CMS,  patients,  policymakers, 
and  insurers.  Readmission  of  patients 
who  were  recently  discharged  after 
hospitalization  with  AMI,  HF,  or 
pneumonia  represents  an  important, 
expensive,  and  often  avoidable  adverse 
outcome.  The  risk  of  readmission  can  be 
avoided  by  improving  the  quality  and 
type  of  care  provided  to  these  patients. 
There  is  ample  evidence  5o.5i-52  that 
hospitals  can  reduce  their  readmission 
rates  through  such  efforts  as  ensuring 
patients  are  clinically  ready  at 
discharge,  reducing  ri.sk  of  infection, 
reconciling  medications,  improving 
communication  with  community 
providers  participating  in  transitions  of 
care,  educating  patients  adequately 
upon  discharge,  and  assuring  patients 
understand  follow-up  care  upon 
discharge.  These  interventions  are 
aligned  with  efforts  to  improve 
mortality  and  are  not  at  odds  with  the 
goal  of  survival.  Moreover,  the  results  of 
public  reporting  of  the  measures 
indicate  that  hospitals  can  do  well  on 
both  mortality  and  readmission  rates. 

Comment:  One  commenter 
recommended  a  7-day  to  15-day 
readmission  timeframe  instead  of  30 
days,  stating  that  a  30-day  measure  may 
be  appropriate  for  assessing  a 
community’s  ability  to  work  together  to 
provide  the  best  care  and  services  for 
patients,  but  may  attribute  more 
responsibility  to  the  hospital  than  might 
otherwise  be  warranted. 

Response:  In  the  FY  2012  IPPS/LTCH 
PPS  final  rule,  we  finalized  30  days  as 
the  time  period  specified  from  the  date 
of  discharge  for  the  purpose  of  defining 
readmission  for  the  Hospital 
Readmissions  Reduction  Program.  -The 
30-day  time  period  meets  the 
requirement  set  forth  in  section 
1886(q)(5)(E)  of  the  Act  that  the  time 
period  specified  by  the  Secretary  for 


50  Jack  BW,  Chetty  VK,  Anthony  D  et  al.  A 
reengineered  hospital  discharge  program  to 
decrease  rehospitalization:  a  randomized  trial.  Ann 
Intern  Med.  Feb  3.  2009;150(3):178-187. 

5'  Coleman  EA,  Perry  C,  Chalmers  S,  Min  SJ.  The 
care  transitions  intervention:  results  of  a 
randomized  controlled  trial.  Arch  Intern  Med.  Sep 
25  2006:166(1 7):1822-1828. 

52  Hernandez  AF,  Greiner  MA,  Fonarow  GC,  et  at. 
Relationship  between  early  physician  follow-up 
and  30-day  readmission  among  Medicare 
beneficiaries  hospitalized  for  heart  failure.  JAMA, 
May  5  2010:303(17):1716-1722. 
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defining  a  readmission  be  consistent 
with  the  time  period  specified  for  the 
endorsed  measures.  Furthermore,  the 
timeframe  of  30  days  is  a  clinically 
meaningful  period  for  hospitals  to 
collaborate  with  their  communities  in 
an  effort  to  reduce  readmissions. 

Comment:  One  commenter  expressed 
specific  concerns  that  the  list  of  planned 
readmissions  in  the  AMI  measure  does 
not  account  for  all  planned 
readmissions.  Specifically,  the 
commenter  recommended  the  inclusion 
of  AMI  codes  with  “0”  in  the  fifth  digit, 
indicating  “episode  of  care 
unspecified.”  The  commenter  noted  that 
if  the  episode  of  care  is  unspecified,  it 
could  he  outside  the  30-day  readmission 
timeframe.  The  commenter  added  that 
under  the  ICD-9-CM  guidelines,  the 
ICD-9-CM  codes  410.XX  for  AMI  are 
used  for  “acute”  condition  for  up  to  8 
weeks  duration. 

Response:  We  thank  the  commenter 
for  the  suggestion.  However,  the  AMI 
ICD-9-CM  codes  described  by  the 
commenter  are  used  to  identify  index 
hospitalizations,  not  readmissions.  The 
measures  only  identify  the  index 
admissions  based  on  the  use  of  the 
principal  discharge  diagnosis,  which 
should  represent  the  reason  the  patient 
was  admitted  to  the  hospital.  Therefore, 
despite  the  use  of  the  word 
“unspecified,”  in  most  cases  the  AMI 
will  have  been  the  primary  reason  for 
admission  and  appropriately  included 
as  an  index  case. 

Comment:  One  commenter  stated  the 
30-day  timeframe  may  be  appropriate 
for  assessing  a  community’s  ability  to 
collaborate  and  provide  the  best  care 
and  services  for  discharged  patients,  but 
30  days  is  too  long  a  timeframe  to  fairly 
assess  the  attribution  of  the  hospital’s 
direct  care  of  a  patient. 

Response:  The  30-day  time  period 
that  we  finalized  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51666) 
meets  the  requirement  set  forth  in 
section  1886(q)(5)(E)  of  the  Act  that  the 
time  period  specified  by  the  Secretary 
for  defining  a  readmission  be  consistent 
with  the  time  period  specified  for  the 
endorsed  measures.  We  disagree  with 
the  commenter  that  a  much  shorter 
timeframe  is  fairer,  and  believe  that  the 
timeframe  of  30  days  is  a  clinically 
meaningful  period  for  hospitals  to 
collaborate  with  their  communities  in 
an  effort  to  reduce  readmissions.  This 
approach  would  ensure  patients  are 
clinically  ready  at  discharge,  reducing 
risk  of  infection,  reconciling 
medications,  improving  communication 
with  community  providers  participating 
in  transitions  of  care,  educating  patients 
adequately  upon  discharge,  and 


assuring  patients  understand  follow-up 
care  upon  discharge. 

Comment:  One  commenter  requested 
clarification  whether  transfers  from 
short-term  acute  care  hospitals  to 
LTCHs  are  excluded  from  the  definition 
of  readmissions. 

Response:  As  defined  in  section 
1886{q)(5){E)  of  the  Act,  and  finalized  in 
the  FY  2012  IPPS/LTCH  PPS  final  rule, 
only  readmissions  to  a  subsection  (d) 
hospital  or  a  hospital  that  is  paid  under 
section  1814(b)(3)  [of  the  Act]  will  be 
counted  as  readmissions.  Readmissions 
to  LTCHs  will  not  be  counted  as 
readmissions. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  codify  the 
definition  of  “readmission”  at  42  CFR 
412.152  without  modification. 

Measures  for  applicable  conditions: 

As  finalized  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51666  and  51667), 
we  will  use  three  NQF-endorsed, 
hospital  risk-standaxdized  readmission 
measures  for  FY  2013,  which  are 
currently  in  the  Hospital  IQR  Program: 
Acute  Myocardial  Infarction  30-day  Risk 
Standardized  Readmission  Measure 
(NQF  #0505):  Heart  Failure  30-day  Risk 
Standardized  Readmission  Measure 
(NQF  #0330);  and  Pneumonia  30-day 
Risk  Standardized  Readmission 
Measure  (NQF  #0506).  The  measures,  as 
endorsed  by  the  NQF,  include  the  30- 
day  time  window,  risk-adjustment 
methodology,  and  exclusions  for  certain 
readmissions. 

As  finalized  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51673),  we 
will  use  the  risk-standardized 
readmission  ratio  of  the  NQF-endorsed 
readmission  measures  as  the  excess 
readmission  ratio.  The  ratio  is  a  measure 
of  relative  performance.  If  a  hospital 
performs  better  than  an  average  hospital 
that  admitted  similar  patients  (that  is, 
patients  with  the  same  risk  factors  for 
readmission  such  as  age  and 
comorbidities),  the  ratio  will  be  less 
than  1.0.  If  a  hospital  performs  worse 
than  average,  the  ratio  will  be  greater 
than  1.0» 

Measure  methodology:  In  the  FY  2012 
IPPS/LTCH  PPS  final  rule  (76  FR  51668 
through  51669),  we  finalized  the 
methodology  of  the  measures  and  are 
summarizing  it  briefly  below. 

Index  hospitalizations  included  in  the 
measure  calculation:  We  finalized  the 
definition  of  “index  hospitalization” 
consistent  with  the  NQF-endorsed 
definition.  The  measures  define  an 
index  hospitalization  as  a 
hospitalization  evaluated  in  the  measure 
for  a  possible  readmission  within  30 
days  after  discharge  (that  is,  a 
hospitalization  included  in  the  measure 


calculation).  The  measures  exclude  as 
index  hospitalizations  patients  who 
died  during  the  first  admission,  patients  . 
who  have  not  spent  at  least  30  days 
post-discharge  enrolled  in  Medicare  fee- 
for-service  (FFS),  patients  who  are 
discharged  against  medical  advice,  and 
patients  who  are  under  the  age  of  65. 

Comment:  Several  commenters 
suggested  exclusions  from  the  index 
hospitalizations  included  in  the 
measures,  which  included  exclusions 
for  patients  under  “extreme 
circumstances”  such  as  transplants, 
end-stage  renal  disease,  burn,  trauma, 
psychosis  and  substance  abuse. 

Response:  We  appreciate  the  concern 
expressed  by  the  commenters  that 
patients  of  these  “extreme 
circumstances”  clinically  could  be 
sicker  and  more  likely  to  be  readmitted. 
The  measures  address  clinical 
differences  in  hospitals’  case-mix 
through  risk  adjustment  rather  than 
through  excluding  patients  from  the 
measure  as  suggested  by  the  commenter. 
The  goal  in  developing  outcomes 
measures  is  to  create  a  clinically 
cohesive  cohort  that  includes  as  many 
patients  as  possible  admitted  with  the 
given  condition.  Greatly  expanding  our 
list  of  exclusions  would  result  in  a 
measure  that  was  less  useful  and 
meaningful,  because  it  would  reflect  the 
care  of  fewer  patients.  In  addition,  we 
believe  that  by  excluding  patients  with 
significant  comorbidities,  the  measure 
would  not  assess  of  the  quality  of  care 
for  those  patients.  To  fairly  profile 
hospitals’  performance,  it  is  critical  to 
place  hospitals  on  a  level  playing  field 
and  account  for  their  differences  in  the 
patients  that  present  for  care.  This  is 
accomplished  through  adequate  risk- 
adjustment  for  patients’  clinical 
presentation  rather  than  exclusion  of 
patients. 

Risk  adjustment:  The  three  measures, 
as  endorsed  by  the  NQF  and  finalized  in 
the  FY  2012  IPPS/LTCH  PPS  final  rule, 
adjust  for  key  factors  that  are  clinically 
relevant  and  have  strong  relationships 
with  the  outcome  (for  example,  patient 
demographic  factors,  patient  coexisting 
medical  conditions,  and  indicators  of 
patient  ft’ailty).  Under  the  current  NQF- 
endorsed  methodology,  these  covariates 
are  obtained  from  Medicare  claims 
extending  12  months  prior  to,  and 
including,  the  index  admission.  This 
risk-adjustment  approach  adjusts  for 
differences  in  the  clinical  status  of  the 
patient  at  the  time  of  the  index 
admission  as  well  as  for  demographic 
variables.  A  complete  list  of  the 
variables  used  for  risk  adjustment  and 
the  clinical  and  statistical  process  for 
selecting  the  variables  for  each  NQF- 
endorsed  measure,  as  proposed,  is 
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available  at  the  Web  site:  bttp://quality 
net.  org/dcs/Con  ten  tSen’er?c=Page&‘ 
pagename=QnetPublic%2FPage%2 
FQnetTier4&cid=1 21 906985584 1 . 

Comment:  Several  commenters 
suggested  that  the  readmission  measures 
include  adjustments  for  socioeconomic 
status  and  other  factors  that  are  either 
outside  the  hospitals’  immediate  control 
or  that  may  adversely  affect  certain 
types  of  hospitals  more  than  others. 
Suggestions  for  variables  to  include  in 
either  the  patient  level  or  the  hospital- 
level  model  included:  patient  race, 
ethnicity,  language,  income,  lifestyle, 
health  literacy,  dual-eligible  status  (that 
is,  eligibility  for  both  Medicare  and 
Medicaid),  insurance  status,  functional 
status,  cognitive  impairment,  post¬ 
discharge  care  support  structure,  and 
access  to  primary  care.  Two  commenters 
suggested  stratification  of  the  hospital 
calculations  by  the  percentage  of  dual- 
eligible  patients.  Other  commenters 
suggested  accounting  for  societal  factors 
such  as  housing  stability,  food  scarcity, 
and  chronic  unemployment. 

Response:  We  have  continued  to 
consider  and  evaluate  stakeholder 
concerns  regarding  the  influence  of 
patient  socioeconomic  status  on 
readmission  rates.  In  our  analyses 
[http://cms.gov/Medicare/QuaIity- 
Initiatives-Patient-Assessment- 
Instruments/HospitalQualitylnits/ 
Do\vnIoads/HospitaICbartBook20 1 1 . 
pdf),  vve  consistently  find  that  hospitals 
that  care  for  large  proportions  of 
patients  of  low  socioeconomic  status  are 
capable  of  performing  well  on 
readmission  measures.  Many  safety-net 
providers  and  teaching  hospitals  do  as 
well  or  better  on  the  measures  than 
hospitals  without  substantial  numbers 
of  patients  of  low  socioeconomic  status. 
The  measures  include  rigorous  risk- 
adjustment  for  differences  in  patient 
illness,  and  this  likely  incorporates 
some  of  the  patient  differences  due  to 
socioeconomic  status  (to  the  extent  that 
patients  of  low  socioeconomic  status 
present  to  the  hospital  with  greater  level 
of  disease).  The  risk  adjustment  for 
clinical  factors  likely  captures  much  of 
the  variation  due  to  socioeconomic 
status,  thus  leading  to  more  modest 
impact  of  socioeconomic  status  on 
hospital  readmissions  than  stakeholders 
expect.  We  note  that  the  goal  of  risk 
adjustment  is  to  account  for  factors  that 
are  inherent  to  the  patient  at  the  time  of 
admission,  such  as  severity  of  disease, 
so  as  to  put  hospitals  on  a  level  playing 
field.  The  measures  should  not  be  risk- 
adjusted  to  account  for  differences  in 
practice  patterns  that  lead  to  lower  or 
higher  risk  for  patients  to  be  readmitted. 
The  measures  aim  to  reveal  differences 
related  to  the  patterns  of  care. 


Furthermore,  the  statutory  language  in 
section  1886(q)(5)(A)(ii)(I)  of  the  Act 
requires  that  the  measures  included  in 
the  Hospital  Readmissions  Reduction 
Program  be  consistent  with  measures 
that  are  NQF-endorsed.  A  change  in  the 
risk-adjustment  methodology  of  the 
measures  as  they  are  currently  endorsed 
by  the  NQF  would  take  time  and  . 
necessitate  additional  rulemaking  to 
adopt  such  measures.  The  measures  also 
do  not  adjust  for  socioeconomic  status 
because  the  association  between 
socioeconomic  status  and  health 
outcomes  can  be  due,  in  part,  to 
differences  in  the  quality  of  health  care 
received  by  groups  of  patients  with 
varying  socioeconomic  status.  The 
measures  do  not  adjust  for 
socioeconomic  status,  or  other  patient 
factors  such  as  race,  both  because  we  do 
not  want  to  hold  hospitals  to  different 
standards  for  the  outcomes  of  their 
patients  of  low  socioeconomic  status 
(which  would  definitely  occur  if 
calculations  were  stratified  by  percent 
dual-eligible  patients  as  suggested  by 
two  of  the  commenters),  and  because 
our  analyses  demonstrate  that  patient 
socioeconomic  status  does  not 
determine  hospital  performance  on  the 
readmission  measures.  Finally,  we  do 
not  want  to  mask  potential  disparities  or 
minimize  incentives  to  improve  the 
outcomes  of  disadvantaged  populations. 
This  approach  is  also  consistent  with 
the  guidance  from  the  NQF,  which 
states  that  risk  models  should  not 
obscure  disparities  by  adju.sting  for 
factors  associated  with  inequality  in 
case  (such  as  race  or  socioeconomic 
status)  as  well  as  with  the  methodologv 
finalized  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51660  through 
51676).  However,  we  are  committed  to 
tracking  this  issue  and  will  continue  to 
evaluate  disparities  in  care  and  the 
impact  of  the  Hospital  Readmissions 
Reduction  Program  on  providers  of 
vulnerable  populations,  including 
teaching  and  safety-net  hospitals. 

Comment:  Two  commenters 
supported  CMS’  decisions  not  to  risk- 
adjust  for  socioeconomic  status  and 
urged  CMS  to  resist  making  any  changes 
to  the  Hospital  Readmissions  Reduction 
Program  based  on  socioeconomic  status, 
because  the  same  care  protocols  that 
work  with  a  different  population  may 
also  work  with  patients  of  lower 
socioeconomic  circumstances.  One 
commenter  appreciated  the  justification 
for  the  continued  exclusion  of  patient- 
level  socioeconomic  status  covariates — 
that  doing  so  would  impose  different 
performance  expectations  based  on  the 
income  distribution  of  patients  and 
would  also  result  in  overfitting  the  risk 


adjustment  models,  in  that  it  would 
result  in  an  overly  complex  and 
possibly  multicollinear  model  that 
yields  inaccurate  predictions. 

Response:  VVe  thank  the  commenters 
for  their  support  of  our  approach  to  ri.sk- 
adjustment. 

Comment:  One  commenter  believed 
that  the  risk  adjustment  variables  used 
to  calculate  readmission  rates  are  not 
transparent  to  hospitals  and  urged  CMS 
to  ensure  they  are  publicly  and  easily 
accessible. 

Response:  The  risk  adjustment 
variables  that  will  be  used  to  calculate 
readmission  rates  can  be  found  in  the 
readmission  measure  methodology 
reports  found  on  the  Web  site  at: 
http://qualitynet.org/dcs/Content 
Server?  c=PageBrpagename=!^Qnet 
Pu  blic  %  2FPage  %  2FQnet 
Tier4&-cid=1219069855841.  Some  of  the 
patient  risk  factors  are  grouped  using 
the  CMS  Condition  Categories  (CC) 
classification.  A  crosswalk  of  CCs  to 
ICD-9-CM  codes  is  available  at:  http:// 
qualitynet.org/ dcs/ContentSer\'er?c= 
Page&'pagename=QnetPubIic%2 
FPage  %  2FQn  etT ier4  8r 
cid=1219069856694. 

Comment:  One  commenter  stated  that 
the  comorbidities  included  in  the  risk- 
adjustment  variables  may  not  all  be 
consistently  coded  at  the  present  time. 

Response:  We  have  validated  the  30- 
day  readmission  measures  with  models 
that  use  medical  record-abstracted  data 
for  risk  adjustment.  This  validation 
supported  the  use  of  the  administrative 
claims  data  on  comorbidities  and 
demonstrated  that  the  estimates  of 
hospitals’  risk-standardized  readmission 
rates  (RSRRs)  based  on  administrative 
data  are  very  similar  to  the  rates 
estimated  by  models  based  on  medical 
record  data.  This  high  level  of 
agreement  in  the  results  based  on  the 
two  different  approaches  supports  the 
use  of  the  administrative  claims-based 
models  for  public  reporting.  Our 
approach  to  gathering  risk  factors  for 
patients  also  mitigates  the  potential 
limitations  of  claims  data.  Because  not 
every  diagnosis  is  coded  at  every  visit, 
we  use  inpatient,  outpatient,  and 
physician  claims  data  for  the  12  months 
prior  to  admission,  and  secondary 
diagnosis  codes  during  the  index 
admission,  for  risk  adjustment. 

Data  sources:  The  finalized  measures 
use  Medicare  inpatient  claims  data  for 
Medicare  FFS  patients  65  years  and 
older  to  identify  index  hospitalizations 
and  readmissions.  For  risk  adjustment, 
the  measures  use  Part  A  and  Part  B 
claims  for  the  12  months  prior  to  the 
index  hospitalization  as  well  as  index 
hospitalization  claims. 
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Exclusion  of  certain  readmissions: 

The  NQF-endorsed  measures  of 
readmissions  finalized  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule  include 
exclusions  of  readmissions  consistent 
with  the  statutory  requirement  that  all 
measures  exclude  certain  readmissions 
that  are  unrelated  to  the  prior  discharge, 
such  as  transfers  to  other  acute  care 
facilities  and  planned  readmissions. 

Comment:  Some  commenters  urged 
CMS  to  identify  and  exclude  planned 
readmissions  for  the  AMI,  HF,  and  PN 
readmission  measures.  The  commenters 
stated  that  failure  to  do  so  may 
encourage  providers  to  delay  necessary 
follow-up  procedures.  Two  commenters 
urged  CMS  to  explore  common  reasons 
for  planned  readmissions,  bring  them  to 
the  NQF  for  review  for  continued 
endorsement  for  the  AMI,  HF,  and  PN 
measures,  and  use  these  planned 
readmissions  for  the  measures  in 
subsequent  rulemaking.  A  few 
commenters  recommended  that  CMS 
also  consider  implementing  codes  that 
hospitals  can  use  to  designate  when  a 
readmission  is  planned  so  that  these 
cases  can  be  excluded  from  the 
readmission  measure,  and 
recommended  using  the  NUBC 
Committee’s  proposed  discharge  status 
codes  to  identify  planned  readmissions. 

Response:  Our  contractor  engaged 
multiple  clinical  experts  to  develop  a 
list  of  planned  readmissions  which  was 
made  part  of  a  hospital-wide 
readmission  measure  that  recently 
obtained  NQF  endorsement.  During  the 
development  of  this  hospital-wide 
readmission  measure,  there  was  a  2- 
week  informal  public  comment  period 
in  order  to  receive  feedback  on  the 
measure  and  its  planned  readmission 
algorithm.  The  list  of  planned 
readmissions  also  underwent  a  2-week 
informal  public  comment  period  when 
the  hospital-wide  readmission  measure 
was  evaluated  at  the  NQF. 

We  maintain  the  measures  annually 
and  submit  the  updates  to  NQF  for 
review.  In  response  to  stakeholder 
input,  we  intend  to  update  the 
condition-specific  measures  to  permit 
more  planned  readmissions  for  the 
condition-specific  measures,  which 
would  not  be  counted  as  readmissions. 
Any  NQF-approved  changes  to  the 
measures  will  then  be  proposed  for  the 
Hospital  Readmissions  Reduction 
Program  through  future  rulemaking.  We 
are  aware  of  the  NUBC’s  intention  to 
propose  discharge  status  code  on  claims 
to  identify  planned  readmissions.  We 
would  analyze  its  reliability,  validity, 
and  usability  for  identifying  planned 
readmissions  prior  to  considering  the 
adoption  of  such  a  code  for  use  in  the 
readmission  measures  in  the  future. 


Comment:  Some  commenters 
suggested  that  CMS  exclude 
readmissions  that  occur  for  reasons  such 
as  transplants  and  device  implantation, 
trauma,  psychoses,  substance  use,  end- 
stage  renal  disease,  maternity  and 
neonatal  readmissions,  rehabilitation, 
sepsis,  natural  disease  or  treatment 
progression,  acute  decompensated  heart 
failure,  the  result  of  nonhospital 
community  factors,  and  disaster  relief. 

Response:  We  thank  the  commenters 
for  these  suggestions.  Many  of  these 
suggestions  are  among  the  planned 
readmission  updates  we  intend  to 
submit  for  the  AMI,  HF  and  PN 
measures  as  part  of  annual  maintenance 
review  by  NQF.  We  perform  measure 
maintenance  reviews  which  include 
consideration  of  public  comments, 
exploration  and  identification  of  any 
other  exclusions  for  the  measures;  in 
this  case,  other  types  of  readmissions, 
that  would  be  excluded  from  the 
measures  as  planned  readmissions 
would  be  considered  during  the 
maintenance  review.  If  we  determine 
certain  readmissions  should  be 
excluded  from  the  measures,  we  will 
revise  the  measures,  present  them  to 
NQF  for  endorsement,  and  update  the 
Hospital  Readmissions  Reduction 
Program  in  future  rulemaking. 

Comment:  Several  commenters  urged 
CMS  to  differentiate  between  related 
and  unrelated  readmissions.  One 
suggestion  to  define  “related 
readmissions’’  as  any  readmission  for 
which  the  patient’s  primary  diagnosis 
falls  within  the  same  MS-DRG  or  as  the 
diagnosis  for  the  initial  admission,  or  to 
use  the  AHRQ  CCs  as  a  way  to  group 
diagnoses  and  procedure  codes  into 
clinically  meaningful  groups. 

Response:  We  do  not  seex  to 
differentiate  between  related  and 
unrelated  readmissions,  or  to  identify 
preventable  readmissions  or 
“necessary”  readmissions  for  several 
reasons.  First,  from  the  patient 
perspective,  an  unplanned  readmission 
for  any  reason  is  likely  to  be  an 
undesirable  outcome  of  care  after  an 
acute  hospitalization.  Second, 
readmissions  not  directly  related  to  the 
index  condition  may  still  be  a  result  of 
the  care  received  during  the  index 
hospitalization.  For  example,  a  patient 
hospitalized  for  heart  failure  who 
develops  a  hospital-acquired  infection 
may  ultimately  be  readmitted  for  sepsis. 
It  would  be  inappropriate  to  treat  this 
readmission  as  unrelated  to  the  care  the 
patient  received  during  the  index 
hospitalization.  Furthermore,  the  range 
of  potentially  avoidable  readmissions 
also  includes  those  not  directly  related 
to  the  initial  hospitalization,  such  as 
those  resulting  from  poor 


communication  at  discharge  or 
inadequate  follow-up.  As  such,  creating 
a  comprehensive  list  of  potential 
complications  related  to  the  index 
hospitalization  would  be  arbitrary, 
incomplete,  and,  ultimately,  impossible 
to  implement.  The  measures  are  not 
meant  to  suggest  that  the  appropriate 
readmission  rate  is  zero,  but  rather  to 
identify  hospitals  that  have  a  higher  rate 
of  readmissions  than  would  be  expected 
given  their  case  mix. 

Minimum  number  of  discharges  for 
applicable  conditions:  Section 
1886(q)(4)(C)(ii)  of  the  Act  allows  the 
Secretary  discretion  to  determine  the 
minimum  number  of  discharges  for  the 
applicable  condition.  We  finalized  a 
policy  in  the  FY  2012  IPPS/LTCH  PPS 
final  rule  that  the  minimum  number  of 
discharges  for  applicalale  conditions  is 
25  for  each  condition  for  the  FY  2013 
Hospital  Readmissions  Reduction 
Program. 

Comment:  Several  commenters  urged 
CMS  to  raise  the  minimum  case 
threshold  to  qualify  for  the  Hospital 
Readmissions  Reduction  Program  to 
improve  the  reliability  of  the  measures. 

Response:  We  determined  the  25-case 
threshold  for  public  reporting  based  on 
a  reliability  statistic  that  is  calculated 
from  the  intercluster  correlation,  a 
parameter  of  the  model.  We  are 
maintaining  the  minimum  25-case 
threshold  that  we  adopted  through 
rulemaking  last  year. 

Applicable  period:  Under  section 
1886(q)(5)(D)  of  the  Act,  the  Secretary 
has  the  authority  to  specify  the 
applicable  period  with  respect  to  a  fiscal 
year.  In  the  FY  2012  IPPS/LTCH  PPS 
final  rule,  we  finalized  our  policy  to  use 
3  years  of  claims  data  to  calculate  the 
proposed  readmission  measures. 
Specifically,  we  finalized  the  policy  to 
use  claims  data  from  July  1,  2008,  to 
June  30,  2011,  to  calculate  the  excess 
readmission  ratios  and  to  calculate  the 
FY  2013  Hospital  Readmissions 
Reduction  Program  payment 
adjustment.  As  we  discussed  in  section 
IV.A.3.d.  of  the  preamble  of  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule  {77  FR 
27957),  the  excess  readmission  ratios 
used  to  model  our  proposed 
methodology  to  calculate  the  Hospital 
Readmissions  Reduction  Program 
payment  adjustment  were  based  on  the 
3-year  time  period  of  July  1,  2007  to 
June  30,  2010.  However,  we  indicated 
that,  for  the  final  rule,  we  intended  to 
use  excess  readmission  ratios  based  on 
the  applicable  period  of  July  1,  2008  to 
June  30,  2011,  as  finalized  in  the  FY 
2012  IPPS/LTCH  PPS  final  rule.  In  the 
FY  2013  IPPS/LTCH  PPS  proposed  rule, 
we  proposed  to  codify  the  definition  of 
“applicable  period”  at  42  CFR  412.152 
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as  the  3-year  period  from  which  data  are 
collected  in  order  to  calculate  excess 
readmission  ratios  and  adjustments  for 
the  fiscal  year. 

Comment:  Several  commenters  urged 
CMS  to  consider  a  shorter  timeframe  for 
measuring  performance  for 
readmissions  such  as  a  1-year  or  2-year 
period.  The  commenters  believed  that 
hospitals  should  not  be  assessed  on 
readmissions  that  occurred  during  2008, 
long  before  the  policy  addressing  this 
provision  was  passed  in  the  Affordable 
Care  Act. 

Response:  In  the  FY  2012  IPPS/LTCH 
PPS  final  rule,  we  finalized  3  years  as 
the  applicable  period  for  the  FY  2013 
payment  adjustment.  We  use  a  3-year 
period  of  index  admissions  to  increase 
the  number  of  cases  per  hospital  used 
for  measure  calculation,  which 
improves  the  precision  of  each 
hospital’s  readmission  estimate. 
Although  this  approach  utilizes  older 
data,  it  also  identifies  more  variation  in 
hospital  performance  and  still  allows  for 
improvement  from  one  year  of  reporting 
to  the  next.  We  are  maintaining  the  3-' 
year  period  as  previously  adopted. 


Numerator  Adjusted  Actual  Readmissions 

Step  1: 

Calculate  each  patient’s  predicted  probability  of  readmission  =  1 

1  + 

Za  =  hospital-specific  effect  +  XP 

t 

intercept  +  risk-adjustment  coefficients 


Step  2: 

To  get  the  numerator  result,  add  all  patients’  predicted  probabilities  of  readmission 


The  denominator  of  the  risk- 
standardized  ratio  (excess  readmission 
ratio)  under  this  NQF-endorsed 


Comment:  One  commenter  stated  that, 
although  data  from  across  a  3-year 
period  helps  to  identify  significant 
improvements  over  time,  there  is  a  huge 
lag  in  the  end  of  the  3-year  period  and 
the  commencements  of  penalties 
(approximately  15  months). 

Response:  VVe  decided  to  use  the 
current  timeframe  because  it  balances 
the  needs  for  the  most  recent  claims  and 
for  sufficient  time  to  process  the  claims 
data  and  calculate  the  measures  to  meet 
the  program  implementation  timeline. 
We  will  continue  to  explore  the 
feasibility  of  using  more  up-to-date  data 
sources. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  codify  our 
definition  of  “applicable  period”  under 
the  regulations  at  42  CFR  412.152 
without  modification. 

Excess  Readmission  Ratio 
Calculation:  In  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51673  through 
51676),  we  finalized  the  excess 
readmission  ratio  pursuant  to  section 
1886(q)(4)(C)  of  the  Act.  We  established 
the  excess  readmission  ratio  as  the  risk- 
adjusted  readmission  ratio  from  the 


methodology  sums  the  probability  of 
readmission  for  each  patient  at  an 


NQF-endorsed  measures.  The  ratio  is 
calculated  using  hierarchical  logistic 
regression.  The  method  adjusts  for 
variation  across  hospitals  in  how  sick 
their  patients  are  w'hen  admitted  to  the 
hospital  (and  therefore  variation  in 
hospital  patients’  readmission  risk)  as 
well  as  the  variation  in  the  number  of 
patients  that  a  hospital  treats  to  reveal 
difference  in  quality.  The  method 
produces  an  adjusted  actual  (or 
“predicted”)  number  in  the  numerator 
and  an  “expected”  number  in  the 
denominator.  The  expected  calculation 
is  similar  to  that  for  logistic  regression — 
it  is  the  sum  of  all  patients’  expected 
probabilities  of  readmission,  given  their 
risk  factors  and  the  risk  of  readmission 
at  an  average  hospital. 

For  each  hospital,  the  numerator  of 
the  ratio  used  in  the  NQF-endorsed 
methodology  (actual  adjusted 
readmissions)  is  calculated  by 
estimating  the  probability  of 
readmission  for  each  patient  at  that 
hospital  and  summing  up  over  all  the 
hospital’s  patients  to  get  the  actual 
adjusted  number  of  readmissions  for 
that  hospital.  Mathematically,  the 
numerator  equation  can  be  expressed  as: 


average  hospital.  This  can  be  expressed 
mathematically  as: 
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Denominator:  Expected  Readmissions 

Step  1: 

Calculate  each  patient’s  expected  probability  of  readmission  =  1 

1  +  e'^* 


Ze  =  Xp 

t 

intercept  +  risk-adjustment  coefficients 

Step  2: 

To  get  the  denominator  result,  add  all  patients’  expected  probabilities  of  readmission 


Thus,  the  ratio  compares  the  total 
adjusted  actual  readmissions  at  the  ' 
hospital  to  the  number  that  would  be 
expected  if  the  hospital’s  patients  were 
treated  at  an  average  hospital  with 
similar  patients.  Hospitals  with  more 
adjusted  actual  readmissions  than 
expected  readmissions  will  have  a  risk- 
standardized  ratio  (excess  readmission 
ratio)  greater  than  one.  In  summary,  in 
the  FY  2012  IPPS/LTCH  PPS  final  rule, 
we  defined  the  “excess  readmission 
ratio’’  as  the  risk-standardized 
readmission  ratio  of  the  NQF-endorsed 
readmission  measures.  More  in-depth 
detail  surrounding  the  methodology  of 
excess  readmission  ratio  calculation  can 
be  accessed  on  the  Web  site  at:  http:// 
qualityn  et.  org/ dcs/Con  ten  t  Server? c= 
Page8rpagename=QnetPublic%2F 
Page%2FQnetTier4&-cid=1219069855 
841. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  279.58),  we 
proposed  to  codify  the  definition  of 
“excess  readmission  ratio’’  under  the 
regulations  we  proposed  at  42  CFR 
412.152  as  a  hospital-specific  ratio  for 
each  applicable  condition  for  an 
applicable  period,  which  is  the  ratio 
(but  not  less  than  1.0)  of  (1)  risk- 
adjusted  readmissions  based  on  actual 
readmissions  for  an  applicable  hospital 
for  each  applicable  condition  to  (2)  the 
risk-adjusted  expected  readmissions  for 
the  applicable  hospital  for  the 
applicable  condition. 

Comment:  Two  commenters  indicated 
that  almost  no  hospitals  are  statistically 
significantly  different  from  the  U.S. 
average  because  the  hierarchical  logistic 
regression  model  shrinks  the 
coefficients  of  small  hospitals  towards 
the  mean.  One  commenter  expressed 
concern  that  the  methodology  relies 
excessively  on  the  ability  of  the  model 


to  correct  for  hospital-specific 
characteristics  and  may  be  at  odds  with 
the  observed  rate.  Another  commenter 
suggested  that  alternatives  to  the  current 
method  could  include  looking  at  more 
conditions  over  several  years  which 
would  increase  the  sample  size,  reduce 
random  variation,  and  reduce  the  need 
to  shrink  estimates  toward  the  national 
mean. 

Response:  The  modeling  of  the 
readmission  rates  takes  into  account 
hospitals’  case-mix  as  well  as  the 
sample  size  of  the  hospital.  For  both  of 
these  reasons,  the  risk-standardized  rate 
may  appropriately  differ  from  the 
observed  rates.  These  differences  are 
important  in  leveling  the  playing  field 
for  hospitals  and  accounting  for 
uncertainty  in  small  volume  estimates. 
The  hierarchical  logistic  regression 
model  that  we  use  to  calculate  the  30- 
day  measures  allows  the  inclusion  of 
hospitals  with  relatively  few 
observations  but  takes  into  account  the 
uncertainty  associated  with  sample  size. 

Comment:  One  commenter  believed 
that  the  statute  requires  that  CMS 
calculate  an  Observed-to-Expected  (O/E) 
ratio  for  each  readmission  condition  by 
hospital  and  to  use  that  ratio  to 
determine  the  payment  .penalty.  The 
commenter  requested  that  CMS  revise 
its  methodology  so  that  it  calculates 
hospital-specific  observed  and  expected 
readmission  rates  and  reports  them  on 
Hospital  Compare. 

Response:  We  disagree  with  the 
commenter’s  assessment  that  the  statute 
requires  that  we  use  an  observed  to 
expected  ratio.  Rather,  the  statute  at 
section  1886(q)(4)(C)  of  the  Act  defines 
the  excess  readmission  ratio  as  the  ratio 
of  “the  risk  adjusted  readmissions  based 
on  actual  readmissions,”  and  “the  risk 
adjusted  expected  readmissions”  as 


“determined  consistent  with  a 
readmission  methodology  that  has  been 
endorsed”  by  an  entity  with  a  contract 
under  section  1890(a)  of  the  Act 
(currently  the  NQF).  The  readmission 
measures  that  we  are  using  for  the 
Hospital  Readmissions  Reduction 
Program  have  numerators  and 
denominators  consistent  with  these 
definitions.  The  measures  have  been 
endorsed  by  the  NQF,  and  we  finalized 
use  of  these  NQF-endorsed  readmission 
measures  in  the  FY  2012  IPPS  LTCH 
PPS  final  rule. 

Comment:  One  commenter  asked  for 
clarification  on  the  calculation  of  the 
readmission  rates  for  multiple 
readmissions,  particularly  where  one  or 
more  readmissions  might  be  unrelated 
to  the  index  admission. 

Response:  As  finalized  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule,  the 
readmissions  measures  are  designed  to 
measure  whether  a  patient  experienced 
at  least  one  readmission  within  30  days 
of  an  initial  (or  “index”)  discharge  as  a 
single  binary  (yes/no)  event,  rather  than 
counting  the  number  of  readmissions 
experienced  within  30  days  of  discharge 
as  a  separate  readmissions.  For  any 
given  patient,  only  one  readmission 
during  the  30  days  following  the 
discharge  from  the  initial 
hospitalization  will  count  as  a 
readmission  for  purposes  of  calculating 
the  ratios  set  forth  in  section  1886(q)  of 
the  Act.  For  any  given  patient,  none  of 
the  subsequent  readmissions  he  or  she 
experiences  within  30  days  after 
discharge  would  be  counted  as  a  new 
“index”  admission  within  the  same 
measure  (that  is,  an  admission  evaluated 
in  the  measure  for  a  subsequent 
readmission).  Any  eligible  admission 
after  the  30-day  time  period  will  be 
considered  a  new  index  admission.  For 
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example,  if  a  patient’s  index  admission 
was  for  heart  failure  and  the  patient  was 
readmitted  with  a  primary  diagnosis  of 
pneumonia,  that  hospitalization  could 
count  as  both  a  readmission  for  the 
health  failure  measure  and  an  index 
admission  for  the  pneumonia  measure. 

VVe  do  not  seek  to  differentiate 
between  related  and  unrelated 
readmissions,  or  to  identify  preventable 
readmissions  or  “necessary” 
readmissions  for  several  reasons.  First, 
from  the  patient  perspective,  a 
readmission  for  any  reason  is  likely  to 
be  an  undesirable  outcome  of  care  after 
an  acute  hospitalization.  Second, 
readmissions  not  directly  related  to  the 
index  condition  may  still  be  a  result  of 
the  care  received  during  the  index 
hospitalization. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  codify  the 
definition  of  “excess  readmission  ratio” 
under  the  regulations  at  42  CFR  412.152 
without  modification. 

3.  FY  2013  Proposed  and  Final  Policies 
for  the  Hospital  Readmissions 
Reduction  Program 

a.  Overview 

In  this  final  rule,  we  are  addressing 
the  provisions  in  section  1886(q)  of  the 
Act  that  are  related  to  the  Hospital 
Readmissions  Reduction  Program 
payment  adjustment,  as  well  as  any 
other  provisions  in  section  1886(q)  of 
the  Act  that  were  not  addressed  in  the 
FY  2012  IPPS/LTCH  PPS  final  rule  that 
are  effective  for  discharges  beginning  on 
or  after  October  1,  2012.  Specifically,  in 
this  final  rule  (as  we  did  in  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule),  we  are 
addressing  section  1886(q)  of  the  Act 
related  to  the  following  provisions: 

•  Base  operating  DRG  payment 
amount,  including  policies  for  SCHs 
and  MDHs  and  hospitals  paid  under 
section  1814(b)  of  the  Act; 

•  Adjustment  factor  (both  the  ratio 
and  floor  adjustment  factor); 

•  Aggregate  payments  for  excess 
readmissions  and  aggregate  payments 
for  all  discharges; 

•  Applicable  hospital; 

•  Limitations  on  review; 

•  Reporting  of  hospital-specific 
information,  including  the  process  for 
hospitals  to  review  and  submit 
corrections. 

b.  Base  Operating  DRG  Payment 
Amount,  Including  Special  Rules  for 
SCHs  and  MDHs  and  Hospitals  Paid 
Under  Section  1814  of  the  Act 

(1)  Definition  of  Base  Operating  DRG 
Payment  Amount  (§412.152) 

Under  the  Hospital  Readmissions 
Reduction  Program  at  section  1886(q)  of 


the  Act,  payments  for  discharges  from 
an  “applicable  hospital”  will  be  an 
amount  equal  to  the  product  of  the 
“base  operating  DRG  payment  amount” 
and  an  “adjustment  factor”  that 
accounts  for  excess  readmissions  for  the 
hospital  for  the  fiscal  year,  for 
discharges  beginning  on  or  after  October 
1,  2012.  Specifically,  section  1886(q)(l) 
of  the  Act  requires  the  Secretary  to  base 
payments  for  a  discharge  on  an  amount 
equal  to  the  product  of  “the  base 
operating  DRG  payment  amount”  and 
“the  adjustment  factor”  for  the  hospital 
in  a  given  fiscal  year.  The  “base 
operating  DRG  payment  amount”  is 
defined  under  section  1886(q)(2)  of  the 
Act  as  “the  payment  amount  that  would 
otherwise  be  made  under  subsection  (d) 
(determined  without  regard  to 
subsection  (o)  [the  Hospital  VBP 
Program])  for  a  discharge  if  this 
subsection  did  not  apply;  reduced  by 
*  *  *  any  portion  of  such  payment 
amount  that  is  attributable  to  payments 
under  paragraphs  (5)(A),  (5)(B),  (5)(F),  • 
and  (12)  of  subsection  (d).”  Paragraphs 
(5)(A),  (5)(B),  (5)(F).  and  (12)  of 
subsection  (d)  of  section  1886  of  the  Act 
refer  to  outlier  payments,  indirect 
medical  education  (IME)  payments, 
disproportionate  share  (DSH)  payments, 
and  low'-volume  hospital  payments, 
respectively. 

In  general,  “the  payment  amount  that 
w^ould  otherwise  be  made  under 
subsection  (d)  *  *  *  for  a  discharge” 
(that  is,  the  discharge  payment  amount 
made  under  section  1886(d)  of  the  Act) 
determined  without  consideration  of  the 
adjustments  to  payments  made  under 
the  Hospital  VBP  Program  (section 
1886(o)  of  the  Act)  or  under  the  Hospital 
Readmissions  Reduction  Program 
(section  1886(q)  of  the  Act)  is  the 
applicable  average  standardized  amount 
adjusted  for  resource  utilization  by  the 
applicable  MS-DRG  relative  W'eight  and 
adjusted  for  differences  in  geographic 
costs  by  the  applicable  area  wage  index 
(and  by  the  applicable  cost-of-living 
adjustment  (COLA)  for  hospitals  located 
in  Alaska  and  Hawaii),  which  is  often 
referred  to  as  the  “w'age-adjusted  DRG 
operating  payment.”  This  payment 
amount  may  then  be  further  adjusted  if 
the  hospital  qualifies  for  an  IME 
adjustment  (under  section  1886(d)(5)(B) 
of  the  Act),  a  DSH  payment  adjustment 
(under  section  1886(d)(5)(F)  of  the  Act), 
and/or  a  low-volume  payment 
adjustment  (under  section  1886(d)(12) 
of  the  Act),  or  if  the  discharge  qualifies 
for  an  outlier  payment  (under  section 
1886(d)(5)(A)  of  the  Act).  Furthermore, 
certain  discharges  may  qualify  for  an 
additional  payment  for  new  medical 
services  or  technologies  under  section 


1886(d)(5)(K)  of  the  Act  (often  referred 
to  as  a  “new  technology  add-on 
payment”). 

Consistent  with  section  1886(q)(2)  of 
the  Act,  in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27959),  under  the 
regulations  we  proposed  at  42  CFR 
412.152,  we  proposed  to  define  the 
“base  operating  DRG  payment  amount” 
under  the  Hospital  Readmissions 
Reduction  Program  as  the  wage-adjusted 
DRG  operating  payment  plus  any 
applicable  new  technology  add-on 
payments.  As  required  by  the  statute, 
we  stated  that  the  proposed  definition  of 
“base  operating  DRG  payment  amount” 
does  not  include  adjustments  or  add-on 
payments  for  IME,  DSH,  outliers  and 
low'-volume  hospitals  provided  for 
under  sections  1886(d)(5)(B),  (d)(5)(F), 
(d)(5)(A),  and  (d)(12)  of  the  Act, 
respectively.  Section  1886(q)(2)  of  the 
Act  does  not  exclude  new  technology 
payments  made  under  section 
1886(d)(5)(K)  of  the  Act  in  the  definition 
of  “base  operating  DRG  payment 
amount”;  therefore,  any  payments  made 
under  section  1886(d)(5)(K)  of  the  Act 
are  included  in  the  definition  of  “ba.se 
operating  DRG  payment  amount.”  In 
addition,  under  the  regulations  we 
proposed  at  42  CFR  412.152,  we 
proposed  to  define  “wage-adjusted  DRG 
operating  payment”  as  the  applicable 
average  standardized  amount  adjusted 
for  resource  utilization  by  the  applicable 
MS-DRG  relative  weight  and  adjusted 
for  differences  in  geographic  costs  by 
the  applicable  area  w^age  index  (and  by 
the  applicable  COLA  for  hospitals 
located  in  Alaska  and  Hawaii).  VVe 
proposed  that,  under  §  412.154(b)(1),  to 
account  for  excess  readmissions,  an 
applicable  hospital’s  base  operating 
DRG  payment  amount  would  be 
adjusted  for  each  discharge  occurring 
during  the  fiscal  year.  The  payment 
adjustment  for  each  discharge  is 
determined  by  subtracting  the  product 
of  the  base  operating  DRG  payment 
amount  for  such  discharge  and  the 
hospital’s  readmission  payment 
adjustment  factor  for  the  fiscal  year  from 
the  base  operating  DRG  payment 
amount  for  such  discharge. 

Under  this  proposal,  consistent  with 
section  1886(q)(2)(B)(i)  of  the  Act  and 
proposed  §  412.154(b)(2),  for  SCHs  that 
receive  payments  based  on  their 
hospital-specific  payment  rate,  we  also 
proposed  to  exclude  the  difference 
between  the  hospital’s  applicable 
hospital-specific  payment  rate  and  the 
Federal  payment  rate  from  the 
definition  of  “base  operating  DRG 
payment  amount.”  VVe  noted  that,  under 
the  Hospital  Readmissions  Reduction 
Program  at  section  1886(q)  of  the  Act, 
the  proposed  definition  of  “base 
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operating  DRG  payment  amount”  would 
be  used  to  calculate  both  the  “aggregate 
payments  for  excess  readmissions”  and 
“aggregate  payments  for  all  discharges” 
under  sections  1886(q)(4KA)  and  (B)  of 
the  Act,  which  would  then  be  used  to 
determine  the  readmission  adjustment 
factor  that  accounts  for  excess 
readmissions  under  section  1886(q)(3) 
of  the  Act  (as  discussed  in  greater  detail 
in  section  IV.A.3.C.  of  the  preamble  of 
the  proposed  rule  and  this  final  rule), 
and  would  also  be  used  to  determine 
which  payment  amounts  will  be 
adjusted  to  account  for  excess 
readmissions.  (We  note  that,  as 
discussed  in  section  IV.G.  of  the 
preamble  of  the  proposed  rule  and  this 
final  rule,  under  current  law,  the  MDH 
program  expires  at  the  end  of  FY  2012 
(that  is,  the  MDH  program  is  currently 
only  applicable  to  discharges  occurring 
before  October  1,  2012).  Therefore,  due 
to  the  expiration  of  the  MDH  program 
beginning  with  FY  2013,  we  did  not 
include  MDHs  in  the  discussion  of  our 
proposals  regarding  the  base  operating 
DRG  payment  amount  in  the  proposed 
rule.) 

Comment:  Commenters  supported  the 
proposed  definition  of  the  base 
operating  DRG  payment  amount. 
Gommenters  also  supported  our 
proposal  to  exclude  IMF,  DSH,  outliers, 
iow-volume  adjustment,  and  additional 
payments  made  due  to  status  as  an  SCH 
from  the  definition  of  the  base  operating 
DRG  payment  amount. 

Commenters  both  supported  and 
opposed  our  proposed  inclusion  of  new 
technology  payments  in  the  definition 
of  the  base  operating  DRG  payment 
amount.  Commenters  recommended 
that  CMS  exclude  the  new  technology 
payment  from  the  definition  of  “base 
operating  DRG  payment  amount” 
because,  like  payment  adjustments  for 
IMF  and  DSH,  it  is  extrinsic  to  the  base 
rate.  In  addition,  without  any  known 
association  between  the  use  of  new 
technology  and  the  quality  and 
efficiency  6f  care  provided  by  a 
hospital,  one  commenter  did  not  believe 
there  was  justification  to  incorporate  the 
use  of  new  technology  into  the  structure 
of  a  quality  program.  Some  commenters 
asserted  that  the  inclusion  of  the  new 
technology  payments  in  the  base  DRG 
operating  payment  definition  for  the 
determination  of  payment  reduction 
adjustments  conflicts  with  the  primary 
principle  of  identifying  and  ensuring 
adequate  payment  for  new  medical 
services  and  technologies  for  a  brief  2- 
to  3-year  period  and  should  not  be 
altered  by  our  other  required  initiatives. 

Response:  We  believe  the  statute  is 
specific  with  regards  to  the  definition  of 
base  operating  DRG  payment  amount  at 


section  1886(q)(2)  of  the  Act,  which 
explicitly  specifies  that  any  additional 
payments  for  IMF,  DSH,  outliers,  and 
low-volume  hospitals  provided  for 
under  sections  1886(d)(5)(B),  (d)(5)(F), 
(d)(5)(A),  and  (d)(12)  of  the  Act, 
respectively,  are  to  be  excluded.  Section 
1886(q)(2)  of  the  Act  does  not  specify  an 
exclusion  for  new  technology  payments 
made  under  section  1886(d)(5)(K)of  the 
Act,  and  therefore,  we  do  not  believe  we 
have  the  flexibility  to  exclude  new 
technology  payments  in  the  definition 
of  base  operating  DRG  payment  amount 
under  the  Hospital  Readmissions 
Reduction  Program.  We  are  finalizing 
our  definition  of  “base  operating  DRG 
payment,”  as  proposed,  without 
modification. 

Comment:  One  commenter  stated  that 
cases  that  receive  transfer  adjustments 
when  determining  their  payment  should 
be  accounted  for  in  the  proposed 
definition  of  base  operating  DRG 
payment  amount.  The  commenter 
specified  that  the  base  operating  DRG 
payment  amount  should  also  include 
any  payment  reductions  for  patients 
covered  under  the  transfer  policy  as  it 
applies  to  both  post-acute  and  short-stay 
acute  hospitals. 

Response:  We  are  clarifying  that  the 
base  operating  DRG  payment  amount 
accounts  for  any  applicable  transfer 
adjustment  for  cases  that  are  paid  under 
as  either  an  acute  care  transfer  or  post¬ 
acute  care  transfer.  In  other  words,  if  a 
case  is  paid  as  a  transfer  in  accordance 
with  our  transfer  payment  policy  at  42 
CFR  412.4(f),  resulting  in  a  reduced 
IPPS  payment,  the  reduced  transfer- 
adjusted  payment  amount  is  also 
reflected  in  the  base  operating  DRG 
payment  amount.  For  tbe  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule,  the  data  used 
to  model  the  proposed  readmission 
payment  adjustment  factors  actually 
reflected  transfer  adjusted  base 
operating  DRG  payment  amounts,  where 
applicable.  As  discussed  earlier,  the 
“base  operating  DRG  payment  amount” 
would  be  used  to  calculate  both  the 
“aggregate  payments  for  excess 
readmissions”  and  “aggregate  payments 
for  all  discharges”  under  sections 
1886(q)(4)(A)  and  (q)(4)(B)  of  the  Act, 
which  would  then  be  used  to  determine 
the  readmissions  payment  adjustment, 
and  would  also  be  used  to  determine 
which  payment  amounts  will  be 
adjusted  to  account*for  excess 
readmissions.  We  are  finalizing  that  the 
definition  of  “base  operating  DRG 
payment  amount*’  includes  any 
applicable  payment  adjustments  for 
transfer  cases  under  42  CFR  412.4(f).  In 
addition,  in  this  final  rule,  we  are 
revising  the  definition  of  “wage- 
adjusted  DRG  operating  payment”  in  the 


regulations  we  proposed  at  42  CFR 
412.152  to  specify  that  any  applicable 
payment  adjustment  for  transfers  under 
§  412.4(f)  is  included.  Accordingly,  we 
are  finalizing  the  definition  of  “wage 
adjusted  DRG  operating  payment”  as  the 
applicable  average  standardized  amount 
adjusted  for  resource  utilization  by  the 
applicable  MS-DRG  relative  weight  and 
adjusted  for  differences  in  geographic 
costs  by  tbe  applicable  area  wage  index 
(and  by  the  applicable  COLA  for 
hospitals  located  in  Alaska  and  Hawaii). 
This  amount  includes  an  applicable 
payment  adjustment  for  transfers  under 
§  412.4(f). 

Comment:  Commenters  recommended 
that  the  proposed  definition  of  base 
operating  DRG  payment  should  be 
refined  to  account  for  the  special 
payment  status  of  MDHs  that  are  paid 
under  the  hospital-specific  rate  should 
the  MDH  payment  status  be  extended 
under  legislation.  In  addition, 
commenters  suggested  that  CMS  make  a 
proposal  to  exclude  the  difference 
between  the  hospital’s  applicable 
hospital-specific  payment  rate  and  the 
Federal  payment  rate  from  its  definition 
of  “base  operating  DRG  amount”  for 
MDHs,  similar  to  our  proposal  made  for 
SCHs,  which  can  also  be  paid  under  the 
hospital-specific  payment  rate. 

Response:  As  stated  earlier,  under 
current  law,  the  MDH  program  expires 
at  the  end  of  FY  2012  (that  is,  the  MDH 
program  is  currently  only  applicable  to 
discharges  occurring  before  October  1 , 
2012).  MDHs  are  paid  the  sum  of  the 
Federal  payment  amount  plus  75 
percent  of  the  amount  by  which  their 
hospital-specific  rate  exceeds  the 
Federal  payment  amount.  As  discussed 
later  in  this  section,  we  had  proposed  to 
exclude  hospital-specific  payments  from 
the  definition  of  base  operating  DRG 
payments  in  the  calculation  of  a 
hospital’s  readmission  payment 
adjustment  factor.  Specifically,  we 
stated  that  because  we  are  using 
historical  data  to  determine  the  base 
operating  DRG  payments  to  calculate 
the  adjustment  factor,  we  proposed  to 
model  their  base  operating  DRG 
payment  amount  as  they  would  have 
been  paid  under  the  Federal 
standardized  amount,  rather  than  using 
the  information  on  the  claim  (which 
may  represent  a  payment  either  made 
under  the  hospital-specific  rate  or  the 
Federal  rate)  so  that  their  payments  are 
consistent  with  our  proposed  definition 
of  “base  operating  DRG  payment.” 

For  MDHs,  the  payment  difference 
between  the  payment  made  under  the 
hospital-specific  rate  and  the  payment 
made  under  the  Federal  rate  is  not 
included  in  the  base  operating  DRG 
payment  amount  to  determine  the 
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readmissions  adjustment  factor:  that  is, 
it  is  neither  included  in  the  numerator 
of  the  aggregate  dollars  for  excess 
readmissions  nor  in  the  denominator  of 
the  aggregate  dollars  for  all  discharges. 

Furthermore,  we  are  clarifying  that 
the  difference  between  the  applicable 
hospital-specific  payment  rate  and  the 
Federal  payment  rate  for  both  SCHs  and 
for  MDHs,  should  the  MDH  provision  be 
extended  beyond  FY  2012,  is  excluded 
from  base  operating  DRG  payment 
amount  for  these  hospitals.  This  means 
that,  for  an  SCH  or  an  MDH,  the . 
readmissions  payment  adjustment 
under  Hospital  Readmissions  Reduction 
Program  for  each  discharge  will  be 
calculated  by  multiplying  the  SCH’s  or 
MDH’s  readmission  payment 
adjustment  factor  by  the  base-operating 
DRG  payment  amount  that  is  exclusive 
of  the  amount  by  which  the  hospital- 
specific  rate  payment  exceeds  the 
Federal  payment  rate,  where  applicable. 
The  resulting  payment  adjustment  will 
then  be  subtracted  from  the  hospital’s 
payment  for  the  discharge,  regardless  of 
whether  the  hospital  is  paid  based  on 
the  Federal  rate  or  its  hospital-specific 
rate. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  proposed  definition  of 
“base  operating  DRG  payment  amount” 
at  42  CFR  412.152,  noting  that  it 
includes  any  applicable  payment 
adjustments  for  transfer  cases  under  42 
CFR  412.4(f).  In  addition,  we  are 
revising  the  definition  of  “wage- 
adjusted  DRG  operating  payment”  in  the 
regulations  we  proposed  at  42  CFR 
412.152  to  specify'  that  any  applicable 
payment  adjustment  for  transfers  under 
§  412.4(f)  is  included. 

(2)  Special  Rules  for  Certain  Hospitals; 
Hospitals  Paid  Under  Section  1814(b)(3) 
ofthe  Act  (§412. 154(d)) 

Although  the  definition  of  “applicable 
hospital”  under  section  1886(q)(5)(C)  of 
the  Act  also  includes  hospitals  paid 
under  section  1814(b)(3)  of  the  Act  (that 
is,  certain  Maryland  hospitals),  section 
1886(q)(2)(B)(ii)  of  the  Act  allows  the 
Secretary'  to  exempt  such  hospitals  from 
the  Hospital  Readmissions  Reduction 
Program,  provided  that  the  State 
submits  an  annual  report  to  the 
Secretary'  describing  how  a  similar 
program  to  reduce  hospital 
readmissions  in  that  State  achieves  or 
surpasses  the  measured  results  in  terms 
of  health  outcomes  and  cost  savings 
established  by  Congress  for  the  program 
as  applied  to  “subsection  (d)  hospitals.” 
Accordingly,  a  program  established  by 
the  State  of  Mary'land  that  could  serve 
to  exempt  the  State  from  the  Hospital 
Readmissions  Reduction  Program  would 


focus  on  those  “applicable”  Maryland 
hospitals  operating  under  the  “waiver” 
provided  by  section  1814(b)(3)  of  the 
Act,  that  is,  those  hospitals  that  would 
otherwise  have  been  paid  by  Medicare 
under  the  IPPS,  absent  the  provision. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27960),  we 
proposed  to  establish  criteria  for 
evaluation  of  an  annual  report  to  CMS 
to  determine  whether  Maryland  should 
be  exempted  from  the  program  each 
year.  Accordingly,  we  proposed  to 
evaluate  a  report  submitted  by  the  State 
of  Maryland  documenting  how  its 
program  (described  below)  meets  those 
criteria.  Based  on  the  information  in  the 
report,  we  proposed  to  determine 
whether  or  not  Maryland’s  readmission 
program  met  our  criteria  to  be  exempt 
from  the  Hospital  Readmissions 
Reduction  Program  for  FY  2013.  We 
noted  that  our  proposed  criteria  to 
evaluate  Maryland’s  program  is  for  FY 
2013,  the  first  year  of  the  program,  and 
our  evaluation  criteria  may  change 
through  notice-and-comment 
rulemaking  as  the  Hospital 
Readmissions  Reduction  Program 
evolves.  We  proposed  to  codify  this 
requirement  at  §  412.154(d)  of  the 
regulations. 

Based  on  preliminary  discussions 
w'ith  the  State,  we  understand  that, 
effective  July  1,  2011,  Maryland  has 
established  the  Admission-Readmission 
Revenue  (ARR)  Program.  The  State  has 
described  its  program  as  a  voluntary 
program  for  acute  care  hospitals,  of 
which  30  out  of  the  46  acute  care 
hospitals  in  the  State  are  currently 
enrolled.  Under  the  program,  the  State 
pays  hospitals  under  a  case-mix 
adjusted  bundled  payment  per  episode 
of  care,  w'here  the  episode  of  care  is 
defined  as  the  initial  admission  and  any 
subsequent  readmissions  to  the  same 
hospital  or  linked  hospital  system  that 
occur  within  30  days  of  the  original 
discharge.  According  to  the  State,  an 
initial  admission  with  no  readmissions 
prov'ides  the  hospital  with  the  same 
weight  as  an  initial  admission  with 
multiple  readmissions.  Therefore, 
hospitals  receive  a  financial  reward  for 
decreased  readmissions  (as  determined 
through  the  case  mix  adjusted,  episode 
of  care  weights).  Unlike  the  Hospital 
Readmissions  Reduction  Program  under 
section  1886(q)  of  the  Act,  which  is 
currently  based  on  irieasures  for  three 
conditions  (HF,  AMI,  and  PN)  for  the 
Medicare  FFS  population  and  only 
adjusts  the  IPPS  operating  payments, 
Maryland’s  program  applies  to  all 
conditions  for  all  patients.  In  addition, 
while  the  Hospital  Readmissions 
Reduction  Program  considers  a 
readmission  to  be  a  subsequent 


admission  to  either  the  original  acute 
care  hospital  from  where  the  patient 
was  initially  discharged  or  an  admission 
to  another  acute  care  hospital,  currently 
Maryland  only  tracks  readmissions  to 
the  same  acute  care  hospital  (or  linked 
hospital  system)  from  which  the  patient 
was  originally  discharged.  The  State  had 
noted  that,  under  its  ARR  program,  the 
readmission  rates  for  the  hospitals 
participating  in  the  ARR  program  for  the 
first  quarter  of  its  fiscal  year  compared 
to  the  first  quarter  of  its  previous  fiscal 
year  decreased  from  9.86  percent  to  8.96 
percent. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule,  we  proposed  to  evaluate 
Maryland’s  ARR  program  based  on 
whether  the  State  could  demonstrate 
that  cost  savings  under  its  program 
achieved  or  exceeded  the  savings  to  the 
Medicare  program  due  to  the  Hospital 
Readmissions  Reduction  Program  under 
section  1886(q)  of  the  Act.  We  also 
proposed  to  evaluate  whether 
Maryland’s  program  could  demonstrate 
similar  results  in  reducing  unnecessary 
readmissions  among  hospitals  in  the 
State,  as  described  in  more  detail  below. 
With  specific  regard  to  Maryland’s 
demonstration  of  cost  savings,  we 
proposed  to  evaluate  whether 
Maryland’s  ARR  program  could 
demonstrate  savings  to  the  Medicare 
program  that  are  at  least  similar  to  those 
expected  under  the  Hospital 
Readmissions  Reduction  Program.  As 
discussed  in  this  proposed  rule,  we 
estimated  that,  under  the  Hospital 
Readmissions  Reduction  Program,  for 
FY  2013,  Medicare  IPPS  operating 
payments  would  decrease  by 
approximately  $300  million  (or  0.3 
percent)  of  total  Medicare  IPPS 
operating  payments.  Maryland  has 
indicated  that  it  believes  it  can  achieve 
comparable  savings  because  it  intends 
to  reduce  the  rate  update  factor  for  all 
hospitals  by  0.3  percent,  regardless  of  a 
hospital’s  performance  on  readmissions. 

In  addition,  we  indicated  in  the 
proposed  rule  that  we  plan  to  propose, 
in  future  rulemaking,  to  evaluate 
whether  Maryland’s  ARR  program  can 
meet  or  exceed  health  outcomes  that  we 
expect  to  improve  under  the  Hospital 
Readmissions  Reduction  Program. 
Because  the  Hospital  Readmissions 
Reduction  Program  is  not  effective  until 
October  1,  2012,  we  indicated  that  we 
do  not  yet  have  measured  health 
outcomes  against  which  we  can  evaluate 
Maryland’s  ARR  program.  However,  we 
intend  to  have  outcomes  data  in  the 
future  with  which  to  evaluate 
Maryland’s  ARR  program.  We  anticipate 
that,  under  the  Hospital  Readmissions 
Reduction  Program,  hospitals  will 
experience  a  reduction  in  unnecessary 
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readmissions.  Therefore,  in  future 
rulemaking,  we  intend  to  propose  to 
evaluate  whether  Maryland’s  ARR 
program  can  demonstrate  similar 
decreases  in  potential  preventable 
readmissions  among  hospitals  in  the 
State.  Furthermore,  in  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule,  we 
proposed  that  the  State’s  annual  report 
and  request  for  exemption  from  the 
Hospital  Readmissions  Reduction 
Program  must  be  resubmitted  and 
reconsidered  annually  in  accordance 
with  the  statute  and  as  proposed  at 
§412. 154(d)(2). 

Based  on  preliminary  information 
provided  by  Maryland,  the  State 
believes  that  its  program  can  meet  our 
evaluation  criteria  and  demonstrate  that 
its  program  achieves  or  surpasses  the 
measured  results  in  terms  of  health 
outcomes  and  cost  savings.  We 
indicated  in  the  proposed  rule  that  we 
are  reviewing  whether  the  Maryland’s 
ARR  program,  which  currently  cannot 
monitor  readmissions  to  other  hospitals 
and  provide  a  financial  reward  for 
hospitals  that  reduce  within-hospital 
readmissions,  but  provides  for  an 
across-the-board  0.3  percent  reduction 
to  the  annual  rate  update  to  account  for 
comparable  savings  to  the  Hospital 
Readmissions  Reduction  Program,  meets 
the  criteria  to  exempt  Maryland 
hospitals  from  the  Hospital 
Readmissions  Reduction  Program.  We 
welcomed  public  comments  on  whether 
the  Maryland  ARR  program  meets  the 
requirements  for  exemption  from  the 
Hospital  Readmissions  Reduction 
Program  set  forth  in  section 
1886(q)(2)(B)(ii)  of  the  Act. 

Comment;  Commenters  requested  that 
Maryland  hospitals  be  exempt  from  the 
Hospital  Readmissions  Reduction 
Program.  Commenters  contended  that 
Maryland’s  readmissions  program  meets 
the  criteria  for  Maryland  hospitals  to  be 
waived  from  the  Hospital  Readmissions 
Reduction  Program.  One  commenter 
stated  that  Maryland  has  already 
demonstrated  successful  reductions  in 
readmissions  as  a  result  of  the 
Admission-Readmissipn  Revenue  (ARR) 
and  Total  Patient  Revenue  (TPR) 
programs.  The  commenter  described  the 
TPR  program  as  a  global  budget 
payment  program,  designed  to  reduce 
overall  volumes  and,  thus,  reduce 
readmissions.  ARR  hospitals  have  seen 
a  7.1  percent  reduction  in  Medicare 
readmissions  since  the  inception  of  the 
program;  TPR  hospitals  have 
experienced  a  6.4  percent  decline  in 
readmissions  from  FY  2009  to  FY  2011. 
The  commenter  sought  more 
information  on  how  CMS  plans  to 
measure  Maryland’s  performance 
relative  to  the  nation  prior  to 


implementation  in  order  to  ensure  that 
Maryland’s  hospitals  are  prepared  to 
meet  our  expectations,  and  can  make 
the  appropriate  adjustments  in  advance 
of  submitting  an  exemption  request. 

Commenters  acknowledged  mat  the 
ARR  program  provides  a  financial 
incentive  for  hospitals  to  reduce 
readmissions  and  improve  the  quality  of 
care  and  that  the  ARR  program 
established  a  30-day  episode  of  care 
payment  instead  of  a  payment  per 
admission,  so  a  hospital  that  reduces 
readmissions  keeps  the  same  revenue 
and  increases  profits  by  reducing  costs. 
However,  one  commenter  suggested  that 
savings  are  generated  by  reducing  inter¬ 
hospital  readmissions  and  outpatient 
visits.  The  commenter  stated  that  the 
TPR  program  generates  savings  by 
restricting  revenues  and,  therefore, 
providing  an  incentive  for  hospitals  to 
reduce  volumes.  The  commenter  stated 
that  this  mechanism  allow^s 
participating  hospitals  to  focus  on 
patient  care  and  improved  outcomes, 
rather  than  generating  volume. 
Furthermore,  the  commenter  pointed 
out  that  Maryland’s  Health  Services 
Cost  Review  Commission  reduced 
hospitals’  FY  2013  rate  update  by  0.58 
percentage  points  to  guarantee 
readmissions  savings. 

Finally,  the  State  of  Maryland  also 
commented  that,  in  future  years,  it  will 
work  with  us  to  demonstrate  cost 
savings  and  improved  outcomes,  over  a 
multiyear  period. 

Response:  We  appreciate  the 
commenters’  requests  to  exempt 
Maryland  from  the  Hospital 
Readmissions  Reduction  Program  for  FY 
2013.  In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27959),  we  ■ 
proposed  to  establish  an  annual  process 
by  which  to  evaluate  Maryland’s 
readmission  program  to  determine 
whether  the  State’s  program  meets  or 
exceeds  measured  results  in  terms  of 
health  outcomes  and  cost  savings  as 
compared  to  the  Hospital  Readmissions 
Reduction  Program.  For  FY  2013,  we 
indicated  that  the  Hospital 
Readmissions  Reduction  Program  would 
result  in  an  estimated  savings  of  $300 
million  (  —  0.3  percent),  and  we 
proposed  to  evaluate  whether 
Maryland’s  program  could  have 
comparable  savings.  As  commenters 
acknowledged,  Maryland’s  readmissions 
program  provides  a  financial  incentive, 
•not  penalty,  to  hospitals  that  reduce 
their  readmissions.  Furthermore, 
commenters  acknowledged  that  the 
State  has  guaranteed  savings  by 
reducing  the  FY  2013  rate  by  0.58 
percent.  We  understand  that  this  is  a 
uniform  rate  reduction  for  all  hospitals, 
regardless  of  an  individual  hospital’s 


performance  on  readmissions.  We 
understand  that  the  acute  care  hospitals 
in  Maryland  are  included  either  in  the 
ARR  program  or  the  TPR  program, 
which  provides  incentives  for  hospitals 
to  reduce  readmissions. 

With  respect  to  health  outcomes,  we 
proposed  that  since  this  is  the  first  year 
of  tbe  Hospital  Readmissions  Reduction 
Program,  we  do  not  have  a  measured 
health  outcomes  by  which  to  evaluate 
Maryland  against.  Thus,  for  the  first 
year,  we  would  not  evaluate  Maryland’s 
program  with  respect  to  health 
outcomes.  In  the  future,  we  intend  to 
have  national  outcomes  data  to  evaluate 
Maryland’s  program,  and  we  will  work 
with  the  State  to  measure  those 
outcomes.  Similarly,  after  considering 
the  commenters’  comments,  we  believe 
it  would  be  premature  to  evaluate 
Maryland’s  readmissions  program  on 
cost  savings,  as  it  is  the  first  year  of  the 
Hospital  Readmissions  Reduction 
Program,  and  Maryland’s  ARR  Program 
just  completed  its  first  year.  As  such,  we 
are  finalizing  to  not  evaluate  Maryland’s 
ARR  Program  on  measureable  health 
outcomes  and  cost  savings  for  the  first 
year.  For  FY  2013,  we  are  exempting 
hospitals  paid  under  section  1814(b)(3) 
of  tbe  Act  from  the  Hospital 
Readmissions  Reduction  Program  under 
our  authority  under  section 
1886(q)(2)(B)(ii)  of  the  Act.  We  are 
finalizing,  as  proposed,  our  plan  to 
evaluate  whether  Maryland’s 
readmissions  program  can  demonstrate 
similar  decreases  in  potential 
preventable  readmissions  and  similar 
cost  savings  on  an  annual  basis. 
However,  that  evaluation  will  not  begin 
until  FY  2014.  We  intend  to  work  with 
Maryland  next  year  as  the  State 
develops  its  readmissions  programs  to 
be  able  to  measure  health  outcomes  and 
to  have  demonstrable  savings.  We  are 
finalizing,  as  proposed,  our  requirement 
that  the  State’s  annual  report  and 
request  for  exemption  from  the  Hospital 
Readmissions  Reduction  Program  be 
resubmitted  and  reconsidered  annually 
in  accordance  with  the  statute,  as 
finalized  at  §  412.154(d)(2). 

Comment:  Commenters  sought 
clarification  as  to  whether  an  exemption 
for  Maryland  hospitals  from  the 
payment  requirements  under  the 
Hospital  Readmissions  Reduction 
Program  would  apply  to  all  section 
1814(b)  hospitals  in  Maryland  or  all  of 
Maryland’s  acute  care  hospitals.  The 
commenters  requested  that  the  waiver 
be  applied  to  all  Maryland  acute  care 
hospitals. 

Response:  Section  1886(q)(2)(B)(ii)  of 
the  Act  allows  the  Secretary  to  exempt 
hospitals  paid  under  the  “waiver” 
provided  by  section  1814(b)(3)  of  the 
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Act.  that  is.  those  hospitals  that  would 
otherwise  have  been  paid  by  Medicare 
under  the  IPPS,  absent  the  provision. 
Accordingly,  we  are  finalizing  that,  for 
FY  2013,  all  acute  care  hospitals  in 
Marvland.  which  are  the  hospitals  that 
are  paid  under  the  waiver  at  section 
1814(b)(3)  of  the  Act,  that  otherwise 
would  have  been  paid  under  the  IPPS. 
are  exempt  from  the  Hospital 
Readmissions  Reduction  Program. 

Comment:  One  commenter  asked  for  a 
definition  of  base  operating  DRG 
payment  for  Marvland  hospitals, 
considering  that  Maryland  hospitals 
paid  under  section  1814(b)(3)  of  the  Act 
are  paid  at  94  percent  of  their  charges. 

Response:  In  the  FY  201 3  IPPS/LTCH 
PPS  proposed  rule,  we  did  not  make  a 
proposal  regarding  the  definition  of  base 
operating  DRG  payment  amount  with 
regard  to  Maryland  hospitals.  Because 
we  are  finalizing  our  proposal  to  exempt 
Maryland  hospitals  from  the  Hospital 
Readmissions  Reduction  Program  for  FY 
2013.  we  intend  to  revisit  the  definition 
of  base  operating  DRG  payment  amount 
for  Maryland  hospitals  in  future 
rulemaking. 

Comment:  Commenters  asked  that 
there  be  a  combined  exemption  request 
for  Maryland  hospitals  for  the  Hospital 
Readmissions  Reduction  Program,  the 
HAG  program,  and  the  Hospital  V^BP 
Programs  in  order  to  be  more  efficient 
and  to  reduce  the  administrative  burden 
at  the  State  and  Federal  level. 

Response:  The  Hospital  Readmissions 
Reduction  Program  and  the  Hospital 
V'^BP  Program,  effective  in  FY  2013,  are 
separate  hospital  payment  programs 
with  different  purposes  and  policy 
goals.  For  example,  the  Hospital 
Readmissions  Reduction  Program 
reduces  payments  to  hospitals  for  excess 
readmissions,  while  the  Hospital  VBP 
Program  redistributes  reductions  made 
to  the  base  operating  DRG  payment 
amount,  based  on  certain  performance 
measures.  Because  of  the  varying  nature 
of  these  two  programs,  at  this  time,  we 
do  not  believe  it  is  appropriate  for  the 
State  to  submit  one  exemption  request 
to  determine  whether  certain  Maryland 
hospitals  should  be  waived  from  the 
requirements  under  both  the  Hospital 
Readmissions  Reduction  Program  and 
the  Hospital  VBP  Program.  Because  the 
HAG  Program,  established  under  section 
1886(p)  of  the  Act,  is  not  effective  until 
FY  2015,  we  believe  it  is  premature  to 
consider  the  process  by  which  the  State 
can  request  an  exemption  from  the 
requirements  of  this  Program. 

For  the  purposes  of  modeling  the 
impacts  of  our  proposal,  we  modeled 
under  the  assumption  that  Maryland 
hospitals  will  not  have  Hospital 
Readmissions  Reduction  Program 


adjustment  factors  applied  to  them. 
Although  the  adjustment  factors  do  not 
apply  to  these  hospitals  under  our 
models,  Maryland  hospitals  have  excess 
readmission  ratios,  consistent  with  the 
definition  of  excess  readmission  ratio. 
.\ny  readmission  to  a  Maryland  hospital 
from  a  subsection  (d)  hospital  in  another 
State  is  still  considered  a  readmission 
for  purposes  of  the  original  hospital  in 
another  State.  This  is  consistent  with 
the  definition  of  readmissions  in  section 
1886(q)(5)(E)  of  the  Act,  w'hich  includes 
admissions  to  the  same  or  another 
“applicable  haspital.”  As  di.scussed 
above,  we  interpret  the  definition  of 
“applicable  hospital”  under  section 
1886(q)(5)(G)  of  the  Act  to  include  both 
subsection  (d)  hospitals  and  hospitals 
paid  under  section  1814(b)(3)  of  the  Act 
that  w’ould,  absent  the  provisions  of 
section  1814(b)(3)  of  the  Act,  be  paid 
under  subsection  (d). 

Although  we  are  exempting  Maryland 
hospitals  from  the  Hospital 
Readmissions  Reduction  Program, 
Maryland  hospitals  are  still  considered 
an  “applicable  hospital.”  As  such,  we 
are  finalizing,  as  proposed,  that  we  are 
calculating  excess  readmission  ratios  for 
Maryland  hospitals,  consistent  with  the 
definition  of  excess  readmission  ratio. 

In  addition,  any  readmission  to  a 
Maryland  hospital  from  a  subsection  (d) 
hospital  in  another  State  is  still 
considered  a  readmission  for  purposes 
of  the  original  hospital  in  another  State, 
and  w'e  are  finalizing,  as  proposed,  to 
include  data  from  Maryland  hospitals  in 
the  calculation  of  the  excess 
readmission  ratios  for  all  applicable 
hospitals. 

c.  Adjustment  Factor  (Both  the  Ratio 
and  Floor  Adjustment  Factor) 

(§  412.154(c)) 

Section  1886(q)(3)(A)  of  the  Act 
defines  the  “adjustment  factor”  for  an 
applicable  hospital  for  a  fiscal  year  as 
equal  to  the  greater  of  “(i)  the  ratio " 
described  in  subparagraph  (B)  for  the 
hospital  for  the  applicable  period  (as 
defined  in  paragraph  (5)(D))  for  such 
fiscal  year;  or  (ii)  the  floor  adjustment 
factor  specified  in  subparagraph  (C).” 
Section  1886(q)(3)(B)  of  the  Act  in  turn 
describes  the  ratio  used  to  calculate  the 
adjustment  factor.  Specifically,  it  states 
that  the  ratio  is  “equal  to  1  minus  the 
ratio  of — (i)  the  aggregate  payments  for 
excess  readmissions  *  *  *;  and  (ii)  the 
aggregate  payments  for  all  discharges 
*  *  *.”IntheFY2013lPPS/LTGHPPS 
proposed  rule  (77  FR  27960),  we 
proposed  to  codify  the  calculation  of 
this  ratio  at  §  412.154(c)(1)  of  the 
regulations.  Section  1886(q)(3)(C)  of  the 
Act  specifies  the  floor  adjustment  factor, 
W'hich  is  set  at  0.99  for  FY  2013,  0.98 


for  FY  2014,  and  0.97  for  FY  2015  and 
subsequent  fiscal  years.  We  proposed  to 
codify  the  floor  adjustment  factor  at 
§  412.154(c)(2)  of  the  regulations. 

For  FY  2013,  under  proposed 
,§  412.154(c),  we  proposed  that  an 
applicable  hospital  would  receive  an 
adjustment  factor  that  is  either  the 
greater  of  the  ratio  described  in  section 
IV.A.3.d.  of  the  preamble  of  the 
proposed  rule  or  a  floor  adjustment 
factor  of  0.99.  We  proposed  that  the 
ratio  w'ould  be  rounded  to  the  fourth 
decimal  place,  consistent  with  the 
calcidation  of  other  IPPS  payment 
adjustments  such  as  the  wage  index, 

DSH  adjustment,  and  the  IME 
adjustment.  In  other  words,  a  hospital 
included  in  this  program  can  have  an 
adjustment  factor  that  is  betw'een  1.0 
and  0.9900  for  FY  2013.  Gonsistent  w  ith 
section  1886(q)(3)  of  the  Act.  under 
proposed  §  412.154(c),  w'e  proposed 
that,  for  FY  2013,  the  hospital  will 
receive  an  adjustment  factor  under  the 
Hospital  Readmissions  Reduction 
Program  that  is  the  greater  of  the  ratio 
or  the  floor  of  0.99.  Consistent  with  this 
proposal,  under  the  regulations  we 
proposed  at  42  CFR  412.152,  we 
proposed  to  define  the  “floor 
adjustment  factor”  as  the  value  that  the 
readmissions  adjustment  factor  cannot 
be  less  than  for  a  given  fiscal  year.  As 
noted  above,  the  floor  adjustment  factor 
is  set  at  0.99  for  FY  2013,  0.98  for  FY 
2014,  and  0.97  for  FY  2015  and 
subsequent  fiscal  years. 

Comment:  Commenters  supported  our 
proposed  calculation  of  the  adjustment 
factor  as  1  minus  the  ratio  of  the 
hospital’s  aggregate  payments  for  excess 
readmissions  for  applicable  conditions 
to  the  hospital’s  aggregate  payments  for 
all  discharges  for  applicable  conditions. 
Commenters  also  supported  our 
proposal  to  determine  a  hospital’s  actual 
payment  adjustment  factor  as  the  higher 
of  its  calculated  factor  or  0.99,  resulting 
in  a  maximum  reduction  of  1  percent  of 
base  operating  DRG  payments  for  FY 
2013. 

Response:  We  thank  the  commenters 
for  their  support  of  these  proposals. 

In  this  final  rule,  we  are  finalizing  our 
proposal  to  establish  an  applicable 
hospital’s  adjustment  factor  as  the 
higher  of  a  ratio  or  the  floor  adjustment 
factor  of  0.99  for  FY  2013.  We  are 
finalizing,  as  proposed,  that  the  ratio 
will  be  rounded  to  the  fourth  decimal 
place.  We  also  are  finalizing  our 
proposal  to  codify  these  policies  in 
regulation  at  §  412.154(c)  without 
modification. 
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d.  Aggregate  Payments  for  Excess 
Readmissions  and  Aggregate  Payments 
for  All  Discharges  (§412.152) 

As  discussed  earlier,  section 
1886(q)(3)(B)  of  the  Act  specifies  the 
ratio  used  to  calculate  the  adjustment 
factor  under  the  Hospital  Readmissions 
Reduction  Program.  It  states  that  the 
ratio  is  “equal  to  1  minus  the  ratio  of — 

(i)  the  aggregate  payments  for  excess 
readmissions  *  *  *;  and  (ii)  the 
aggregate  payments  for  all  discharges 
*  *  In  tire  FY  2013  IPPS  LTCH  PPS 
proposed  rule  (77  FR  27961),  we  set 
forth  proposals  to  define  aggregate 
payments  for  excess  readmissions  and 
aggregate  payments  for  all  discharges,  as 
well  as  a  methodology  for  calculating 
the  numerator  of  the  ratio  (aggregate 
payments  for  excess  readmissions)  and 
the  denominator  of  the  ratio  (aggregate 
payments  for  all  discharges). 

Section  1886(q)(4)  of  the  Act  sets  forth 
the  definitions  of  “aggregate  payments 
for  excess  readmissions”  and  “aggregate 
payments  for  all  discharges”  for  an 
applicable  hospital  for  the  applicable 
period.  The  term  “aggregate  payments 
for  excess  readmissions”  is  defined  in 
section  1886(q)(4)(A)  of  the  Act  as  “for 
a  hospital  for  an  applicable  period,  the 
sum,  for  applicable  conditions  *  *  *  of 
the  product,  for  each  applicable  « 
condition,  of  (i)  the  base  operating  DRG 
payment  amount  for  such  hospital  for 
such  applicable  period  for  such 
condition;  (ii)  the  number  of  admissions 
Ibr  such  condition  for  such  hospital  for 
such  applicable  period;  and  (iii)  the 
‘Excess  Readmission  Ratio’  *  *  *  for 
such  hospital  for  such  applicable  period 
minus  1.”  We  proposed  to  include  this 
definition  of  “aggregate  payments  for 
excess  readmissions”  under  the 
regulations  we  proposed  at  42  CFR 
412.152. 

We  did  not  receive  any  public 
comments  on  the  proposed  definition  of 
“aggregate  payments  for  excess 
readmissions”  and  are  finalizing  our 
definition  as  proposed  under  the 
regulation*  at  42  CFR  412.152  without 
modification. 

The  “excess  readmission  ratio”  is  a 
hospital-specific  ratio  calculated  for 
each  applicable  condition.  Specifically, 
section  1886(q)(4)(C)  of  the  Act  defines 
the  excess  readmission  ratio  as  the  ratio 
of  “risk-adjusted  readmissions  based  on 
actual  readmissions”  for  an  applicable 
hospital  for  each  applicable  condition, 
to  the  “risk-adjusted  expected 
readmissions”  for  the  applicable 
hospital  for  the  applicable  condition. 
The  methodology  for  the  calculation  of 
the  excess  readmission  ratio  was 
finalized  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51673).  “Aggregate 


payments  for  excess  readmissions”  is 
the  numerator  of  the  ratio  used  to 
calculate  the  adjustment  factor  under 
the  Hospital  Readmissions  Reduction 
Program. 

The  term  “aggregate  payments  for  all 
discharges”  is  defined  at  section 
1886(q)(4)(B)  of  the  Act  as  “for  a 
hospital  for  an  applicable  period,  the 
sum  of  the  base  operating  DRG  payment 
amounts  for  all  discharges  for  all 
conditions  from  such  hospital  for  such 
applicable  period.”  “Aggregate 
payments  for  all  discharges”  is  the 
denominator  of  the  ratio  used  to 
calculate  the  adjustment  factor  under 
the  Hospital  Readmissions  Reduction 
Program.  In  the  proposed  rule,  we 
proposed  to  include  this  definition  of 
“aggregate  payments  for  all  discharges” 
under  the  regulations  we  proposed  at 
§412.152. 

We  did  not  receive  any  public 
comments  on  the  proposed  definition  of 
“aggregate  payments  for  all  discharges” 
and  are  finalizing  our  definition  as 
proposed  under  the  regulations  at  42 
CFR  412.152  without  modification. 

As  discussed  above,  when  calculating 
the  numerator  (aggregate  payments  for 
excess  readmissions),  we  determined 
the  base  operating  DRG  payments  for 
the  applicable  period.  “Aggregate 
payments  for  excess  readmissions”  (the 
numerator)  is  defined  as  “the  sum,  for 
applicable  conditions  *  *  *  of  the 
product,  for  each  applicable  condition, 
of  (i)  the  base  operating  DRG  payment 
amount  for  such  hospital  for  such 
applicable  period  for  such  condition;  (ii) 
the  number  of  admissions  for  such 
condition  for  such  hospital  for  such 
applicable  period;  and  (iii)  the  ‘Excess 
Readmission  Ratio’  *  *  *  for  such 
hospital  for  such  applicable  period, 
minus  1.” 

We  discussed  above  our  proposed 
definition  of  “base  operating  DRG 
payment  amount.”  When  determining 
the  base  operating  DRG  payment 
amount  for  an  individual  hospital  for  • 
such  applicable  period  for  such 
condition,  we  proposed  to  use  Medicare 
inpatient  claims  from  the  MedPAR  file 
with  discharge  dates  that  are  within  the 
same  applicable  period  that  was 
finalized  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51671)  to  calculate 
the  excess  readmission  ratio.  We 
proposed  to  use  MedPAR  claims  data  as 
our  data  source  for  determining 
aggregate  payments  for  excess 
readmissions  and  aggregate  payments 
for  all  discharges,  as  this  data  source  is 
consistent  with  the  claims  data  source 
used  in  IPPS  rulemaking  to  determine 
IPPS  rates.  For  FY  2013,  we  proposed  to 
use  data  from  MedPAR  claims  with 
discharge  dates  that  are  on  or  after  July 


1,  2008,  and  no  later  than  June  30,  2011, 
the  applicable  period  finalized  in  the  FY 
2012  IPPS/LTCH  PPS  final  rule.  We 
proposed  to  use  the  update  of  the 
MedPAR  file  for  each  Federal  fiscal 
year,  which  is  updated  6  months  after 
the  end  of  each  Federal  fiscal  year 
within  the  applicable  period,  as  our  data 
source  (that  is,  the  March  updates  of  the 
respective  Federal  fiscal  year  MedPAR 
files  for  the  final  rules,  as  described  in 
greater  detail  below).  These  are  the  same 
MedPAR  files  that  are  used  in  the 
annual  IPPS  rulemaking  for  each 
Federal  fiscal  year. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule,  for  FY  2013,  we 
proposed  to  use  the  March  2009  update 
of  the  FY  2008  MedPAR  file  to  identify 
claims  within  FY  2008  with  discharges 
dates  that  are  on  or  after  July  1,  2008, 
the  March  2010  update  of  the  FY  2009 
MedPAR  file  to  identify  claims  within 
FY  2009,  the  March  2011  update  of  the 
FY  2010  MedPAR  file  to  identify  claims 
within  FY  2010,  and  the  December  2011 
update  of  the  FY  2011  MedPAR  file  to 
identify  claims  within  FY  2011  with 
discharge  dates  no  later  than  June  30, 
2011.  For  the  FY  2013  IPPS/LTCH  PPS 
final  rule,  we  proposed  to  use  the  March 
2012  update  of  the  FY  2011  MedPAR 
file  to  identify  claims  within  FY  2011, 
as  these  would  be  the  most  recently 
available  FY  2011  claims  data  used  for 
FY  2013  rulemaking.  These  MedPAR 
data  files  are  used  each  year  in  other 
areas  of  the  IPPS,  including  calculating 
the  IPPS  relative  weights,  budget 
neutrality  factors,  outlier  thresholds, 
and  the  standardized  amount. 
Accordingly,  we  believe  it  is 
appropriate  to  use  these  same  data  files 
for  the  purpose  of  calculating  the 
readmission  adjustment  factors.  The  FY 
2008  through  FY  2011  MedPAR  data 
files  can  be  purchased  from  CMS.  Use 
of  these  files  will  allow  the  public  to 
verify  the  readmission  adjustment 
factors.  Interested  individuals  may  order 
these  files  through  the  Web  site  at: 
http:/ /\vww. cms.hhs.gov/ 
LimitedDataSets/  hy  clicking  on  the 
MedPAR  Limited  Data  Set  (LDS)- 
Hospital  (National).  This  Web  page 
describes  the  files  and  provides 
directions  and  further  detailed 
instructions  for  how  to  order  the  data 
sets.  Persons  placing  an  order  must  send 
the  following:  a  Letter  of  Request,  the 
LDS  Data  Use  Agreement  and  Research 
Protocol  (refer  to  the  Web  site  for  further 
instructions),  the  LDS  Form,  and  a 
check  for  $3,655  to: 

Mailing  address  if  using  the  U.S. 

Postal  Service:  Centers  for  Medicare  and 
Medicaid  Services,  RDDC  Account, 
Accounting  Division,  P.O.  Box  7520, 
Baltimore,  MD  21207-0520. 
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Mailing  address  if  using  express  mail: 
Centers  for  Medicare  and  Medicaid 
Services,  OFM/Division  of  Accounting- 
RDDC.  Mailstop  C#-07-ll,  7500 
Security  Boulevard,  Baltimore,  MD 
21244-1850. 

In  the  proposed  rule,  we  proposed  to 
determine  aggregate  payments  for  excess 
readmissions  and  aggregate  payments 
for  all  discharges  using  data  from 
MedPAR  claims  with  discharge  dates 
that  are  on  or  after  July  1,  2008,  and  no 
later  than  June  30,  2011,  which  is  the 
applicable  period  finalized  in  the  FY 
2012  IPPS/LTCH  PPS  final  rule. 

However,  we  noted  in  the  proposed 
rule,  that  for  the  purposes  of  modeling, 
we  used  excess  readmission  ratios  based 
on  an  older  performance  period  of  July 
1,  2007  to  June  30,  2010.  As  we  stated 
in  the  proposed  rule,  for  this  final  rule, 
we  are  using  both  the  excess 
readmission  ratios  and  MedPAR  claims 
data  to  calculate  aggregate  payments  for 
excess  readmissions  and  aggregate 
payments  for  all  discharges  based  on  the 
applicable  period  finalized  in  the  FY 
2012  IPPS/LTCH  PPS  final  rule  (July  1. 
2008  to  June  30,  2011). 

Comment:  Commenters  supported  the 
use  of  MedPAR  claims  data  to 
determine  base  operating  DRG  payment 
amounts.  However,  several  commenters 
opposed  CMS’  proposal  to  use  3  years 
of  data  from  the  period  July  1,  2008 
through  June  30,  2011,  for  calculating 
hospital  readmissions  adjustment 
factors  for  FY  2013.  The  commenters 
stated  that  using  older  data  did  not 
reflect  current  practices  of  a  hospital, 
and  recommended  that  CMS  use  a  1- 
year  period  from  July  1,  2010  to  June  30, 
2011,  to  accurately  Reflect  a  hospital’s 
performance  on  readmissions. 

Response:  We  appreciate  the 
commenters’  support  for  using  the 
MedPAR  data  to  determine  base 
operating  DRG  payment  amounts  to 
calculate  the  readmission  payment 
adjustment  factors. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27961),  we 
proposed  to  calculate  the  readmission 
payment  adjustment  factor  using  the 
same  applicable  period  that  is  used  to 
calculate  the  excess  readmission  ratios, 
as  finalized  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule.  The  statute  references 
“applicable  period”  in  both  the 
calculation  of  the  readmissions 
measures  and  the  readmission  payment 
adjustment  factor,  such  that  it  requires 
that  the  same  time  period  be  used  for 
both  the  calculation  of  the  measures  and 
the  adjustment  factor.  As  finalized  in 
the  FY  2012  IPPS/LTCH  PPS  final  rule, 
we  use  3  years  of  data  to  calculate  the 
readmissions  measures  (that  is,  for  FY 
2013,  we  are  using  discharge  data  from 


July  1,  2008  through  June  30,  2011),  and 
therefore,  we  are  using  data  from  the 
same  time  period  to  calculate  the 
aggregate  payments  for  excess 
readmissions  and  aggregate  payments 
for  all  discharges.  Using  3  years  of 
claims  data  increases  precision  for  the 
calculation  of  excess  readmission  ratios 
and  the  calculation  of  the  readmissions 
payment  adjustment  factors. 

In  this  final  rule,  we  are  finalizing  our 
proposal  to  use  MedPAR  data  from  July 
1,  2008  through  June  30,  2011,  and  we 
are  finalizing  our  proposal  to  use  the 
March  2009  update  of  the  FY  2008 
MedPAR  file  to  identify  claims  within 
FY  2008  with  discharges  dates  that  are 
on  or  after  July  1,  2008,  the  March  2010 
update  of  the  FY  2009  MedPAR  file  to 
identify  claims  within  FY  2009,  the 
March  2011  update  of  the  FY  2010 
MedPAR  file  to  identih’  claims  within 
FY  2010,  and  the  March  2012  update  of 
the  FY  2011  MedPAR  file  to  identify 
claims  within  FY  2011  with  discharge 
dates  no  later  than  June  30,  2011. 

Comment:  One  commenter  asked 
CMS  to  ensure  that  outlier  payments  are 
correctly  excluded  from  the  base 
operating  DRG  amount  using  the 
MedPAR  data  source. 

Response:  We  have  ensured  that  we 
are  correctly  excluding  outlier  payments 
in  the  calculation  of  the  base  operating 
DRG  amount  using  our  MedPAR  data 
source. 

In  order  to  identify  the  admissions  for 
each  condition  for  an  individual 
hospital  for  calculating  the  aggregate 
payments  for  excess  readmissions,  we 
proposed  to  identify  each  applicable 
condition  using  the  same  ICI^9-CM 
codes  used  to  identify  applicable 
conditions  to  calculate  the  excess 
readmission  ratios.  In  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51669),  in 
our  discussion  of  the  methodology  of 
the  readmissions  measures,  we  stated 
that  we  identify  eligible  hospitalizations 
and  readmissions  of  Medicare  patients 
discharged  from  an  applicable  hospital 
having  a  principal  diagnosis  for  the 
measured  condition  in  an  applicable 
period.  The  discharge  diagnoses  for 
each  applicable  condition  are  based  on 
a  list  of  specific  ICD-9-CM  codes  for 
that  condition.  These  codes  are  listed  in 
the  2010  Measures  Maintenance 
Technical  Report:  Acute  Myocardial 
Infarction,  Heart  Failure,  and 
Pneumonia  30-Day  Risk-Standardized 
Readmission  Measures.  They  also  are 
posted  on  the  Web  site  at:  http:// 
w\\'w.QualityNet.org>  Hospital-Inpatient 
>  Readmission  Measures 
>methodologies. 

In  order  to  identify  the  applicable 
conditions  to  calculate  the  aggregate 
payments  for  excess  readmissions,  we 


proposed  to  identify  the  claim  as  an 
applicable  condition  if  the  ICD-9-CM 
code  for  that  condition  is  listed  as  the 
principal  diagnosis  on  the  claim, 
consistent  with  the  methodology  to 
identify  conditions  to  calculate  the 
excess  readmission  ratio.  Furthermore, 
we  proposed  to  only  identify  Medicare 
FFS  claims  that  meet  the  criteria  (that  is, 
claims  paid  for  under  Part  C,  Medicare 
Advantage,  would  not  be  included  in 
this  calculation),  consistent  with  the 
methodology  to  calculate  excess 
readmission  ratios  based  on 
readmissions  for  Medicare  FFS  patients. 
The  tables  below  list  the  ICD-9-CM 
codes  we  proposed  to  use  to  identify 
each  applicable  condition  to  calculate 
the  aggregate  payments  for  excess 
readmissions  under  this  proposal.  These 
ICD-9-CM  codes  will  also  be  used  to 
identify  the  applicable  conditions  to 
calculate  the  excess  readmission  ratios, 
consistent  with  our  policy  finalized  in 
the  FY  2012  IPPS/LTCH  PPS  final  rule. 

ICD-9-CM  Codes  To  Identify 
Pneumonia  Cases 

ICD-9-  I 

CM  j  Description  of  code 

Code  I 

- ^ - 

480.0  .♦  I  Pneumonia  due  to  adenovirus. 

480.1  ....  I  Pneumonia  due  to  respiratory 

j  syncytial  virus. 

480.2  ....  1  Pneumonia  due  to  parainfluenza 

I  virus. 

480.3  ....  I  Pneumonia  due  to  SARS-associ- 

1  ated  coronavirus. 

480.8  ....  I  Viral  pneumonia:  pneumonia  due 

I  to  other  virus  not  elsewhere 
I  classified. 

480.9  ....  [  Viral  pneumonia  unspecified. 

481  . 1  Pneumococcal  pneumonia  [strep- 

j  tococcus  pneumoniae  pneu- 
j  monia]. 

482.0  ....  j  Pneumonia  due  to  klebsiella 
I  pneumoniae. 

482.1  ....  j  Pneumonia  due  to  pseudomonas. 

482.2  ....  I  Pneumonia  due  to  hemophilus 

j  influenzae  [h.  influenzae]. 

482.30  ..  I  Pneumonia  due  to  streptococcus 

!  unspecified. 

482.31  ..  !  Pneumonia  due  to  stffeptococcus 

I  group  a. 

482.32  ..  I  Pneumonia  due  to  streptococcus 

I  group  b. 

482.39 ...  I  Pneumonia  due  to  other  strepto- 
!  coccus. 

482.40  ..  !  Pneumonia  due  to  staphylococcus 

I  unspecified. 

482.41  ..  !  Pneumonia  due  to  staphylococcus 

aureus. 

482.42  ..  Methicillin  Resistant  Pneumonia 

due  to  Staphylococcus  Aureus. 
482.49  ..  !  Other  staphylococcus  pneumonia. 

482.81  ..  I  Pneumonia  due  tc  anaerobes. 

482.82  ..  Pneumonia  due  to  escherichia  coli 

[e.colij. 

482.83  ..  Pneumonia  due  tc  other  gram-neg¬ 

ative  bacteria. 
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1CD-9-CM  Codes  To  Identify  ICD-9-CM  Codes  To  Identify 

Pneumonia  Cases— Continued  Heart  Failure  Cases— Continued 


ICD-9- 

CM 

Code 

Description  of  code 

482.84  .. 

Pneumonia  due  to  legionnaires’ 
disease. 

482.89  .. 

Pneumonia  due  to  other  specified 
bacteria. 

482.9  .... 

Bacterial  pneumonia  unspecified. 

483.0  .... 

Pneumonia  due  to  mycoplasma 
pneumoniae. 

483.1  .... 

Pneumonia  due  to  chlamydia. 

483.8  .... 

Pneumonia  due  to  other  specified 
organism. 

485  . 

Bronchopneumonia  organism  un¬ 
specified. 

486  . 

Pneumonia  organism  unspecified.  - 

487.0  .... 

Influenza  with  pneumonia. 

488.11  .. 

Influenza  due  to  identified  novel 
H1N1  influenza  virus  with  pneu- 

- 

monia. 

ICD-9-CM  Codes  To  Identify 
Heart  Failure  Cases 

ICD-9-  I 

CM  j  Code  description 

Code  ' 


402.01 
402.1 1 
402.91 
404.01 


404.03 


404.11 


404.13 


404.91 


404.93 


Hypertensive  heart  disease,  malig¬ 
nant,  with  heart  failure. 
Hypertensive  heart  disease,  be- 
I  nign,  with  heart  failure. 

Hypertensive  heart  disease,  un- 
I  specified,  with  heart  failure. 

I  Hypertensive  heart  and  chronic 
j  kidney  disease,  malignant,  with 
!  heart  failure  and  with  chronic 
kidney  disease  stage  I  through 
stage  IV,  or  unspecified. 
Hypertensive  heart  and  chronic 
kidney  disease,  malignant,  with 
I  heart  failure  and  with  chronic 
kidney  disease  stage  V  or  end 
stage  renal  disease. 

Hypertensive  heart  and  chronic 
kidney  disease,  benign,  with 
heart  failure  and  with  chronic 
kidney  disease  stage  I  through 
j  stage  IV,  or  unspecified. 

Hypertensive  heart  and  chronic 
I  kidney  disease,  benign,  with 
heart  failure  and  with  chronic 

'  kidney  disease  stage  I  through 
'  stage  ly,  or  unspecified  failure 

!  and  chronic  kidney  disease 

stage  V  or  end  stage  renal  dis- 
I  ease. 

I  Hypertensive*  heart  and  chronic 
!  kidney  disease,  unspecified,  with 

I  heart  failure  and  chronic  kidney 

I  disease  stage  V  or  end  stage 
;  renal  disease  heart  failure  and 

{  with  chronic  kidney  disease 

I  stage  I  through  stage  IV,  or  un- 

j  specified. 

!  Hypertensive  heart  and  chronic 
I  kidney  disease,  unspecified,  with 

1  heart  failure  and  chronic  kidney 

j  disease  stage  V  or  end  stage 
I  renal  disease. 


ICD-9-  1 
CM  i 
Code 

Code  description 

428.XX  ..  j 

Heart  Failure. 

ICD-9-CM  Codes  To  Identify 

Acute 

Myocardial  Infarction 

Cases 

ICD-9-  ! 

CM  i 

Description  of  code 

Code  ; 

410.00  .. 

AMI  (anterolateral  wall) — episode 

of  care  unspecified. 

410.01  .. 

AMI  (anterolateral  wall) — initial  epi- 

sode  of  care. 

410.10  .. 

AMI  (other  anterior  wall) — episode 

of  care  unspecified. 

410.11  .. 

AMI  (other  anterior  wall) — initial 

episode  of  care. 

410.20  .. 

AMI  (inferolateral  wall) — episode  of 

care  unspecified. 

410.21  .. 

AMI  (inferolateral  wall) — initial  epi- 

sode  of  care. 

410.30  .. 

AMI  (inferoposterior  wall) — episode 

of  cafe  unspecified. 

410.31  .. 

AMI  (inferoposterior  wall) — initial 

episode  of  care. 

410.40  .. 

AMI  (other  inferior  wall) — episode 

of  care  unspecified. 

410.41  .. 

AMI  (other  inferior  wall) — initial  epi- 

sode  of  care. 

410.50  .. 

AMI  (other  lateral  wall) — episode 

of  care  unspecified. 

410.51  .. 

AMI  (other  lateral  wall) — initial  epi- 

sode  of  care. 

410.60  .. 

AMI  (true  posterior  wall) — episode 

of  care  unspecified. 

410.61  .. 

i  AMI  (true  posterior  wall) — initial 

’  episode  of  care. 

410.70  .. 

AMI  (subendocardial) — episode  of 

i  care  unspecified. 

410.71  .. 

i  AMI  (subendocardial) — initial  epi- 

sode  of  care. 

410.80  .. 

i  AMI  (other  specified  site) — episode 

!  of  care  unspecified. 

410.81  .. 

;  AMI  (other  specified  site) — initial 

episode  of  care. 

410.90  .. 

1  AMI  (unspecified  site) — episode  of 

i  care  unspecified. 

410.91  .. 

j  AMI  (unspecified  site) — initial  epi- 

i  sode  of  care. 

Comment:  Several  commenters’ 
requested  that,  in  the  calculation  of 
aggregate  payments  for  excess 
readmissions,  CMS  remove  admissions 
for  the  applicable  conditions  that  were 
not  considered  admissions  for  the 
purposes  of  the  calculation  of  the  excess 
readmission  ratio.  Specifically, 
commenters  requested  that  CMS  remove 
admissions  for  (1)  Index  admissions  for 
beneficiaries  who  die  in  the  hospital;  (2) 
admissions  for  beneficiaries  who  were 
transferred  to  another  acute  care 
hospital:  (3)  admissions  for  beneficiaries 
who  were  discharged  against  medical 


advice;  (4)  admissions  for  beneficiaries 
without  at  least  30  days  post-discharge 
enrollment  in  Medicare  Part  A  fee-for- 
service;  and  (5)  multiple  admissions 
within  30  days  of  a  prior  index 
admission.  Commenters  argued  that 
these  trims  are  made  for  the 
readmissions  measures,  and 
accordingly,  they  should  also  be  made 
when  determining  which  admissions 
are  included  in  the  calculation  of 
aggregate  payments  for  excess 
readmissions.  One  commenter 
recognized  that  not  all  of  these  trims  can 
be  identified  in  our  proposed  data 
source,  MedPAR,  so  the  commenter 
requested  that  CMS  estimate  an 
“additional  exclusions  factor”  for  the 
exclusions  that  we  cannot  account  for 
based  on  data  from  the  Measures 
Maintenance  Technical  Report,  which 
lists  the  percentage  of  admissions  that 
are  removed  by  exclusion.  The 
commenter  suggested  that  the 
“additional  exclusions  factor”  for  each 
exclusion  that  cannot  be  accounted  for 
in  our  proposed  data  source  be  removed 
for  every  hospital.  By  not  excluding 
these  admissions,  the  commenters 
believed  that  CMS  is  erroneously 
inflating  the  calculation  of  aggregate 
payments  for  excess  readmissions. 

Response:  In  our  proposal  to  calculate 
the  excess  payments  for  readmissions, 
we  proposed  to  identify  admissions  for 
each  condition  for  an  individual 
hospital  for  calculating  the  aggregate 
payments  for  readmissions  by  using  the 
same  ICD-9-CM  codes  used  to  identify 
the  applicable  conditions  to  calculate 
the  excess  readmissions  ratios.  We 
proposed  to  identify  the  claim  as  an 
applicable  condition  if  the  ICD— 9-CM 
code  for  that  condition  is  listed  as  the 
principal  diagnosis  on  the  claim, 
consistent  with  the  calculation  of  the 
excess  readmission  ratios.  Similarly,  we 
proposed  to  limit  our  admissions  to 
Medicare  FFS  claims,  consistent  with 
the  methodology  to  calculate  the  excess 
readmission  ratios. 

As  finalized  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51669),  tKe 
readmissions  conditions  of  AMI,  HF, 
and  PN  account  for  certain  exclusions  of 
admissions  from  being  considered  as  an 
index  admission.  The  NQF-endorsed 
readmission  measures  exclude  from  the 
group  of  index  admission;  (1) 
Hospitalizations  for  patients  with  an  in- 
hospital  death;  (2)  hospitalizations  for 
patients  without  at  least  30  days  post 
discharge  enrollment  in  Medicare  FFS; 
(3)  hospitalizations  for  patients 
discharged  against  medical  advice:  (4) 
transfers;  and  (5)  multiple  admissions 
within  30  days  of  a  prior  index 
ajdmission.  In  addition,  for  AMI,  same 
day  discharges  are  excluded  as  an  index 


53390 


Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


admission.  Furthermore,  we  limit 
admissions  to  include  Medicare  Part  A 
FFS  enrollees  who  are  65  years  or  older. 

We  agree  with  the  commenters  that 
the  index  admissions  that  are  not 
considered  admissions  for  the  purpose 
of  the  readmissions  measures,  thus 
excluded  from  the  calculation  of  the 
excess  readmission  ratio,  should  also 
not  be  considered  admissions  for  the 
purposes  of  determining  a  hospital’s 
aggregate  payments  for  excess 
readmissions.  Accordingly,  we  are 
modih'ing  our  methodology  to  identify 
the  admissions  included  in  the 
calculation  of  “aggregate  payments  for 
excess  readmissions.”  For  this  final 
rule,  using  our  MedPAR  data  source,  we 
will  identih'  admissions  for  the 
purposes  of  calculating  aggregate 
payments  for  excess  readmissions  as 
follows: 

•  We  will  exclude  admissions  that  are 
identified  as  an  applicable  condition 
based  on  the  ICD-9-CM  code  listed  as 
the  primary  diagnosis,  but  where  the 
patient  had  died,  as  identified  by  the 
discharge  status  code  on  the  MedPAR 
claim. 

•  We  will  exclude  admissions 
identified  as  an  applicable  condition 
based  on  the  ICD-9-CM  code  listed  as 
the  primary  diagnosis,  but  where  the 
patient  was  transferred  to  another 
applicable  hospital,  as  identified  by  the 
discharge  status  code  on  the  MedPAR 
claim. 

•  We  will  eliminate  admissions 
identified  as  an  applicable  condition 
based  on  the  ICE)-9-CM  code  listed  as 
the  primary  diagnosis,  but  where  the 
patient  was  discharged  against  medical 
advice  as  identified  by  the  discharge 
status  code  on  the  MedPAR  claim. 

•  We  will  exclude  admissions 
identified  as  an  applicable  condition 
based  on  the  ICE)-9-CM  code  listed  as 
the  primary  diagnosis  for  patients  who 
are  under  the  age  of  65,  as  identified  on 
the  MedPAR  claim. 

•  For  conditions  identified  as  AMI. 
we  will  exclude  claims  that  are  same 
day  discharges,  as  identified  by  the 
admission  date  and  discharge  date  on 
the  MedPAR  claim. 

As  the  commenters  acknowledged, 
j  the  MedPAR  proposed  data  set  that  we 

are  using  to  calculate  the  aggregate 
I  payments  for  excess  readmissions 

j  cannot  identify  all  of  the  exclusions 

I  included  in  the  readmissions  measures, 

j  Specifically,  at  this  time,  we  cannot 

identify  directly  multiple  admissions 
within  30  days  of  a  prior  index 
j  admission  and  patients  without  at  least 

I  30  days  post  discharge  enrollment  in 

I  Medicare  FFS  in  the  MedPAR  data. 

However,  the  suggestion  that  we 
develop  an  “additional  exclusions 


factor”  to  apply  to  the  calculation  of  the 
readmissions  payment  adjustment  factor 
is  not  within  the  statutory  authority 
under  section  1886(q)  of  the  Act.  We  do 
not  believe  we  have  the  authority  to 
calculate  an  “additional  exclusions 
factpr,”  which  would  be  in  lieu  of  the 
exclusion  of  admissions  from  the 
calculation  of  the  aggregate  payments 
for  excess  readmissions,  and  then 
uniformly  applied  that  amount  to  all 
applicable  hospitals.  We  believe  that 
with  the  exclusions  to  the  data  for  the 
scenarios  discussed  earlier,  we  will 
have  accounted  for  nearly  all  of  the 
admissions  excluded  in  the  calculation 
of  the  excess  readmission  ratios.  We 
intend  to  work  towards  modifying  our 
systems  to  identify'  these  claims  for  the 
tw'o  additional  scenarios,  and  we  will 
propose  in  future  rulemaking  to  what 
extent  we  can  include  those* exclusions 
from  the  calculation  of  the  aggregate 
payn^ents  for  excess  readmissions. 

For  FY  2013,  we  are  finalizing  a 
methodology  to  calculate  aggregate 
payments  for  excess  readmissions,  using 
MedPAR  claims  from  July  1,  2008  to 
June  30,  2011,  to  identify  applicable 
conditions  based  on  same  ICD-9CM 
codes  used  to  identify  the  conditions  for 
the  readmissions  measures  and  to  apply 
the  exclusions  for  the  types  of 
admissions  discussed  above,  which  are 
currently  identifiable  on  the  claim  in 
MedPAR. 

Comment:  One  commenter  stated  that 
a  claim  that  the  Recovery  Audit 
Contractor  (RAC)  determines  should 
have  been  provided  in  the  outpatient 
setting  and  subsequently  is  denied  as  an 
inpatient  should  not  be  included  in  the 
calculation  of  a  hospital’s  readmissions 
adjustment.  The  commenter  sought 
clarification  on  whether  the  Common 
Working  File  (CWF)  has  been  updated 
for  RAC  denials.  The  commenter  stated 
that  if  a  claim  was  subsequently  denied 
for  inpatient  status,  it  should  be 
removed  from  inpatient  claims  data  set 
used  for  calculation  of  a  hospital’s 
readmission  adjustment. 

Response:  In  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule,  we  proposed  to  use 
the  MedPAR  claims  data  as  our  data 
source  to  calculate  the  excess  payments 
for  readmissions  and  payments  for  all 
discharges.  Specifically,  we  proposed  to 
use  MedPAR  data  for  discharges  from 
July  1,  2008  through  June  30,  2011,  and 
we  proposed  to  use  the  March  2009 
update  of  the  FY  2008  MedPAR  file  to 
identify  claims  within  FY  2008  with 
discharges  dates  that  are  on  or  after  July 
1,  2008,  the  March  2010  update  of  the 
FY  2009  MedPAR  file  to  identify  claims 
within  FY  2009,  the  March  2011  update 
of  the  FY  2010  MedPAR  file  to  identify 
claims  within  FY  2010,  and  the  March 


2012  update  of  the  FY  2011  MedPAR 
file  to  identify  claims  within  FY  2011. 

We  proposed  to  use  these  MedPAR 
updates,  as  it  is  consistent  with  the 
inpatient  claims  data  set  used  in  IPPS 
ratesetting. 

The  RACs  have  up  to  3  years  to 
review  claims  to  determine  whether  a 
claim  was  inappropriately  billed  as 
inpatient  when  it  should  have  been  an 
outpatient  claim.  If  a  claim  is  denied  as 
an  inpatient  stay,  the  claim  is  adjusted 
through  the  standard  Medicare  claims 
processing  systems,  going  through  the 
CWF  and  MedPAR.  However,  given  the 
timing  of  the  RAC  audits  and  the 
updates  of  the  MedPAR  used  to 
calculate  the  readmissions  payment 
adjustments,  it  is  not  certain  that  all 
denied  claims  will  be  reflected  in 
MedPAR  at  the  time  o/  our  analysis.  To 
the  extent  that  those  RAC 
determinations  are  made  within  the 
timeframe  of  the  updates  of  MedPAR, 
those  denied  inpatient  claims  will  not 
be  included  in  the  MedPAR  or  in  the 
calculation  of  the  readmissions  payment 
adjustment.  We  believe  that  using  the 
updates  of  the  MedPAR  used  in  annual 
IPPS  rate  setting  allows  for  us  to  use  a 
complete  inpatient  claims  data  set  and 
allows  for  transparency  for  the  public  to 
obtain  this  dataset  to  replicate  our 
calculations. 

In  this  final  rule,  we  are  finalizing  our 
proposal  to  use  MedPAR  to  calculate  the 
readmissions  payment  adjustment 
factors  without  modification. 

Section  1886(q)(2)  of  the  Act  defines 
the  base  operating  DRG  payment 
amount  as  “the  payment  amount  that 
would  otherwise  be  made  under 
subsection  (d)  (determined  without 
regard  to  subsection  (o)  [the  Hospital 
VBP  Program])  for  a  discharge  if  this 
subsection  did  not  apply;  reduced  by 
*  *  *  any  portion  of  such  payment 
amount  that  is  attributable  to  payments 
under  paragraphs  (5)(A),  (5)(B),  (5)(F), 
and  (12)  of  subsection  (d).”  Paragraphs 
(d)(5)(A),  (d)(5)(B).  (d)(5)(F),  and  (d)(12) 
of  section  1886  refer  to  outlier 
payments,  IMF  payments,  DSH 
payments,  and  payments  for  low- 
volume  hospitals,  respectively. 

As  discussed  earlier  in  section 
IV.A.3.b.(l)  of  the  preamble  of  the 
proposed  rule,  we  proposed  to  define 
“base  operating  DRG  payment  amount” 
under  the  Hospital  Readmissions 
Reduction  Program  as  the  wage-adjusted 
DRG  operating  payment  plus  any  new 
technology  add-on  payments.  Thus,  in 
order  to  calculate  the  base  operating 
DRG  payment  amount  for  such 
condition  for  such  hospital,  we 
proposed  to  identify  the  base  operating 
DRG  payment  amount  for  such 
conditions  based  on  the  payment 
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amounts  in  the  MedPAR  files  on  the 
claims  identified  to  meet  those 
conditions  based  on  their  ICD-9-CM 
code. 

As  discussed  in  section  IV.A.3.b.  of 
the  preamble  of  the  proposed  rule, 
applicable  hospitals  in  the  Hospital 
Readmissions  Reduction  Program 
include  SCHs  and  current  MDHs  (whose 
status  is  set  to  expire  at  the  end  of  FY 
2012),  as  these  hospitals  meet  the 
definition  of  subsection  (d)  hospitals. 
SCHs  are  paid  in  the  interim  (prior  to 
cost  report  settlement)  on  a  claim-by¬ 
claim  basis  at  the  amount  that  is  the 
higher  of  the  payment  based  on  the 
hospital-specific  rate  or  the  IPPS 
Federal  rate  based  on  the  standardized 
amount.  At  cost  report  settlement,  the 
fiscal  intermediary  or  MAC  determines 
whether  the  hospital  would  receive 
higher  IPPS  payments  in  the  aggregate 
using  the  hospital-specific  rate  (on  all 
claims)  or  the  Federal  rate  (on  all 
claims).  MDHs  are  paid  the  sum  of  the 
Federal  payment  amount  plus  75 
percent  of  the  amount  by  which  their 
hospital-specific  rate  exceeds  the 
Federal  payment  amount.  Although 
MDH  status  is  set  to  expire  at  the  end 
of  FY  2012,  because  we  are  using 
historical  data  to  determine  the  base 
operating  DRG  payments  to  calculate 
adjustment  factor,  the  payments 
reflected  on  claims  for  current  MDHs 
may  be  based  on  the  hospital-specific 
rate.  For  SCHs  and  current  MDHs,  we 
proposed  to  model  their  base  operating 
DRG  payment  amount  as  they  would 
have  been  paid  under  the  Federal 
standardized  amount,  rather  than  using 
the  information  on  the  claim  (which 
may  represent  a  payment  either  made 
under  the  hospital-specific  rate  or  the 
Federal  rate)  so  that  their  payments  are 
consistent  with  our  proposed  definition 
of  base  operating  DRG  payment.  As 
such,  the  payment  difference  between 
the  payment  made  under  the  hospital- 
specific  rate  and  the  payment  made 
under  the  Federal  rate  is  not  included 
in  the  base  operating  DRG  amount  to 
determine  the  readmission  adjustment 
factor;  that  is,  it  is  neither  included  in 
the  numerator  of  the  aggregate  dollars 
for  excess  readmissions  nor  in  the 
denominator  of  the  aggregate  dollars  for 
all  discharges. 

We  did  not  receive  public  comments 
bn  our  proposal  for  current  MDHs  and 
SCHs  to  model  the  “base  operating  DRG 
payments”  as  they  would  have  been  • 
paid  under  the  Federal  standardized 
amount,  rather  than  using  the 
information  on  the  claim  in  MedPAR 
(which  may  represent  a  payment  either 
made  under  the  hospital-specific  rate  or 
the  Federal  rate)  to  calculate  their 
“aggregate  payments  for  excess 


readmissions,  so  that  their  payments  are 
consistent  with  our  definition  of  base 
operating  DRG  payment. 

As  discussed  earlier,  we  proposed  to 
use  data  from  the  MedPAR  files  that 
contain  claims  from  the  3-year 
applicable  period  of  July  1,  2008,  to 
June  30,  2011,  for  FY  2013  to  calculate 
aggregate  payments  for  excess 
readmissions  (the  numerator  of  the 
ratio).  To  calculate  aggregate  payments 
for  excess  readmissions,  we  proposed  to 
calculate  the  base  operating  DRG 
payment  amounts  for  all  the  claims  in 
the  3-year  applicable  period  that  list 
each  applicable  condition  as  the 
principal  diagnosis  (as  described  above). 
Once  we  have  calculated  the  base 
operating  DRG  payment  amounts  for  all 
the  claims  that  list  each  condition  as  the 
principal  diagnosis,  we  proposed  to  sum 
the  base  operating  DRG  payment 
amounts  by  each  condition,  resulting  in 
three  summed  amounts,  one  amount  for 
each  of  the  three  applicable  conditions. 
We  then  proposed  to  multiply  each 
amount  for  each  condition  by  their 
respective  excess  readmission  ratio 
minus  1.  The  methodology  for  the 
calculation  of  the  excess  readmission 
ratio  w.as  finalized  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51673).  We 
proposed  that  the  excess  readmission 
ratios  for  each  condition  used  to 
calculate  the  numerator  of  this  ratio  are 
excess  readmission  ratios  that  had  gone 
through  the  proposed  review  and 
correction  process  described  in  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule. 
Each  product  in  this  computation 
represents  the  payment  for  excess 
readmissions  for  that  condition.  We 
proposed  to  then  sum  the  resulting 
products,  which  represent  a  hospital’s 
proposed  “aggregate  payments  for 
excess  readmissions”  (the  numerator  of 
the  ratio). 

If  a  hospital  has  an  excess 
readmission  ratio  that  is  greater  than  1 
for  a  condition,  that  hospital  has 
performed,  with  respect  to  readmissions 
for  that  applicable  condition,  worse 
than  the  average  hospital  with  similar 
patients.  As  such,  it  will  have  aggregate 
payments  for  excess  readmissions.  If  a 
hospital  has  an  excess  readmission  ratio 
that  is  less  than  (or  equal)  to  one,  that 
hospital  has  performed  better  (or  on 
average),  with  respect  to  readmissions 
for  that  applicable  condition,  than  an 
average  hospital  with  similar  patients. 
As  such,  that  hospital  would  not  be 
considered  to  have  “aggregate 
payments”  for  excess  readmissions,  and 
its  payments  would  not  be  reduced 
under  section  1886(q)  of  the  Act.  As 
described  in  section  1886(q)(4)(C)  of  the 
Act,  and  finalized  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule,  the  excess 


readmission  ratio  used  cannot  be  less 
than  1  because  the  hospital  will  not 
have  aggregate  payments  for  excess 
readmissions  and  will  not  be  subject  to 
a  readmission  payment  adjustment,  as 
the  hospital  will  have  performed  equal 
to  or  better  than  average.  Because  this 
calculation  is  performed  separately  for 
the  three  conditions,  a  hospital’s  excess 
readmission  ratio  must  be  less  than  or 
equal  to  1  on  each  measure  to  avoid 
aggregate  payments  for  excess 
readmissions. 

Section  1886(q)(4jtB)  of  the  Act 
defines  “aggregate  payments  for  all 
discharges”  (the  denominator  of  the 
ratio)  as  “for  a  hospital  for  an  applicable 
period,  the  sum  of  the  base  operating 
DRG  payment  amounts  for  all 
discharges  for  all  conditions  from  such 
hospital  for  such  applicable  period.”  In 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule,  we  proposed  to  use  the  same 
MedPAR  files  to  calculate  the 
denominator  as  we  proposed  to  use  to 
calculate  the  numerator,  for  the  3-year 
applicable  period  of  July  1,  2008  to  June 
30,  2011,  for  FY  2013.  We  proposed  to 
calculate  base  operating  DRG  payments 
in  the  same  manner  as  we  calculate  base 
operating  DRG  payments  for  the 
numerator.  We  proposed  to  sum  the 
base  operating  DRG  payment  amounts 
for  all  Medicare  FFS  claims  for  such 
hospital  during  the  3-year  applicable 
period.  We  also  proposed  that  we  would 
model  base  operating  DRG  payment 
amount  for  SCHs  and  current  MDHs  as 
they  would  have  been  paid  under  the 
Federal  standardized  amount,  rather 
than  using  the  information  on  the  claim 
(as  described  above). 

We  did  not  receive  any  public 
comments  regarding  our  proposed 
calculation  of  “aggregate  payments  for 
all  discharges”  and  we  are  finalizing  it 
as  proposed  without  modification. 

We  proposed  that  the  ratio  described 
in  section  1886(q)(3)(B)  of  the  Act  is  1 
minus  the  ratio  of  the  numerator  and 
denominator  described  above.  In 
addition,  we  proposed  that  the 
readmission  adjustment  for  an 
applicable  hospital  is  the  higher  of  this 
ratio  under  section  1886(q)(3)(B)  of  the 
Act  or  the  floor  of  0.99  for  FY  2013. 
Consistent  with  this  proposal,  under  the 
regulations  we  proposed  at  42  CFR 
412.152,  we  proposed  to  define 
“readmissions  adjustment  factor”  as 
equal  to  the  greater  of:  (i)  1  minus  the 
ratio  of  the  aggregate  payments  for 
excess  readmissions  to  aggregate 
payments  for  all  discharges  or  (ii)  the 
floor  adjustment  factor. 

For  the  proposed  rule,  for  the  purpose 
of  modeling  the  proposed  aggregate 
payments  for  excess  readmissions  and 
the  proposed  readmissions  adjustment 
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factors,  we  used  excess  readmission 
ratios  for  the  applicable  hospitals  from 
the  3-year  period  of  July  1,  2007  to  June 
30,  2010,  because  the  underlying  data 
from  this  period  had  already  been 
available  to  the  public  on  the  Hospital 
Compare  Web  site  (as  of  July  2011).  The 
data  from  the  3-year  applicable  period 
for  FY  2013  of  July  1,  2008  to  June  30, 


2011,  had  not  been  through  the  review 
and  correct  process  required  by  section 
1886(q)(6)  of  the  Act  (as  discussed 
below).  As  we  stated  in  the  proposed 
rule,  for  this  final  rule,  we  are  using 
excess  readmission  ratios  based  on 
discharges  for  the  finalized  applicable 
period  of  July  1,  2008  to  June  30,  2011, 
to  calculate  the  aggregate  payments  for 


excess  readmissions  and,  ultimately,  to 
calculate  the  readmission  adjustment, 
factors.  Applicable  hospitals  had  the 
opportunity  to  review  and  correct  these 
data  before  they  were  made  public 
under  our  proposal  set  forth  below 
regarding  the  reporting  of  hospital- 
specific  readmission  rates,  consistent 
with  section  1886(q)(6)  of  the  Act. 


Formulas  to  Calculate  the  Readmission  Adjustment  Factor 


.4ggregate  payments  for  excess  readmissions  =  [sum  of  base  operating  DRG  payments 
for  AMI  X  (Excess  Readmission  Ratio  for  AMI-1)]  +  [sum  of  base  operating  DRG 
payments  for  HF  x  (Excess  Readmission  Ratio  for  HF-1)]  +[sum  of  base  operating  DRG 
payments  for  PN  x  (Excess  Readmission  Ratio  for  PN-1)]. 

Aggregate  payments  for  all  discharges  =  sum  of  base  operating  DRG  payments  for  all 
discharges. 

Ratio  =  1 -(Aggregate  payments  for  excess  readmissions/Aggregate  payments  for  all 
discharges). 

Readmissions  Adjustment  Factor  for  FY  2013  is  the  higher  of  the  ratio  or  0.99. 

*Based  on  claims  data  from  July  1,  2008  to  June  30,  201 1  for  FY  2013. 


Comment:  Several  commenters 
supported  our  methodology  to  calculate 
the  readmissions  payment  adjustment 
factor.  Commenters  supported 
calculating  the  adjustment  factor  as  1 
minus  the  ratio  of  the  hospital’s 
aggregate  payments  for  excess 
readmissions  for  applicable  conditions 
to  the  hospital’s  aggregate  payments  for 
all  discharges  for  applicable  conditions. 
Commenters  supported  determining  the 
hospital’s  aggregate  payments  for  all 
discharges  for  applicable  conditions 
based  on  our  proposed  definition  of  the 
base  operating  DRG  payment  amount, 
and  commenters  supported  our  proposal 
to  determine  the  hospital’s  aggregate 
payments  for  excess  readmissions  by 
multiplying  the  hospital’s  aggregate 
payments  for  all  discharges  for  an 
applicable  condition  by  1,  minus  the 
hospital’s  excess  readmissions  ratio. 

Some  commenters  stated  that  it  is 
unclear  why  the  proposed  numerator  of 
the  readmission  payment  adjustment 
factor,  or  the  calculation  of  the  excess 
payments  for  readmissions,  is  based  on 
total  admissions  for  each  condition, 
when  the  purpose  of  the  Hospital 
Readmissions  Reduction  Program  is  to 
reduce  only  preventable  readmissions. 
Commenters  stated  that  our  proposed 
methodology  to  calculate  the 
readmission  payment  adjustment  factor 


should  amend  the  legislative  language 
in  the  formula  for  calculating  the 
readmissions  adjustment  factor.  The 
formula  as  proposed  stipulated  that  the 
amount  of  aggregate  payments  due  to 
excess  readmission  is  calculated  by 
multiplying  the  number  of  admissions 
for  the  condition  times  the  average  base 
DRG  payment  for  the  condition  and  the 
“excess  readmission  ratio.”  The  excess 
readmissions  ratio  is  defined  as  the  ratio 
of  the  number  of  actual  readmissions  as 
compared  to  the  number  of  expected 
readmissions  for  the  clinical  condition. 
However,  commenters  contended  that 
the  formula  should  specify  that  the 
calculation  should  be  based  on  the 
number  of  expected  readmissions  in 
each  condition,  not  the  total  number  of 
admissions.  They  urged  that  we  replace 
the  words  “number  of  admissions”  with 
“number  of  expected  readmissions”  so 
that  the  formula  for  fhe  aggregate 
payments  for  excess  readmissions 
calculates  the  number  of  expected 
readmissions  for  each  condition  and  not 
the  total  number  of  admissions. 

One  commenter  believed  that  the 
proposed  formula  produces  penalties 
that  are  higher  than  Medicare  payments 
for  excess  readmissions,  although  the 
full  impact  is  mitigated  because  of  the 
proposed  maximum  penalty  for  FY  2013 
of  1  percent  of  base  operating  DRG 


payments.  The  commenter  believed  that 
our  proposed  methodology  to  calculate 
the  readmissions  payment  adjustment 
factors  conforms  to  the  statute. 

However,  the  commenter  suggested 
long-term  changes  to  the  formula  to  be 
more  proportionate  to  the  cost  of 
readmissions,  such  as  examining  the 
issue  of  shrinking  excess  readmission 
computations  towards  the  national 
mean  and  appropriate  changes  to 
account  for  excess  payments  for 
readmissions. 

Commenters  believe  that  our 
proposed  methodology  to  calculate  the 
readmissions  payment  adjustment 
overestimates  the  excess  payments  for 
readmissions  resulting  in  an  excessive 
readmission  payment  adjustment  and  is 
not  consistent  with  Congressional 
intent.  Commenters  believed  our 
proposed  readmissions  payment 
adjustments  are  excessive  as  evident  by 
the  Congressional  Budget  Office  (CBO) 
score  for  the  provision  at  $100  million 
while  our  estimates  of  the  Hospital 
Readmissions  Reduction  Program 
published  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  28172)  was 
approximately  $300  million. 

Response:  We  believe  that  the  statute 
is  prescriptive  with  respect  to  the 
calculation  of  “aggregate  payments  for 
excess  readmissions”  where  the  statute 
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specifies  that  the  “aggregate  payments 
for  excess  readmissions”  is  the  sum  for 
each  condition  of  the  product  of  “the 
operating  DRG  payment  amount  for 
such  hospital  for  such  applicable  period 
for  such  condition”  and  “the  number  of 
admissions  for  such  condition”  and 
“the  excess  readmission  ratio”  minus 
one.  We  believe  that  section 
1886(q)(4)(A)  of  the  Act  requires  us  to 
include  all  admissions  for  a  condition  in 
the  calculation  of  “aggregate  payments 
for  excess  readmissions.” 

Our  estimate  of  $300  million  in 
savings  associated  with  the  Hospital 
Readmissions  Reduction  Program 
published  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  was  based  on 
different  data  that  were  not  available  to 
the  CBO  at  the  time  of  the  CBO  estimate. 
Furthermore,  we  potentially  used 
different  assumptions  in  our 
methodology  to  estimate  the  savings  of 
this  Hospital  Readmissions  Reduction 
Program  as  compared  to  CBO.  Our 
proposed  readmission  payment 
adjustment  factors  were  calculated 
using  excess  readmission  ratios  based 
on  hospitals’  readmissions  performance 
from  July  1,  2007  to  June  30,  2010, 
which  was  not  available  at  the  time  of 
the  CBO  estimate.  In  addition,  our 
calculation  for  “aggregate  payments  for 
excess  readmissions”  and  “aggregate 
payments  for  all  discharges”  were  based 
on  MedPAR  claims  data  from  July  1, 

2007  to  June  30,  2010,  which  was  also 
not  available  at  the  time  of  the  CBO 
estimate.  Finally,  we  applied  the 
proposed  readmission  payment 
adjustment  factor  to  our  estimated  FY 
2013  IPPS  base  operating  DRG  payments 
to  determine  the  savings  associated  with 
the  Hospital  Readmissions  Reduction 
Program  and  our  FY  2013  IPPS  base 
operating  DRG  payments  were  likely 
based  on  different  assumptions  than  the 
CBO’s  estimate  published  in  2010. 
Therefore,  it  is  difficult  to  assess  the 
precise  differences  between  our  estimate 
of  this  provision  and  the  CBO’s 
estimate.  Nonetheless,  we  believe  that 
we  are  implementing  the  provision  as 
required  by  law. 

Comment:  Several  commenters 
requested  that  CMS  make  additional 
adjustments  to  the  calculation  of  the 
readmissions  payment  adjustment  factor 
to  account  for  differences  in  the 
readmissions  payment  adjustment 
factors  for  hospitals  that  treat  a  high  ' 
proportion  of  patients  of  low 
socioeconomic  status.  Commenters 
made  a  number  of  suggestions  as  to  how 
to  modify  the  readmissions  payment 
adjustment  factors.  One  commenter 
suggested  that  CMS  and  Congress  could 
apply  a  uniform  percentage  reduction  to 
all  hospitals’  expected  readmission 


rates,  which  the  commenter  believed 
would  be  a  budget  neutral  change.  The 
commenter  urged  CMS  and  Congress  to 
intervene  somehow  to  correct  an 
inequity  affecting  the  nation’s  most 
vulnerable  hospitals  and  Medicare 
beneficiaries. 

Another  commenter  suggested  that 
CMS  offer  a  one-time  opportunity  to 
waive  the  payment  reduction  for  safety 
net  and  other  hospitals  that  serve  a 
higher-than-average  proportion  of 
patients  of  low  socioeconomic  status 
and  are  found  to  be  at  risk  of 
experiencing  a  payment  reduction.  In 
return,  the  commenter  suggested  that 
these  hospitals  would  be  required  to 
submit  a  comprehensive  and  aggressive 
preventable  readmission  rate 
improvement  plan  that  centers  on 
collaboratively  engaging  with  the 
patients,  their  families,  consumer 
organizations  and  community  supports, 
to  address  the  various  factors  that  are 
causing  preventable  readmissions  in 
their  local  community.  The  commenter 
stated  that  this  approach  should  have  a 
time  limit  (for  example,  6  months)  on 
how, long  the  hospital  would  have  for 
submitting  and  implementing  the  plan 
and  another  well-defined  (fpr  example  6 
months)  timeframe  for  monitoring  and 
reporting  results  to  CMS. 

Some  commenters  requested  that 
CMS  postpone  implementation  of  the 
Hospital  Readmissions  Reduction 
Program  until  it  has  made  adjustments 
to  the  measures  to  account  for 
socioeconomic  status.  One  commenter 
requested  postponing  the  application  of 
the  readmissions  payment  reduction  to 
safety  net  hospitals  that  serve  a 
vulnerable  population  while  these 
hospitals  develop  programs  to  reduce 
readmissions. 

Commenters  suggested  that  CMS 
make  an  adjustment  to  the  readmission 
payment  adjustment  factors  to  account 
for  a  hospital’s  proportion  of  dual- 
eligible  patients.  Commenters 
contended  that  dual-eligible  status  is  a 
better  predictor  of  readmission  rates 
because  it  reflects  Medicare  . 
beneficiaries,  which  is  what  the 
readmissions  measures  are  based  on.  - 

In  addition,  commenters  suggested 
that  CMS  make  a  hospital-level 
adjustment  based  on  DSH.  Commenters 
asserted  that  because  the  number  of 
hospitals  that  will  receive  the  maximum 
penalty  in  the  first  year  jumps  sharply 
between  the  sixth  and  seventh  deciles 
for  hospital’s  DSH  Patient  Percentage, 
the  commenters  suggested  that  any ' 
hospital-level  adjustment  based  on  DSH 
be  applied  to  the  top  four  deciles. 

Response:  VVe  thank  the  commenters 
for  their  suggestions  on  modifying  the 
readmission  payment  adjustment  to 


account  for  differences  in  the 
socioeconomic  status  of  patients  treated 
by  hospitals.  As  stated  earlier,  we 
continue  to  believe  that  we  need  to 
examine  the  relationship  of  patient 
socioeconomic  status  and  readmissions 
as  it  applies  to  the  readmissions 
measures.  As  we  have  stated  earlier,  the 
readmissions  measures,  as  endorsed  by 
the  NQF,  do  not  include  risk 
adjustments  for  socioeconomic  status. 
Currently,  the  NQF  does  not  support 
risk  adjustments  based  on 
socioeconomic  status,  as  the  NQF 
believes  it  can  create  different  standards 
of  quality  for  hospitals  that  treat  a 
higher  proportion  of  patients  with  low 
socioeconomic  status.  Risk  adjusting  the 
readmissions  measures  for 
socioeconomic  status  can  obscure 
differences  in  the  quality  of  health  care. 
Similarly,  applying  an  adjustment  to  the 
readmissions  payment  adjustment 
factors  can  also  create  different 
standards  of  quality  for  hospitals  based 
on  the  socioeconomic  status  of  the 
patients  treated.  Applying  an 
adjustment  to  the  readmissions  payment 
adjustment  factors  at  this  point  to 
account  for  socioeconomic  status  rather 
than  determining  whether  a  risk 
adjustment  for  socioeconomic  status 
would  be  appropriate  for  the 
readmissions  measures  could  appear  as 
circumventing  the  NQF’s  position  on 
the  application  of  a  risk  adjustment  for 
socioeconomic  status  on  the 
readmissions  measures.  We  note  that,  to 
the  extent  that  dual  eligible  patients  or 
patients  of  low  socioeconomic  status 
have  higher  readmission  rates  because 
they  are  sicker  or  have  more 
comorbidities,  we  already  account  for 
comorbidities  in  the  risk  adjustment  for 
the  excess  readmission  ratios.  Since,  we 
believe  that  all  hospitals  should  be 
working  towards  the  goal  of  reducing 
readmissions,  on  an  ongoing  basis, 
regardless  of  their  patient  population, 
we  believe  that  we  do  not  need  to 
postpone  the  implementation  of  the 
readmission  payment  adjustments  in 
order  to  provide  additional  time  to 
hospitals  to  implement  readmission 
reduction  programs.  While  we  are  not 
incorporating  any  special  adjustments 
for  SES  in  the  readmissions  reduction 
program  at  this  time,  we  remain 
concerned  about  the  impact  of  this 
provision  on  hospitals  that  serve  a  high 
proportion  of  low  income  patients.  We 
will  continue  to  monitor  the  issue  of  the 
relationship  of  a  patient’s 
socioeconomic  status  and  a  hospital’s 
readmission  performance,  and  how  it 
affects  payments  to  hospitals. 

Comment:  One  commenter 
recommended  that  CMS  apply  the 
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readmissions  adjustment  in  a  manner 
that  norms  the  calculation  of  the 
adjustment  factor  on  the  risk-adjusted 
readmission  rate  that  is  achieved  by  at 
least  25  percent  of  hospitals  rather  than 
on  the  average  readmission  rate. 

Response:  The  excess  readmission 
ratio,  finalized  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51673). 
measures  a  hospital’s  performance  on 
readmissions  for  a  specified  condition 
relative  to  the  national  average.  The 
methodology  to  calculate  the  excess 
readmission  ratio  is  endorsed  by  the 
NQF,  as  required  at  section 
1886(q)(5)(C)  of  the  Act.  We  did  not 
propose  any  changes  to  the 
methodology  to  calculate  the  excess 
readmission  ratio.  Accordingly,  we  are 
not  modihing  the  methodology  to 
calculate  the  excess  readmission  ratio  to 
compare  a  hospital’s  performance  on 
readmissions  relative  to  the  25th 
percentile  of  national  performance,  as 
opposed  to  the  average. 

Comment:  One  commenter  questioned 
the  statistical  difference  in  the  excess 
readmission  ratio  for  a  hospital  that  has 
an  excess  readmission  ratio  slightly 
above  1  and  thus,  subject  to  the 
payment  penalty,  versus  a  hospital  that 
has  an  excess  readmission  ratio  slightly 
below  1,  and  not  subject  to  the  penalty. 
The  commenter  asked  that  CMS 
consider  the  equitability  of  this  policy 
approach  and  recommended  the 
remunerative  framework  account  for  the 
confidence  intervals  surrounding  the 
estimated  Risk  Standardized 
Readmission  Rates  and  Ratios  in 
determining  future  penalties  for  excess 
readmissions.  The  commenters  believed 
that  omitting  a  control  for  statistical 
significance  exposes  a  large  number  of 
hospitals  to  financial  penalties  based  on 
random  variation.  They  recommended 
that  CMS  account  for  the  confidence 
inteiA'als  surrounding  the  estimated  Risk 
Standardized  Readmission  Rates  and 
Ratios  in  determining  future  penalties 
for  excess  readmissions. 

Response:  We  thank  the  commenter 
for  raising  the  issue  of  statistical 
reliability  of  the  excess  readmission 
ratio  and  for  recommending  the  use  of 
confidence  inter\'als  in  determining 
whether  or  not  to  use  a  hospital’s  excess 
readmission  ratio  in  the  calculation  of  a 
hospital’s  readmission  payment 
adjustment  factor.  We  finalized  our 
methodology  of  the  calculation  of  the 
excess  readmission  ratio  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule,  which  results 
in  the  use  of  the  point  estimate  as  a 
hospital’s  excess  readmission  ratio. 

We  will  consider  the  role,  if  any,  of 
confidence  intervals  in  determining  a 
hospital’s  excess  readmission  ratio.  We 
recognize  that  because  the  excess 


readmission  ratio  is  a  statistical 
measure,  there  may  be  some  degree  of 
variation.  However,  there  are  other 
Medicare  programs,  not  limited  to  the 
Hospital  Readmissions  Reduction 
Program,  that  use  statistical  measures  as 
part  of  their  program,  so  any 
consideration  to  confidence  intervals 
made  with  respect  to  the  Hospital 
Readmissions  Reduction  Program  may 
have  implications  for  other  programs. 

We  will  evaluate  this  concern  and 
address  it  in  a  future  rulemaking,  if 
needed. 

Comment:  Several  commenters 
suggested  that  CMS  take  into 
consideration  a  hospital’s  improvement 
on  readmissions  in  the  calculation  of 
the  readmissions  payment  adjustment 
factor.  One  commenter  noted  that 
because  measurement  is  based  on  3 
years’  worth  of  data,  it  w'ill  be  difficult 
for  low  performing  hospitals  to  move 
out  of  being  penalized,  and  the  Hospital 
Readmissions  Reduction  Program  does 
not  reward  for  improvement  as  the 
Hospital  VBP  Program  does,  but  only 
measures  achievement.  The  commenter 
noted  that  this  could  result  in  low 
performing  hospitals  being  unable  to 
ever  get  out  of  the  penalty  phase. 

Response:  We  appreciate  the  concerns 
raised  by  the  commenters.  The  Hospital 
Readmissions  Reduction  Program  is 
structured  to  apply  a  payment  reduction 
to  hospitals  with  excess  readmissions, 
as  measured  by  having  worse 
performance  on  readmissions  for  certain 
conditions  compared  to  the  average 
hospital.  The  readmission  payment 
adjustment  under  section  1886(q)(l)  of 
the  Act  does  not  allow  for  us  to  provide 
a  reward  for  quality  improvement, 
which  is  allowed  under  section  1886(p) 
of  the  Act  for  the  Hospital  VBP  Program. 
We  believe  thpt  hospitals  do  have  the 
opportunity  to  not  be  subject  to  a 
reduction  to  payments  due  to  excess 
readmissions  if  they  can  perform  better 
than  the  average  hospital  in  the  future. 
We  update  the  data  annually  with  the 
most  recently  available  3  years  of  data, 
and  we  use  3  years  of  data  in  order  to 
have  sufficient  data  to  reliably  measure 
a  hospital’s  performance. 

Comment:  Commenters  sought 
clarification  on  how  the  readmissions 
payment  adjustment  factors  would  be 
applied  to  a  hospital’s  base  operating 
DRG  payment  amount.  Commenters 
asked  whether  the  readmissions 
payment  adjustment  factors  would  be 
applied  on  a  per  claim  basis  or  at  cost 
report  settlement.  Commenters  asked 
how  the  IME,  DSH,  and  outlier 
pajonents  would  not  be  affected  by  the 
readmissions  payment  adjustment  factor 
when  the  fME,  DSH  and  outlier 
payments  are  adjustments  currently 


determined  Irom  the  base  operating 
DRG  payment  amount,  and  the 
readmi.ssions  payment  adjustment  factor 
reduces  the  base  operating  DRG 
payment  amount.  Commenters  asked  if 
there  would  be  changes  to  the  cost 
report  and  to  the  PS&R  to  account  for 
the  implementation  of  the  payment 
adjustment  for  excess  readmissions.  In 
addition,  commenters  noted  that  the 
effective  date  of  the  Hospital 
Readmissions  Reduction  Program  is 
October  1,  2012,  which  straddles  the 
cost  reporting  period  for  many 
hospitals,  and  asked  for  clarificatibn  on 
how  that  would  be  accounted  for  with 
respect  to  the  Medicare  hospital  cost 
report. 

Commenters  also  stated  that  the 
statutory  intent  of  the  readmissions 
payment  adjustment  factor  is  that  the 
factor  should  not  be  applied  to 
payments  for  all  admissions,  but  rather 
to  payments  for  initial  admissions  with 
at  least  one  readmission.  Commenters 
requested  clarification  whether  the 
readmissions  payment  adjustment 
factors  will  apply  to  only  Medicare 
discharges  for  AMI,  PN  or  HF;  or 
whether  the  readmissions  payment 
adjustment  factor  will  apply  to  all 
discharges.  The  commenters  believed 
that  the  readmissions  payment 
adjustment  factor  should  only  be 
applicable  to  the  specific  populations 
included  in  the  program  rather  than  the 
entire  Medicare  population. 

Response:  We  are  clarifying  that,  for 
FY  2013,  a  hospital’s  payments  will  be 
reduced  by  the  amount  of  the  product 
of  the  readmissions  payment  adjustment 
factor  and  the  base  operating  DRG 
payment  amount  (as  defined  as  the 
wage-adjusted  DRG  payment  amount), 
on  a  per-claim  basis  for  all  Medicare 
FFS  discharges  occurring  on  or  after 
October  1,  2012.  In  other  words,  the 
payment  amount  the  hospital  would 
otherwise  receive  in  FY  2013  in  absence 
of  the  Hospital  Readmission  Reduction 
Program  will  be  reduced  by  the  an 
amount  for  excess  readmissions 
(determined  as  the  product  of  the 
readmissions  payment  adjustment  factor 
and  the  base  operating  DRG  payment 
amount).  Section  1886(q)(l)  of  the  Act 
specifies  that  “the  Secretary  shall  make 
payments  *  *  *  in  an  amount  equal  to 
the  product  of  (A)  the  base  operating 
DRG  payment  amount  for  the  discharge; 
and  (B)  the  adjustment  factor  *  *  *.’’ 
Therefore,  it  requires  us  to  apply  the 
readmissions  payment  adjustment  factor 
to  all  discharges,  not  just  discharges  for 
initial  admissions  with  a  readmission  or 
admissions  for  the  applicable 
conditions.  We  note  that  the 
readmissions  payment  adjustment  factor 
is  inversely  proportional  to  the 
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aggregate  payments  for  all  discharges  (in 
the  formula  determining  the  excess 
readmissions  ratio)  so  the  adjustment 
factor  appropriately  reflects  the  relation 
between  payments  for  excess 
readmissions  and  aggregate  payments 
for  all  discharges. 

In  addition,  we  intend  to  modify  the 
Medicare  hospital  cost  report  and  the 
corresponding  cost  reporting 
instructions,  effective  for  FY  2013,  to 
account  for  the  reductions  to  payments 
under  the  Hospital  Readmission 
Reduction  Program  required  by  section 
1886(q)  of  the  Act  (that  is,  the  payment 
adjustment  for  excess  readmissions). 

The  current  calculation  of  the  additional 
payments  for  IME,  DSH,  outliers,  and 
iow-volume  hospitals  will  remain 
unchanged  consistent  with  the  statutory 
requirement  that  payments  for  outliers, 
IME,  DSH,  and  low-volume  adjustments 
are  not  affected  by  the  adjustments 
made  under  the  Hospital  Readmissions 
Reduction  Program. 

Currently,  the  cost  report  includes  the 
base  operating  DRG  payment  for  the  cost 
reporting  period  and  we  use  that  line  to 
determine  add-on  payments  including 
payments  for.indirect  medical  education 
and  disproportionate  share  hospital 
payments.  This  line  will  remain 
unchanged  and  will  continue  to  be  used 
to  determine  IPPS  add-on  payments, 
consistent  with  our  policy  that  add-on 
payments  for  outliers,  IME,  DSH,  and 
iovy-volume  adjustments  are  not  affected 
by  the  adjustments  made  under  the 
Hospital  Readmissions  Reduction 
Program.  We  intend  to  modify  the 
Medicare  hospital  cost  report  to  include 
lines  for  base  operating  DRG  payments 
by  Federal  fiscal  year.  For  example,  we 
will  have  a  line  that  represents  base 
operating  DRG  payments  prior  to 
October  1,  2012  and  a  line  that 
represents  base  operating  DRG 
payments  after  October  1,  2012.  In 
addition,  we  intend  to  modify  the 
Medicare  hospital  cost  report  with  lines 
for  the  readmissions  payment 
adjustment  factor  by  Federal  fiscal  year 
and  lines  with  the  readmissions 
payment  amount  by  Federal  fiscal  year 


that  would  be  deducted  from  a 
hospital’s  Medicare  payments.  The 
readmissions  payment  amounts  would 
be  determined  by  applying  the 
readmission  payment  adjustment  factor, 
to  the  base  operating  DRG  payment 
amount  by  Federal  fiscal  year.  We 
intend  to  modify  the  cost  reporting 
instructions  to  account  for  these  new 
calculations.  In  addition,  for  FY  2013,  . 
we  will  ensure  that  the  cost  reporting 
instructions  account  for  the 
readmissions  adjustment  to  only  be 
made  to  base  operating  DRG  payments 
for  discharges  on  or  after  October  1, 

2012.  We  intend  to  modify  the  PS&R  to 
account  for  these  changes  as  well. 

Comment:  One  commenter  sought 
clarification  as  to  whether  the  Hospital 
Readmissions  Reduction  Program  is 
intended  to  replace  the  existing 
readmission  review  at  Internet  Only 
Manual  (lOM)  100—04,  Ghapter  3, 
Section  40.2.5,  or  if  both  policies  will  - 
exist  together. 

Response:  The  Hospital  Readmissions 
Reduction  Program  is  not  intended  to 
replace  the  existing  readmission  review 
under  lOM  100-04,  Chapter  3,  Section 
40.2.5.  lOM  100-04,  Chapter  3,  Section 
40.2.5  of  the  Inpatient  Claims 
Processing  Manual  provides  guidance 
on  appropriate  billing  practices  for 
repeat  admissions.  In  accordance  with 
the  manual,  “a  patient  who  requires 
follow-up  care  or  elective  surgery  may 
be  discharged  and  readmitted  or  may  be 
placed  on  a  leave  of  absence.  Hospitals 
may  place  a  patient  on  a  leave  of 
absence  when  readmission  is  expected 
*  *  *  and  providers  may  not  use  the 
leave  of  absence  billing  procedure  when 
the  second  admission  is  unexpected.”  If 
a  hospital  uses  the  leave  of  absence 
billing  code,  two  inpatient  stay  claims 
for  the  original  admission  and  the  repeat 
admissions  are  bundled  as  one  inpatient 
claim  with  one  DRG  payment.  These 
claims  can  be  reviewed  by  a  fiscal 
intermediary  or  MAC  and  referred  to  the 
QIOs.  This  is  a  separate  billing 
procedure  from  the  Hospital 
Readmissions  Reduction  Program  and 
will  continue  to  exist. 


During  the  FY  2012  IPPS  rulemaking 
cycle,  we  received  public  comments 
expressing  concern  that  hospitals  that 
treat  a  larger  proportion  of  patients  of 
lower  socioeconomic  circumstances 
may  have  higher  readmission  rates  and 
could  be  unfairly  penalized  under  the 
Hospital  Readmissions  Reduction 
Program.  The  table  below  shows,  based 
on  the  excess  readmission  ratios  and  the 
proposed  methodology  to  calculate  the 
readmissions  adjustment  factor 
discussed  in  the  proposed  rule,  the 
estimated  distribution  of  the 
readmission  adjustment  factors  among 
hospitals  ranked  by  their  DSH  patient 
percentage  (DPP).  The  DPP  is  used  as  a 
proxy  for  low-income  patients  and  is  the 
sum  of  the  hospital’s  Medicare  fraction 
and  Medicaid  fraction.  The  Medicare 
fraction  is  computed  by  dividing  the 
number  of  a  hospital’s  inpatient  days 
that  are  furnished  to  patients  who  were 
entitled  to  both  Medicare  Part  A  and 
Supplemental  Security  Income  (SSI) 
benefits  by  the  hospital’s  total  number 
of  patient  days  furnished  to  patients 
entitled  to  benefits  under  Medicare  Part 
A.  The  Medicaid  fraction  is  computed 
by  dividing  the  hospital’s  number  of 
inpatient  days  furnished  to  patients 
who,  for  such  days,  were  eligible  for 
Medicaid,  but  were  not  entitled  to 
benefits  under  Medicare  Part  A,  by  the 
hospital’s  total  number  of  inpatient 
days.  The  DPP  is  used  to  determine  a 
hospital’s  Medicare  DSH  payment 
adjustment.  Thus,  hospitals  with  higher 
percentages  of  Medicare  patients 
entitled  to  SSI  and  higher  percentages  of 
Medicaid  patients  have  higher  DPPs.  In 
the  table,  the  hospitals  are  ranked  by 
their  estimated  DPP  and  categorized 
into  deciles.  The  table  shows  the 
number  of  hospitals  within  each  decile 
that  are  subject  to  no  proposed 
readmission  payment  adjustment,  the 
—  1  percent  floor  readmission  payment 
adjustment,  and  a  readmission  payment 
adjustment  that  is  less  than  the  —  1 
percent  floor.  We  invited  public 
comment  on  this  analysis. 


Distribution  of  Hospitals  Readmission  Adjustment  Factor  by  DSH  Patient  Percentage  (DPP) 


Decile 

Number  of 
hospitals 

Payment 
adjustment  of 
less  than 
-1  percent 

-1  percent 
floor 

adjustment 

No 

readmission 

adjustment 

factor 

Lowest  DPP  . 

339 

156 

38 

145 

Second  . 

339 

164 

57 

118 

Third . .*. . : . 

339 

168 

44 

127 

Fourth . ; . 

339 

•  170 

_  48 

121 

Fifth  . 

339 

182 

42 

115 

Sixth  . 

339 

171 

43 

125 

Seventh  . 

339 

187 

44 

108 

Eighth  . 

339 

182 

43 

114 

Ninth . 

339 

179 

58 

102 
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Distribution  of  Hospitals  Readmission  Adjustment  Factor  by  DSH  Patient  Percentage  (DPP)— Continued 


Decile 

Number  of 
hospitals 

Payment 
adjustment  of 
less  than 
-1  percent 

-1  percent 
floor 

adjustment 

No 

readmission 

adjustment 

factor 

Highest  DPP  . .’ . 

342 

185 

61 

96 

Total  . 

3,393 

1,744 

478 

1,171 

In  addition,  we  examined  the 
estimated  distribution  of  the  proposed 
readmissions  adjustment  factor  based  on 
the  excess  readmission  ratios  in  this 
proposed  rule  (determined  using  the 
2007-2010  data  discussed  above).  The 


table  below  shows  the  number  and 
percentage  of  hospitals  ranked  by  the 
percent  reduction  received  under  the 
Hospital  Readmissions  Reduction 
Program.  The  table  shows  that  about  71 
percent  of  hospitals  would  receive 


either  no  adjustment  or  a  readmission 
adjustment  factor  that  would  reduce 
their  base  operating  DRG  payments  by 
less  than  0.5  percent. 


Distribution  of  Readmission  Adjustment  Factors 


Percent  reduction 

Number  of  ! 
hospitals 

Percent  of 
hospitals 

No  Adjustment  . -. . 

1,171 

34.5 

Up  to  -  .09  Percent . 

347 

10.2 

-0.1  Percent  to  -0.19  Percent  . 

280  1 

8.3 

-0.20  Percent  to  -0.29  Percent  . .-. . 

228  I 

6.7 

-0.30  Percent  to  -0.39  Percent  . 

196 

5.8 

-  0.40  Percent  to  -  0.49  Percent  . 

180 

5.3 

-0.50  Percent  to  -0.59  Percent  . 

129 

3.8 

-  0.60  Percent  to  -  0.69  Percent  . 

118 

,  3.5 

-0.70  Percent  to  -0.79  Percent  . -. . 

110 

3.2 

-0.80  Percent  to  -0.89  Percent  . . . 

77 

2.3 

-0.90  Percent  to  -0.99  Percent  . 

76 

2.2 

-1.0  Percent . 

481 

14.2 

Total . . . 

3,393 

100.0 

Comment:  Several  commenters 
addressed  the  Medicare  DSH  analysis 
that  was  presented  in  the  proposed  rule. 
Several  commenters  could  not  replicate 
the  DSH  analysis  and  produce  the  same 
results  presented  in  the  proposed  rule. 
Some  commenters  presented  different 
results  where  they  found  that  high  DSH 
hospitals  are,  in  fact,  subject  to  higher 
readmission  penalties.  In  addition, 
several  commenters  contended  that  DSH 
was  not  a  good  proxy  to  determine 
socioeconomic  status.  Commenters 
indicated  that  it  is  not  uncommon  for 
hospitals  in  areas  wdth  relatively 
affluent  Medicare  beneficiaries  to 
qualify’  for  DSH  reimbursement  due  to 
the  high  volume  of  labor  and  delivery 
services  provided  to  non-resident  aliens. 
One  commenter  asked  why  CMS  did  not 
present  a  comparison  table  of  the 
impacts  to  the  DSH  hospitals 
(approximately  1.882  hospitals)  instead 
of  the  entire  hospital  population. 

Commenters  indicatea  that  hospitals 
with  high  disproportionate  share  patient 
percentages  have  higher  excess 
readmission  ratios.  Commenters 
presented  other  analyses  showing  that 
hospitals  with  high  DSH  have  higher 
readmission  penalties.  Commenters 


provided  analyses  where  the  results 
indicate  that  high  DSH  hospitals 
(defined  as  hospitals  in  the  top  25th 
percentile  for  the  DSH  percentage)  and 
hospitals  located  in  large  urban  areas 
(defined  as  those  Metropolitan 
Statistical  Areas  with  more  than  one " 
million  population)  are  much  more 
likely  to  receive  a  readmission  penalty 
under  the  CMS  proposal.  The 
commenter  found  that  high  DSH 
hospitals  located  in  large  urban  areas 
are  1.9954  times  more  likely  to  be 
penalized  for  heart  attack  than  other 
hospitals,  2.5849  times  more  likely  for 
heart  failure,  and  2.1915  times  more 
likely  for  pneumonia. 

Response:  In  the  proposed  rule,  we 
used  the  proposed  readmissions 
payment  adjustment  factors  and  the 
DSH  disproportionate  patient 
percentage  (DPP)  reported  in  the  FY 
2012  IPPS/LTCH  PPS  final  rule  Impact 
file,  as  it  was  the  most  recently  available 
data  at  the  time  of  our  analysis.  VVe  note 
that,  for  hospitals  that  have  a  missing 
DPP,  we  assigned  them  a  DPP  of  zero. 
VVe  believe  that  may  have  been  one 
potential  source  for  differences  in  the 
results. 


VVe  understand  that  there  are  several 
ways  to  measure  socioeconomic  status 
of  a  hospital’s  patient  population  and  as 
we  continue  to  monitor  the  issue  of  the 
relationship  of  a  patient’s 
socioeconomic  status  and  a  hospital’s 
readmission  performance,  and  how  it 
affects  payments  to  hospitals,  we  also 
can  explore  different  measures  of 
socioeconomic  status,  such  as  dual- 
eligible  status.  To  the  extent  differences 
in  readmission  rates  among  hospitals 
treating  a  significant  number  of  patients 
with  low  socioeconomic  status  are 
determined  to  inappropriately  affect 
their  readmission  payment  adjustment, 
we  can  work  with  NQF  to  explore 
options  for  improving  the  readmissions 
measures  to  promote  high  quality  care, 
as  appropriate. 

We  understand  that  there  have  been 
different  conclusions  drawn  from 
review  of  these  data,  and  we  will 
continue  to  work  with  MedPAC  and 
other  stakeholders  to  complete  a  more 
sophisticated  analysis. 

Comment:  One  commenter  suggested 
that  CMS  provide  a  level  of  statistical 
significance  for  our  DSH  analysis,  as 
well  as  correlation  factors  betw'een 
hospitals’  actual  DSH  patient  percentage 
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(as  opposed  their  national  decile)  and 
the  likeliness  of  receiving  a 
readmissions  adjustment,  the  magnitude 
of  a  readmissions  adjustment,  and  the 
likeliness  of  reaching  the  maximum 
readmissions  penalty. 

Response:  At  this  time,  we  are  unahle 
to  produce  a  rigorous  analysis  showing 
the  relationship  of  a  hospital’s  actual 
DSH  patient  percentage  and  their 
likeliness  of  receiving  a  readmissions 
adjustment,  the  magnitude  of  a 
readmissions  adjustment,  and  the 
likeliness  of  receiving  the  maximum 
adjustment  of  - 1.0  percent.  However, 
we  will  research  these  issues  in  the 
upcoming  year  and,  if  significant,  we 
will  present  our  findings  in  future 
rulemaking. 

e.  Applicable  Hospitals 

An  “applicable  hospital,”  is  defined 
at  section  1886(q)(5)(C)  of  the  Act  as  (1) 
“a  subsection  (d)  hospital  or  (2)  a 
hospital  that  is  paid  under  section 
1814(b)(3).”  Specifically,  hospitals 
subject  to  the  Hospital  Readmissions 
Reduction  Program  are  hospitals  paid 
under  the  IPPS  and  hospitals  paid  under 
the  authority  of  section  1814(b)(3)  of  the 
Act.  We  are  interpreting  this  reference 
to  section  1814(b)(3)  of  the  Act  to  mean 
those  Maryland  hospitals  that  are  paid 
under  section  1814(b)(3)  of  the  Act  and 
that,  absent  ihe  “waiver”  specified  by 
section  1814(b)(3)  of  the  Act,  would 
have  been  paid  under  the  IPPS.  A 
subsection  (d)  hospital  is  defined  in 
section  1886(d)(1)(B)  of  the  Act,  in  part, 
as  a  “hospital  located  in  one  of  the  fifty 
States  or  the  District  of  Columbia.”  The 
term  subsection  (d)  hospital  does  not 
~  include  hospitals  located  in  the 
-Territories  or  hospitals  located  in  Puerto 
Rico.  Section  1886(d)(9)(A)  of  the  Act 
separately  defines  a  “subsection  (d) 
Puerto  Rico  hospital”  as  a  hospital  that 
is  located  in  Puerto  Rico  and  that 
“would  be  a  subsection  (d)  hospital 
*  *  *  if  it  were  located  in  one  of  the  50 
States.”  Therefore,  Puerto  Rico  hospitals 
are  not  considered  applicable  hospitals 
under  the  Hospital  Readmissions 
Reduction  Program.  An  Indian  Health 
Services  hospital  enrolled  as  a  Medicare 
provider  meets  the  definition  of  a 
subsection  (d)  hospital  and,  therefore,  is 
considered  an  applicable  hospital  under 
the  Hospital  Readmissions  Reduction 
Program,  even  if  it  is  not  paid  under  the 
IPPS.  In  addition,  hospitals  that  are 
SCHs.and  current  MDHs,  although  they 
may  be  paid  under  a  hospital-specific 
rate  instead  of  under  the  Federal  rate 
under  the  IPPS,  are  subsection  (d) 
hospitals  and,  therefore,  are  included  in 
the  definition  of  an  applicable  hospital 
under  the  Hospital  Readmissions 
Reduction  Program. 


A  subsection  (d)  hospital  as  defined 
in  section  1886(d)(1)(B)  of  the  Act  does 
not  include  hospitals  and  hospital  units 
excluded  from  the  IPPS,  such  as  LTCHs, 
cancer  hospitals,  children’s  hospitals, 
IRFs,  and  IPFs,  and,  therefore,  these 
hospitals  are  not  considered  “applicable 
hospitals.”  CAHs  are  not  “applicable 
hospitals”  because  they  do  not  meet  the 
definition  of  a  “subsection  (d)  hospital,” 
as  they  are  separately  defined  under 
section  1886(mm)  of  the  Act  and  are 
paid  under  a  reasonable  cost 
methodology  under  section  1814(1)  of 
the  Act.  Therefore,  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  27966), 
consistent  with  the  statute,  we  proposed 
to  define  “applicable  hospital”  under 
the  regulations  at  42  CFR  412.152  to 
include  both  (1)  subsection  (d) 
hospitals,  that  is,  hospitals  paid  under 
the  IPPS  and  (2)  hospitals  in  Maryland 
that  are  paid  under  section  1814(b)(3)  of 
the  Act  and  that,  absent  the  “waiver” 
specified  by  section  1814(b)(3)  of  the 
Act,  would  have  been  paid  under  the 
IPPS. 

The  term  “applicable  hospital”  is  also 
referenced  in  the  definition  of 
readmission  in  section  1886(q)(5)(E)  of 
the  Act,  which  defines  “readmission”  as 
“in  the  case  of  an  individual  who  is 
discharged  fi'om  an  applicable  hospital, 
the  admission  of  the  individual  to  the 
same  or  another  applicable  hospital 
within  a  time  period  specified  by  the 
Secretary  from  the  date  of  such 
discharge.”  In  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51666),  we 
finalized  the  definition  of  readmission 
as  “occurring  when  a  patient  is 
discharged  from  the  applicable  hospital 
and  then  is  admitted  to  the  same  or 
another  acute  care  hospital  within  a 
specified  time  period  from  the  time  of 
discharge  from  the  index 
hospitalization.”  Furthermore,  we 
finalized  the  time  period  specified  for 
these  readmission  measures  as  30  days. 
With  our  proposal  to  define  an 
applicable  hospital  as  a  subsection  (d) 
hospital  or  certain  Maryland  hospitals 
described  above,  we  also  proposed  to 
refine  the  definition  of  readmission  to 
only  include  admissions  and 
readmissions  occurring  from  an 
applicable  hospital  (that  is,  a  subsection 
(d)  hospital  or  certain  Maryland 
hospitals)  to  the  same  or  another 
applicable  hospital  (again,  a  subsection 
(d)  hospital  or  certain  Maryland 
hospitals)  (proposed  §412.152). 
Accordingly,  excess  readmission  ratios 
calculated  for  the  purpose  of  the 
Hospital  Readmissions  Reduction 
Program  would  include  only  admissions 
and  readmissions  to  “applicable 
hospitals.” 


We  note  that  because  the  Hospital 
Readmissions  Reduction  Program  only 
includes  admissions  and  readmissions 
to  “applicable  hospitals”  to  calculate 
the  excess  readmission  ratios  used 
under  section  1886(q)  of  the  Act,  these 
excess  readmission  ratios  will  differ 
from  the  readmission  rates  reported  on 
Hospital  Compare  for  the  purpose  of  the 
Hospital  IQR  Program.  The  excess 
readmission  ratios  for  the  purpose  of  the 
Hospital  IQR  Program  were  determined 
based  on  admissions  and  readmissions 
to  all  hospitals,  not  just  hospitals 
specified  in  sections  1886(d)  and 
1814(b)(3)  of  the  Act.  Therefore,  as 
discussed  above,  the  excess  readmission 
ratios  used  in  the  proposed  rule  used  a 
subset  of  the  claims  used  to  calculate 
the  readmission  rates  reported  on 
.Hospital  Compare  for  the  purpose  of  the 
Hospital  IQR  Program  and  are  limited  to 
admissions  and  readmissions  to 
“applicable  hospitals”  and  are  based  on 
the  period  of  June  30,  2007  to  July  1, 
2010.  In  the  proposed  rule,  we  used 
these  excess  readmission  ratios,  as  they 
were  based  on  the  most  recent  data 
available  and  would  allow  the  public  to 
replicate  our  methodology  to 
understand  how  the  readmission 
adjustment  factor  is  calculated.  We 
believe  that  the  differences  between 
these  proposed  excess  readmission 
ratios  and  those  excess  readmission 
ratios  currently  published  on  Hospital 
Compare  under  the  Hospital  IQR 
Program  are  minimal,  and  it  was  helpful 
for  hospitals  to  see  the  impact  of  our 
proposed  methodology  to  calculate  the- 
readmission  adjustment  using  excess 
readmission  ratios  calculated  under  our 
methodology  finalized  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule.  As  we  stated 
in  the  proposed  rule,  for  this  final  rule, 
we  are  using  excess  readmission  ratios 
based  on  the  applicable  period  of  June 
30,  2008  to  July  1,  2011,  as  finalized  in 
the  FY  2012  IPPS/LTCH  PPS  final  rule, 
and  hospitals  have  had  the  opportunity 
to  review  and  correct  their  data  related 
to  their  excess  readmission  ratios  prior 
to  the  publication  of  those  excess 
readmission  ratios. 

We  specifically  invited  public 
comment  on  our  readmissions  proposal, 
including  our  proposed  definition  of 
base  operating  DRG  payment,  our 
proposed  methodology  to  calculate  the 
readmission  adjustment  factor,  the 
minimum  number  of  cases,  and  our 
proposed  definition  of  applicable 
hospital. 

Comment:  Commenters  urged  CMS  to 
align  the  Hospital  Readmissions 
Reduction  Program  with  the  clinical 
quality  measure  requirements  of  the 
Hospital  IQR  Program. 
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Response:  As  discussed  above,  the 
excess  readmission  ratios  for  the 
purpose  of  the  Hospital  IQR  Program 
were  determined  based  on  admissions 
and  readmissions  to  all  hospitals,  not 
just  hospitals  specified  in  sections 
1886(d)  and  1814(b)(3)  of  the  Act. 
Therefore,  the  excess  readmission  ratios 
used  in  the  final  rule  use  a  subset  of  the 
claims  used  to  calculate  the  readmission 
rates  reported  on  Hospital  Compare  for 
the  purpose  of  the  Hospital  IQR  Program 
and  would  be  limited  to  admissions  and 
readmissions  to  “applicable  hospitals.” 
We  have  aligned  the  methodology  for 
readmission  measures  in  the  Hospital 
IQR  Program  and  the  Hospital 
Readmissions  Reduction  Program  as 
much  as  is  allowed  by  statutory' 
requirements. 

Comment:  Some  commenters 
supported  our  proposal  to  include 
subsection  (d)  hospitals  and  Maryland 
hospitals  in  our  definition  of 
“applicable  hospital”  for  the  Hospital 
Readmissions  Reduction  Program.  One 
commenter  asked  CMS  to  waive  the 
requirements  of  the  Hospital 
Readmissions  Reduction  Program  for 
hospitals  that  participate  in  an 
accountable  care  organization  (AGO) 
under  the  Medicare  Shared  Savings 
Program  or  the  Pioneer  AGO  Model.  The 
commenter  argued  that  hospitals  that 
participate  in  ACOs  are  already  subject 
to  incentives  to  reduce  hospital 
readmissions,  are  already  measured  for 
their  performance  on  all  conditions  for 
readmissions;  therefore,  to  include  these 
hospitals  in  the  Hospital  Readmissions 
Reduction  Program  is  redundant.  The 
commenter  argued  that  CMS  has  the 
authority  to  waive  Title  XVlII 
requirements,  including  the 
requirements  of  the  Hospital 
Readmission  Reduction  Program,  for 
these- hospitals  under  the  waivers 
provided  under  sections  1115A(d)(l) 
and  1899(f)  of  the  Act. 

Response:  We  appreciate  the 
suggestion  submitted  by  the 
commenters  to  exempt  hospitals  from 
the  Hospital  Readmissions  Reduction 
Program  if  they  already  participate  in  an 
AGO  under  the  Medicare  Shared 
Savings  Program  or  the  Pioneer  AGO 
Model.  We  agree  that  ACOs  are 
encouraged  to  improve  quality  of  care 
and  reduce  the  rate  of  growth  in 
expenditures.  We  also  agree  that 
avoidable  readmissions  is  an  area  in 
which  we  believe  an  ACO’s 
coordination  of  care  and  accountability 
can  have  a  significant  impact  in 
improving  patient  care.  To  that  end,  we 
finalized  an  all-condition  readmission 
quality  measure  in  the  Medicare  Shared 
Savings  Program  Final  Rule.  This 
measure  is  also  used  to  assess  quality  of 


care  furnished  by  ACOs  participating  in 
the  Pioneer  AGO  Model.  However,  the 
waivers  under  sections  3021  and  3022 
of  the  Affordable  Care  Act  permit  us  to 
waive  provisions  of  Title  XVIII  only  to 
the  extent  that  such  a  waiver  may  be 
“necessary”  in  order  to  carry  out  those 
sections.  In  this  case,  because  the 
incentives  of  the  Hospital  Readmissions 
Reduction  Program  and  the  Medicare 
AGO  initiatives  are  aligned,  we  see  no 
need  to  waive  the  requirements  of  the 
Hospital  Readmissions  Reduction 
Program  in  order  to  carry  out  either  the 
Medicare  Shared  Savings  Program  or  to 
test  the  Pioneer  AGO  Model. 

Indeed,  because  the  incentives  of  the 
two  programs  are  aligned,  we  believe 
that  hospitals  successful  in  reducing 
avoidable  readmissions  could  be 
important  allies  for  ACOs  who  share 
similar  goals.  Because  it  is  unlikely  that 
the  beneficiaries  assigned  to  AGO  will 
use  only  a  single  inpatient  facility, 

ACOs  will  need  to  w'ork  effectively  with 
all  local  hospitals  that  their  Medicare 
FFS  beneficiaries  choose  to  use. 

Finally,  as  we  gain  experience  with 
the  Shared  Savings  Program  and  other 
new  payment  incentives  in  the 
Medicare  FFS  program,  we  will  monitor 
their  interactions  wdth  the  Hospital 
Readmissions  Reduction  Program  and 
continue  our  efforts  to  align  measures 
and  incentives  to  achieve  the  best 
outcomes  for  our  patients  and  the 
program. 

Comment:  One  commenter  requested 
clarification  regarding  how  hospitals 
participating  in  the  Rural  Hospital 
Community  Demonstration  Program 
will  be  impacted  by  the  Hospital 
Readmissions  Reduction  Program. 

Response:  As  described,  the 
applicable  hospital  is  defined  as  a 
subsection  (d)  hospital  or  certain 
Maryland  hospitals.  Hospitals 
participating  in  the  Rural  Hospital 
Community  Demonstration  Program  are 
subsection  (d)  hospitals  and.  thus,  will 
be  included  in  the  Hospital 
Readmissions  Reduction  Program. 
Accordingly,  we  have  calculated  excess 
readmission  ratios  and  readmissions 
payment  adjustment  factor  for  hospitals 
in  the  Rural  Hospital  Community 
Demonstration  Program.  If  hospitals  in 
the  Rural  Hospital  Community 
Demonstration  Program  are  subject  to  a 
readmissions  payment  reduction,  the 
reduction  will  be  applied  to  their  base 
operating  DRG  amount  as  if  they  were 
paid  under  the  IPPS.  At  cost  report 
settlement,  the  readmissions  payment 
amount  subtracted  from  the  hospital’s 
base  operating  DRG  amount  will  be 
reduced  from  the  payments  received 
under  the  demonstration. 


We  are  finalizing  as  proposed  our 
definition  of  applicable  hospitals  under 
the  regulations  at  42  CKR  412.152  to 
include  both  (1)  subsection  (d) 
hospitals,  that  is,  hospitals  paid  under 
the  IPPS  and  (2)  hospitals  in  Maryland 
that  are  paid  under  section  1814(b)(3)  of 
the  Act  and  that,  absent  the  “waiver” 
specified  by  section  1814(b)(3)  of  the 
Act,  would  have  been  paid  under  the 
IPPS.  Furthermore,  we  note  that  the 
Hospital  Readmissions  Reduction 
Program  only  includes  admis'sions  and 
readmissions  to  “applicable  hospitals” 
to  calculate  the  exce.ss  readmission 
ratios  used  under  section  1886(q)  of  the 
Act. 

4.  Limitations  on  Review  (§  412.154(e)) 

Section  1886(q)(7)  of  the  Act  provides 
that  there  will  be  no  administrative  or 
judicial  review  under  section  1869  of 
the  Act,  under  section  1878  of  the  Act, 
or  otherwise  for  any  of  the  following: 

•  The  determination  of  base  operating 
.  DRG  payment  amounts. 

•  The  methodology  for  determining 
the  adjustment  factor,  including  the 
excess  readmissions  ratio,  aggregate 
payments  for  excess  readmissions,  and 
aggregate  payments  for  all  discharges, 
and  applicable  periods  and  applicable 
conditions. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR27966),  we 
proposed  to  include  under  proposed 
§  412.154(e)  that  the  provisiorts  listed 
above  will  not  be  subject  to 
administrative  or  judicial  review, 
consistent  w'ith  section  1886(q)(7)  of  the 
Act.  We  note  that  section  1886(q)(6)  of 
the  Act  requires  that  the  Secretary 
“make  information  available  to  the 
public  regarding  readmissions  rates  of 
each  subsection  (d)  hospital  under  the 
[Hospital  Readmissions  Reduction 
Program]”  and  also  requires  the 
Secretary  to  “ensure  that  a  subsection 
(d)  hospital  has  the  opportunity  to 
review  and  submit  corrections  for,  the 
information  to  be  made  public.”  Our 
proposal  for  reporting  hospital-specific 
information,  including  a  hospital’s 
opportunity  to  review  and  submit 
corrections,  consistent  with  section 
1886(q)(7)  of  the  Act,  is  discussed 
below. 

We  did  not  receive  any  public 
comments  on  our  proposals  regarding 
the  Limitations  for  Review;  therefore, 
we  are  finalizing  our  proposals  without 
modification,  including  the  regulatory 
text  at  §  412.154(e). 
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5.  Reporting  Hospital-Specific 
Information,  Including  Opportunity  To 
Review  and  Submit  Corrections 
(§  412.154(f)) 

Section  1886(q)(6)(A)  of  the  Act 
requires  the  Secretary  to  “make 
information  available  to  the  public 
regarding  readmissions  rates  of  each 
subsection  (d)  hospital  under  the 
[Hospital  Readmissions  Reduction 
Program]”.  Section  1886(q)(6)(B)  of  the 
Act  also  requires  the  Secretary  to* 

“ensure  that  a  subsection  (d)  hospital 
has  the  opportunity  to  review,  and 
submit  corrections  for,  the  information 
to  be  made  public  with  respect  to  the 
hospital.”  In  addition,  section 
1886(q)(6)(C)  of  the  Act  requires  the 
Secretary  to  post  the  hospital-specific  - 
readmission  information  for  each 
subsection  (d)  hospital  on  the  Hospital 
Compare  Web  site  in  an  easily 
understood  format. 

As  we  stated  in  the  proposed  rule,  for 
purposes  of  the  Hospital  Readmissions 
Reduction  Program  for  FY  2013,  we  will 
calculate  excess  readmission  ratios  for 
each  of  the  three  conditions,  AMI.  HF, 
and  PN,  using  the  previously  finalized 
3-year  applicable  period  for  the  FY  2013 
payment  determination  that  spans  from 
July  1,  2008  through  June  30,  2011  (76 
FR  51671),  data  sources,  and  the 
minimum  number  of  discharges 
previously  finalized  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule  for  each 
applicable  hospital  (76  FR  51671 
through  51672).  We  stated  that  we 
intended  to  make  these  excess 
readmission  ratios  available  to  the 
public,  consistent  with  the  requirements 
of  section  1886(q)(6)(B)  of  the  Act,  as 
part  of  the  FY  2013  rulemaking  process, 
in  addition  to  posting  this  information 
on  the  Hospital  Compare  Web  site  in  a 
subsequent  release. 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule,  we  indicated  that  we  would 
provide  hospitals  an  opportunity  to 
review  and  submit  corrections  using  a 
process  similar  to  what  is  currently  used 
for  posting  results  on  Hospital  Compare. 
We  currently  provide  hospitals  with  the 
data  elements  necessary  to  verify  the 
accuracy  of  their  readmission  rates  for 
the  Hospital  IQR  Program  prior  to 
posting  their  rates  on  Hospital  Compare. 
Because  we  believe  it  is  important  to 
provide  hospitals  with  relevant 
information  available  to  hospitals  for 
assessing  payment  impacts  for  purposes 
of  the  HospitalJleadmissions  Reduction 
Program,  as  we  stated  in  the  proposed 
rule,  we  plamto  make  the  excess 
readipission  ratios  used  for  the  Hospital 
Readmissions  Reduction  Program 
adjustment  factor  calculation  available 
during  the  rulemaking  cycle.  As  a  result, 


the  timeline  and  details  of  this  process 
must  accommodate  the  rulemaking 
timeline  in  addition  to  posting  on 
Hospital  Compare.  In  the  proposed  rule, 
we  set  forth  the  following  details 
regarding  the  process  for  hospitals  to 
review  and  submit  corrections  to  their 
excess  readmissioq  ratios  prior  to 
making  this  information  available  to  the 
public  in  rulemaking  and  on  Hospital 
Compare. 

For  FY  2013,  we  proposed  to  deliver 
confidential  reports  and  accompanying 
confidential  discharge-level  information 
to  applicable  hospitals  as  defined  in 
section  IV.A.2.  of  this  preamble,  which 
contain  their  excess  readmission  ratios 
for  the  three  applicable  conditions  by 
June  20,  2012.  These  reports  will  be 
delivered  in  hospitals’  secure 
QualityNet  accounts.  The  information  in 
the  confidential  reports  and 
accompanying  confidential  discharge- 
level  information  would  be  calculated 
using  the  claims  information  we  had 
available  approximately  90  days  after 
the  last  discharge  date  in  the  applicable 
period,  which  is  when  we  would  create 
the  data  extract  for  the  calculations  (we 
discuss  this  practice  in  more  detail 
later). 

The  discharge-level  information 
accompanying  the  excess  readmission 
ratios  would  include  the  risk-factors  for 
the  discharges  that  factor  into  the 
calculation  of  the  excess  readmission 
ratio,  as  well  as  information  about  the 
readmissions  associated  with  these 
discharges  (such  as  dates,  provider 
numbers,  and  diagnosis  upon 
readmission).  Our  intent  in  providing 
this  information  is  twofold:  (1)  to 
facilitate  hospitals’  verification  of  the 
excess  readmission  ratio  calculations  we 
provide  during  the  review  and 
correction  period  based  upon  the 
information  CMS  had  available  at  the 
time  our  data  extract  was  created;  and 
(2)  to  facilitate  hospitals’  quality 
improvement  efforts  with  respect  to 
readmissions. 

We  proposed  to  provide  hospitals 
with  a  period  of  30  days  to  review  and 
submit  corrections  for  their  excess 
readmission  ratios  for  the  Hospital 
Readmissions  Reduction  Program.  This 
30-day  period  would  begin  the  day 
hospitals’  confidential  reports  and 
accompanying  discharge-level 
information  are  posted  to  their 
QualityNet  accounts.  Based  on  previous 
experience  with  public  reporting  of 
measures  under  the  Hospital  IQR 
program,  including  the  30-day  risk 
standardized  readmission  rates,  we 
believe  this  30-day  period  would  allow 
enough  time  for  hospitals  to  review 
their  data  and  notify  CMS  of  calculation 
errors,  and  for  CMS  to  incorporate 


appropriate  corrections  to  the  excess 
readmission  ratio  calculations  prior  to 
the  publication  of  the  final  rule,  at 
which  time  the  excess  readmission 
ratios  would  be  made  available  to  the 
public  in  a  table  to  be  cited  in  the  final 
rule  and  available  via  the  Internet  on  the 
CMS  Web  site.  During  the  review  and 
correction  period,  hospitals  should 
notify  CMS  of  suspected  errors  in  their 
excess  readmission  ratio  calculations 
using  the  technical  assistance  contact 
information  provided  in  their 
confidential  reports.  In  order  to  meet  the 
timelines  for  this  program,  we  delivered 
these  confidential  reports  and 
discharge-level  data  files  to  hospitals  for 
the  review  and  correction  period  on 
June  20,  2012. 

The  review  and  correction  process  we 
proposed  for  the  excess  readmission 
ratios  above  would  not  allow  hospitals 
to  submit  additional  corrections  related 
to  the  underlying  claims  data  we  used 
to  calculate  the  ratios,  or  allow  hospitals 
to  add  new  claims  to  the  data  extract  we 
used  to  calculate  the  ratios.  This  is 
because  it  is  necessary  to  take  a  static 
“snapshot”  of  the  claims  in  order  to 
perform  the  calculations.  For  purposes 
of  this  program,  we  would  calculate  the 
excess  readmission  ratios  using  a  static 
snapshot  (data  extract)  taken  at  the 
conclusion  of  the  90  day  period 
following  the  last  date  of  discharge  used 
in  the  applicable  period.  We  recognize 
that  under  our  current  timely  claims 
filing  policy,  hospitals  have  up  to  1  year 
from  the  date  of  discharge  to  submit  a 
claim  to  CMS.  However,  in  using  claims 
data  to  calculate  measures  for  this 
program,  we  proposed  to  create  data 
extracts  using  claims  in  CMS’  Common 
Working  File  (CWF)  90  days  after  the 
last  discharge  date  in  the  applicable 
period  which  we  will  use  for  the 
calculations.  For  example,  if  the  last 
discharge  date  in  the  applicable  period 
for  a  measure  is  June  30,  2011,  we 
would  create  the  data  extract  on 
September  30,  2011  (90  days  later),  and 
use  that  data  to  calculate  the  ratios  for 
that  applicable  period.  Hospitals  would 
then  receive  the  excess  readmission 
ratio  calculations  in  their  confidential 
reports  and  accompanying  discharge- 
level  information  and  they  would  have 
an  opportunity  to  review  and  submit 
corrections  for  the  calculations.  As  we 
stated  above,  hospitals  would  not  be 
able  to  submit  corrections  to  the 
underlying  data  that  were  extracted  on 
September  30,  2011,  and  would  also  not 
be  able  to  add  claims  to  the  data  set. 
Therefore,  we  would  consider  hospitals’ 
claims  data  to  be  complete  for  purposes 
of  calculating  the  excess  readmission 
ratios  for  the  Hospital  Readmissions 
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Reduction  Program  at  the  conclusion  of 
the  90-day  period  following  the  last  date 
of  discharge  used  in  the  applicable 
period. 

VVe  considered  a  number  of  factors  in 
determining  that  a  90-day  “run-out” 
period  is  appropriate  for  purposes  of 
calculating  claims  based  measures. 

First,  we  seek  to  provide  timely  quality 
data  to  hospitals  for  the  purpose  of 
quality  improvement  and  to  the  public 
for  the  purpose  of  transparency.  Next, 
we  seek  to  make  payment  adjustments 
to  hospitals  based  on  their  performance 
on  measures  as  close  in  time  to  the 
performance  period  as  possible.  Finally, 
with  respect  to  claims-based  measures, 
we  seek  to  have  as  complete  a  data  set 
as  possible,  recognizing  that  hospitals 
have  up  to  one  year  from  the  date  of 
discharge  to  submit  a  claim  under  CMS’ 
timely  claims  filing  policy. 

After  the  data  extract  is  created,  it 
takes  several  months  to  incorporate 
other  data  needed  for  the  calculations 
(particularly  in  the  case  of  risk-adjusted, 
and/or  episode-based  measures).  VVe 
then  need  to  generate  and  check  the 
calculations,  as  well  as  program, 
populate,  and  deliver  the  confidential 
reports  and  accompanying  data  to  be 
delivered  to  hospitals.  VVe  also  are  ’ 
aware  that  hospitals  would  prefer  to 
receive  the  calculations  to  be  used  for 
the  Hospital  Readmissions  Reduction 
Program  as  soon  as  possible.  Because 
several  months  lead  time  is  necessary 
after  acquiring  the  data  to  generate  these 
claims-based  calculations,  if  we  were  to 
delay  our  data  extraction  point  to  12 
months  after  the  last  date  of  the  last 
discharge  in  the  applicable  period,  we 
would  not  be  able  to  deliver  the 
calculations  to  hospitals  sooner  than  18 
to  24  months  after  the  last  discharge 
date.  VVe  believe  this  w^ould  create  an 
unacceptably  long  delay  both  for 
hospitals  and  for  CMS.to  deliver  timely 
calculations  to  hospitals  for  quality 
improvement  and  transparency,  and 
ultimately  timely  readmission  • 
adjustment  factors  for  purposes  of  this 
program.  Therefore,  we  proposed  to 
extract  the  data  needed  to  calculate  the 
excess  readmission  ratios  for  this 
program  90  days  after  the  last  date  of 
discharge  for  the  applicable  period  so 
that  we  can  balance  the  need  to  provide 
timely  program  information  to  hospitals 
with  the  need  to  calculate  the  claims- 
based  measures  using  as  complete  a  data 
set  as  possible. 

During  the  30-day  review  and 
correction  process  for  the  excess 
readmission  ratios,  if  a  subsection  (d) 
hospital  suspects  that  such 
discrepancies  exist  in  the  CMS 
application  of  the  measures’ 
methodology,  it  should  notify  CMS 


during  the  review  and  correction  period 
using  the  technical  support  contacts 
provided  in  the  hospital’s  confidential 
report.  VVe  would  investigate  the 
validity  of  each  submitted  correction 
and  notify  hospitals  of  the  results.  If  we 
confirm  that  we  made  an  error  in 
creating  the  data  extract  or  in 
calculating  the  excess  readmission 
ratios,  we  would  strive  to  correct  the 
calculations,  issue  new  confidential 
reports  to  subsection  (d)  hospitals,  and 
then  publicly  report  the  corrected 
excess  readmission  ratios  through  the 
rulemaking  process,  and  subsequently 
on  Hospital  Compare.  However,  if  the 
errors  take  more  time  than  anticipated 
to  correct,  not  allowing  for  publication 
of  the  corrected  ratios  in  the  final  rule, 
w'e  would  notify  hospitals  in  the  final 
rule  that  corrected  ratios  will  be  made 
available  after  the  final  rule  through 
delivery  of  confidential  reports  follow^ed 
by  a  second  30-day  review  and 
correction  period,  subsequent 
publication,  and  posting  on  Hospital 
Compare.  In  addition,  we  proposed  that 
any  corrections  to  a  hospital’s  excess 
readmission  ratios  would  then  be  used 
to  recalculate  a  hospital’s  ratio  under 
section  1886(q)(4)(B)  of  the  Act  in  order 
to  determine  the  hospital’s  adjustment 
factor  in  accordance  with  section 
1886(q)(3)  of  the  Act. 

VVe  believe  that  this  proposed  process 
w'ould  fulfill  the  statutory  requirements 
at  section  1886(q)(6)(A),  section 
1886(q)(6)(B),  and  section  1886(q)(6)(C) 
of  the  Act.  VVe  further  believe  that  the 
proposed  process  would  allow  hospitals 
to  review  and  correct  their  excess 
readmission  ratios.  VVe  note  that,  under 
the  proposed  process,  hospitals  would 
retain  the  ability  to  submit  new  claims 
and  corrections  to  submitted  claims  for 
payment  purposes  in  line  with  CMS’ 
timely  claims  filing  policies.  However, 
we  emphasize  that  the  administrative 
claims  data  used  to  calculate  the  excess 
readmission  ratios  reflect  the  state  of  the 
claims  at  the  time  of  extraction  from 
CMS’  Common  Working  File.  Under  the 
proposed  process,  a  hospital’s 
opportunity  to  submit  corrections  to  the 
calculation  of  the  excess  readmission 
ratios  ends  at  the  conclusion  of  the 
review  and  correction  period.  VVe 
w'elcomed  public  comments  on  the 
proposed  review  and  corrections 
process  for  the  Hospital  Readmissions 
Reduction  Program. 

Comment:  One  commenter  disagreed 
with  the  use  of  the  Common  Working 
File  (CWF)  to  calculate  the  readmission 
measures,  stating  that  it  does  not 
contain  final-action  claims  for  all  of  the 
discharges  eligible  to  be  used  to 
calculate  excess  readmission  ratios. 


Response:  The  excess  readmission 
ratios  are  calculated  using  only  the  final 
action  claims  (that  is,  we  do  not  include 
canceled/edited  claims)  from  the  CWF 
available  as  of  September  30,  which  are 
published  in  the  Inpatient  Standard 
Analytic  File  (SAF).  Calculations 
include  claims  processed  by  CMS  as  of 
the  following  dates;  June  26,  2009  for 
July  1,  2007  through  June  30,  2008 
claims:  June  25,  2010  for  July  1,  2008 
through  June  30,  2009  claims;  June  24, 
2011  for  July  1,  2009  through  June  30, 

2010  claims;  and  September  30,  2011  for 
July  1,  2010  through  June  30,  2011 
claims.  Claims  and  corrections 
processed  after  these  dates  are  not 
reflected  in  the  calculations.  Thus  data 
between  2008  and  2010  include  more 
than  6  months  of  run-out  period,  and 

2011  data  contain  a  3-month  run-out 
period  to  allow  as  many  corrected  and 
final-action  claims  to  be  incorporated. 
These  are  the  most  recent  final  action 
data  that  can  be  used  to  meet  the 
timeline  of  the  program  need.  We 
encourage  hospitals  to  submit  claim 
corrections  as  early  as  possible  and  to 
ensure  the  quality  of  the  data  they 
submitted  for  reimbursements.  If  CMS 
waits  for  final-action  claims  for  all 
eligible  discharges  to  be  included  in  the 
data,  then  the  excess  readmission  ratios 
will  be  based  on  old  data,  which  will 
limit  its  usefulness  for  hospitals  to 
review  and  improve  their  care  delivery 
processes.  Therefore,  we  have 
encouraged  hospitals  to  submit  claim 
corrections  as  early  as  possible  and  to 
ensure  the  quality  of  the  data  they 
submitted  for  reimbursements.  We  will 
continue  to  research  and  seek  public 
comments  on  alternative  data  sources 
that  might  provide  measure  results  that 
are  as  accurate  and  are  more  timely  than 
the  CWF.  The  CWF  will  be  used  for  the 
calculation  of  excess  readmission  ratios 
for  the  Hospital  Readmissions 
Reduction  Program  as  finalized  in  the 
FY  2012  IPPS/LTCH  final  rule  (76  FR 
51671  through  51672). 

Comment:  One  commenter 
appreciated  the  release  of  additional 
hospital  specific  data  and  “excess 
readmission  rates”  data  prior  to  the 
implementation  of  the  program,  as  well 
as  the  readmission  information  and 
patient’s  risk  factors. 

Response:  We  thank  the  commeriter 
for  the  recognition  and  we  are 
committed  to  foster  transparency, 
provide  accurate  data  to  hospitals  for 
quality  improvement,  and,  ultimately, 
timely  calculate  readmission  adjustment 
factors  for  base  operating  DRG. 
payments. 

Comment:  One  commenter  thanked 
CMS  for  the  30-day  review  and 
correction  period  while  one  commenter 
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requested  the  review  and  correction 
period  be  extended  to  60  days. 

Response:  We  appreciate  the 
commenter’s  support  of  the  30-day 
review  period.  We  note  that,  in  the  FY 
2012  IPPS/LTCHPPS  final  rule  (76  FR  . 
51672  through  51673),  we  adopt  the 
same  preview  and  correction  process 
and  timeframe  used  for  subsection  (d) 
hospitals  for  the  rates  calculated  for  the 
Hospital  Readmissions  Reduction 
Program.  That  is,  we  provide  hospitals 
with  an  opportunity  to  preview  their 
readmission  rates  for  30  days  prior  to 
posting  on  the  Hospital  Compare  webs 
site.  This  process  meets  the  statutory 
requirement  in  section  1886(q)(6)(B)  of 
the  Act  which  requires  the  Secretary  to 
ensure  that  a  subsection  (d)  hospital  has 
the  opportunity  to  review  and  submit 
corrections  before  the  information  to  be 
made  public  with  respect  to  the  hospital 
*  *  *  prior  to  such  information  being 
made  public. 

Aside  from  the  statutory 
requirements,  we  also  considered 
hospital  experience  with  the  measure 
and  data  production  timeline  in 
proposing  the  30-day  preview  period.  In 
terms  of  hospital  experience  with  the 
measures,  while  the  Hospital 
Readmissions  Reduction  Program  is 
new,  subsection  (d)  hospitals  are 
already  familiar  with  the  three  30-day 
risk-standardized  readmission  measures 
that  the  Program  uses  to  determine 
payment  adjustment.  In  particular,  these 
three  measures  were  first  publicly 
reported  by  the  former  Reporting  of 
Hospital  Quality  Data  for  Annual 
Payment  Update  (RHQDAPU)  program 
(currently  known  as  the  Hospital  IQR 
Program),  back  in  2009.  The  measure 
results  have  been  reported  annually 
since  then  and  have  recently  been 
updated  in  July  2012.  To  help  hospitals 
understand  the  methodology  for  these 
measures  and  the  calculation  and 
interpretation  of  measure  results,  we 
have  made  publicly  available  the  latest 
version  of  the  methodology  reports,  a 
Frequently-Asked-Question  list,  a  mock 
hospital-specific  report,  and  a  mock 
discharge-level  data  file  for  these 
measures  on  the  QualityNet  Web  site. 
The  measures  methodology  for  the 
Hospital  Readmissions  Reduction 
Program  is  the  same  as  that  for  the 
Hospital  IQR  Program.  Because 
hospitals  are  working  with  measures  in 
which  they  have  prior  experience  from 
the  Hospital  IQR  Program,  we  believe 
that  a  30-day  preview  period  is 
sufficient  for  hospitals  to  review  and 
correct  their  excess  readmission  ratios. 

In  terms  of  data  production  timeline, 
due  to  the  complexity  of  these  measures 
and  the  need  for  bootstrapping  in 
measure  calculations,  a  significant 


amount  of  programming  resources  is 
needed.  It  took  several  months  to 
complete  the  production  and  extensive 
quality  assurance  procedures  for  the 
results  for  more  than  3,500  hospitals.  As 
a  result,  we  will  not  be  able  to  begin  the 
preview  period  earlier  than  late  June. 
Also,  we  will  not  be  able  to  extend  the 
preview  period  to  more  than  30  days. 

This  is  because  if  hospitals  find  data 
problems  that  we  determine  to  be 
attributable  to  our  calculation  or 
programming  errors,  we  will  need 
adequate  time  between  mid-July  and  the 
end  of  September  to:  (1)  Recalculate  the 
excess  readmission  ratios;  (2)  regenerate 
and  redisseminate  corrected  results  to 
hospitals  in  time  for  payment 
adjustment  in  early  October  (the 
beginning  of  the  subsequent  fiscal  year); 
and  (3)  publicly  report  the  excess 
readmission  ratios  on  the  Hospital 
Compare  Web  site  in  mid-October  to 
meet  the  statutory  reporting 
requirements  under  section  1886(q)(6) 
of  the  Act.  Based  on  the  above  reasons, 
we  cannot  change  the  review  and 
correction  timeframe  to  60  days. 

Comment:  One  commenter  requested 
that,  for  self-validation  purposes,  CMS 
provide  each  hospital  with  a 
downloadable  database  containing  all  of 
the  claims  data  used  to  calculate  the 
hospital’s  readmission  rates.  One 
conjmenter  recommended  that  CMS 
provide  hospitals  with  additional  claim 
information  documenting  the  first 
physician/licensed  independent 
practitioner  visit  post  index  discharge 
and  prior  to  readmit  (days  from 
discharge  to  first  visit).  The  commenter 
stated  that  the  first  follow-up  provider 
information  is  critical  to  decreasing 
readmissions.  Another  commenter  was 
concerned  that  limited  access  to  the 
claims  data  will  impair  hospitals’  ability 
to  self-validate  our  results. 

Response:  We  considered  several 
factors  in  deciding  the  amount  of 
information  that  CMS  provides  to 
hospitals  for  the  review  and  correction 
process.  These  factors  are: 
Confidentiality  of  information,  our 
resources,  and  feasibility  for  hospital 
providers  to  process  the  data. 

For  the  purposes  of  the  Hospital 
Readmissions  Reduction  Program  data, 
we  have  decided  to  provide  as  much  of 
the  claims-based  information  that  is 
pertinent  to  the  calculation  of  the  excess 
readmission  ratio  so  that  hospitals  can 
verify  the  accuracy  of  these  calculations 
and  engage  in  outreach  and 
coordination  with  readmitting  hospitals. 
Providing  the  entire  raw  claims  history 
for  index  admissions  and  for  subsequent 
services  after  discharge  would  provide 
more  information  than  would  be 
necessary  in  hospitals’  effort  to  review 


their  excess  readmission  ratios.  To 
protect  sensitive  patient  information, 
and  to  avoid  burden  and  confusion  to 
hospital?,  we  are  careful  not  to  include 
data  elements  that  are  not  relevant  for 
the  review  and  correction  process. 

Furthermore,  providing  all  subsection 
(d)  and  Maryland  hospitals  with  all  the 
claims  data  will  require  a  large  amount 
of  resources,  infrastructure  changes  and 
exert  significant  financial  burden  on 
these  hospitals  and  on  taxpayers.  We 
have  already  provided  supplemental 
discharge-level  data  to  hospital 
providers  to  review  qualified  individual 
readmissions,  including  primary 
diagnosis  at  index  and  readmission 
stays,  where  the  patient  was  readmitted,, 
dates  of  index  and  readmission  stays, 
and  individual  risk  factors,  and 
instructions  for  replicating  their  excess 
readmission  ratios. 

Additionally,  we  have  also  set  up  a 
Help  Desk  for  hospitals  to  inquire  about 
their  results.  This  Help  Desk  has  access 
to  all  the  claims  data  used  for  the 
calculation  of  the  hospitals’  excess 
readmission  ratios,  and  is  highly 
experienced  in  assisting  hospitals  with 
the  results  of  the  30-day  risk- 
standardized  readmission  measures. 
Therefore,  we  believe  that  the  proposed 
review  correction  policies  are  adequate. 
We  are- working  to  identify  new 
methods  to  provide  hospitals  with 
accurate  and  timely  data  to  improve 
their  care  delivery  processes  to  reduce 
readmission  rates.  We  encourage 
hospitals  and  other  healthcare  providers 
to  provide  us  with  recommendations  for 
this  effort. 

After  consideration  of  the  public 
comments  received,  for  the  review  and 
correction  process,  we  are  finalizing  the 
policies  of  providing  applicable 
hospitals  with:  (1)  a  period  of  30  days 
to  review  and  submit  corrections  for 
their  excess  readmission  ratios  for  the 
Hospital  Readmissions  Reduction 
Program;  and  (2)  confidential  reports 
and  accompanying  confidential 
discharge-level  information  (this 
includes  the  excess  readmission  ratios, 
the  risk-factors  for  the  discharges  that 
factor  into  the  calculation  of  the  excess 
readmission  ratio,  as  well  as 
information  about  the  readmissions 
associated  with  these  discharges). 

B.  Sole  Community  Hospitals  (SCHs) 
(§412.92) 

1.  Background 

Section  1886(d)(5)(D)(iii)  of  the  Act 
defines  a  sole  community  hospital 
(SCH)  generally  as  a  hospital  that  is 
located  more  than  35  road  miles  from 
another  hospital  or  that,  by  reason  of 
factors  such  as  isolated  location. 
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weather  conditions,  travel  conditions,  or 
absence  of  other  like  hospitals  (as 
determined  by  the  Secretary),  is  the  sole 
source  of  inpatient  hospital  services 
reasonably  available  to  Medicare 
beneficiaries.  The  regulations  at  42  CFR 
412.92  set  forth  the  criteria  that  a 
hospital  must  meet  to  be  classified  as  a 
SCH.  For  more  information  on  SCHs,  we 
refer  readers  to  the  FY  2009  IPPS/LTCH 
PPS  Final  rule  (74  FR  43894  through 
463897). 

2.  Reporting  Requirement  and 
Clarification  for  Duration  of 
Classification  for  Hospitals  Incorrectly 
Classified  as  Sole  Community  Hospitals 
(§412.92(b)(3)(iv)) 

The  regulations  at  §  412.92(b)(2)  and 
(b)(3)  address  the  effective  dates  of  a 
classification  as  an  SCH  and  the 
duration  of  this  classification.  Currently, 
a  hospital's  SCH  classification  status 
remains  in  effect  without  the  need  for 
reapproval  unless  there  is  a  change  in 
the  circumstances  under  which  the 
classification  was  approved.  Section 
412.92(b)(3)  requires  a  hospital  to  notify 
the  fiscal  intermediary  or  Medicare 
administrative  contractor  (MAC)  w’ithin 
30  days  of  a  change  that  could  affect  its 
classification  as  an  SCH.  Specifically, 
the  regulations  require  an  SCH  to  notify' 
its  fiscal  intermediary  or  MAC  if  any  of 
the  following  changes  specified  in 
§§412.92(b)(3)(ii)(A)  through 
(b)(3)(ii)(E)  occur: 

•  The  opening  of  a  new  hospital  in  its 
ser\'ice  area. 

•  The  opening  of  a  new  road  between 
itself  and  a  like  provider  within  35 
miles. 

•  An  increase  in  the  number  of  beds 
to  more  than  50,  if  the  hospital  qualifies 
as  an  SCH  under  §412.92(a)(l)(ii). 

•  Its  geographic  classification 
changes. 

•  Any  changes  to  the  driving 
conditions  that  result  in  a  decrease  in 
the  amount  of  travel  time  between  itself 
and  a  like  provider  if  the  hospital 
qualifies  as  an  SCH  under  §  412.92(a)(3). 

As  discussed  in  the  FY  2007  IPPS 
final  rule  (71  FR  48060),  in  the  context 
of  CMS  becoming  aware  of  several 
hospitals  that  had  been  paid  based  on 
SCH  status,  even  after  the  original 
circumstances  of  the  classification 
changed,  CMS  determined  that  an  SCH’s 
classification  status  would  generally 
end  30  days  after  CMS  notifies  the  SCH 
that  it  no  longer  meets  the  requirements 
to  be  classified  as  an  SCH.  However,  if 
a  hospital  does  not  report  w'hen  any  one 
of  the  changes  listed  above  occurs,  CMS 
will  cancel  the  hospital’s  SCH 
classification  effective  with  the  date  that 
the  hospital  no  longer  met  the  criteria 
for  SCH  classification,  subject  to  the 


reopening  rules  at  42  CFR  405.1885 
(§412.92(b)(3)(i)). 

For  any  change  that  is  not  listed 
under  §  §  412.92(b)(3)(ii)(A)  through 
(b)(3)(ii)(E)  that  affects  an  SCH’s 
classification  status,  CMS  requires  a 
hospital  to  report  that  change  to  the 
fiscal  intermediary  or  MAC  if  it 
“becomes  aware’’  of  the  change.  If  a 
hospital  does  not  report  a  change,  other 
than  those  listed  under 
§§412.92(b)(3)(ii)(A)  through 
(b)(3)(ii)(E),  and  it  becomes  known  to 
CMS  that  the  hospital  had  knowledge  of 
that  change,  CMS  will  cancel  the 
hospital’s  SCH  classification  effective 
with  the  date  the  hospital  became  aware 
of  the  event.  Specifically. 
§412.92(b)(3)(iii)  states  that  “a  sole 
community  hospital  must  report  to  the 
fiscal  intermediary  if  it  becomes  aware 
of  any  change  that  would  affect  its 
classification  as  a  sole  community 
hospital  beyond  the  events  listed  in 
paragraph  (b)(3)(ii)  of  this  section 
within  30  days  of  the  event.  If  CMS 
determines  that  a  sole  community 
hospital  has  failed  to  comply  with  this 
requirement,  CMS  will  cancel  the 
hospital’s  classification  as  a  sole 
community  hospital  effective  with  the 
date  the  hospital  became  aware  of  the 
event  that  resulted  in  the  sole 
community  hospital  no  longer  meeting 
the  criteria  for  such  classification, 
consistent  with  the  provisions  of 
§405.J885  of  this  chapter.”  (Emphasis 
added.) 

The  existing  language  at 
§412.92(b)(3)(iii)  only  refers  to  a 
hospital  becoming  aware  of  a  “change,” 
because  it  deals  specifically  with  a 
situation  where  a  hospital  was 
appropriately  classified  as  an  SCH 
because  it  had  previously  met  the 
requirements  to  become  an  SCH.  VVe 
believe  that  this  requirement  was  not 
intended  to  preclude  situations  where  a 
hospital  was  incorrectly  classified  as  an 
SCH.  However,  the  regulations  did  not 
explicitly  address  the  situation  where  a 
hospital  never  met  the  requirements  to 
be  classified  as  an  SCH,  but  was 
incorrectly  classified  as  an  SCH. 
Therefore,  we  believe  it  would  be 
prudent  to  explicitly  address  this 
situation  in  the  regulations. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27968  and  27969), 
we  proposed  to  add  a  new  paragraph 
(b)(3)(iv)  to  §412.92  to  clarify  our 
current  authority  that  if  CMS 
determines  that  the  hospital  was 
incorrectly  classified  as  an  SCH,  SCH 
status  could  be  cancelled  retroactively, 
consistent  with  the  provisions  at 
§405.1885.  We  proposed  that  any  factor 
or  information,  not  only  a  change  or  an 
event  that  could  have  affected  a 


hospital’s  initial  SCH  classification 
mu.st  be  reported  by  the  SCH  to  its  fiscal 
intermediary  or  MAC. 

Our  proposed  regulation  stated 
explicitly  our  current  authority  that  if  a 
determination  is  subsequently  made 
that,  in  fact,  a  hospital  did  not  ever 
qualify  as  an  SCH,  the  withdrawal  of 
SCH  status  could  be  made  retroactively 
to  revoke  payments  associated  with  the 
incorrect  SCH  classification  for  the 
entire  time  period,  consistent  with  the 
reopening  rules  at  §405.1885. 

Comment:  Many  commenters 
contended  that  a  hospital  should  not  be 
accountable  for  any  errors  it  made 
inadvertently  and  is  unaware  of  or  for 
any  errors  made  by  CMS  or  the 
Medicare  contractor.  Commenters 
requested  confirmation  and  clarification 
regarding  a  number  of  issues,  such  as: 

(1)  The  circumstances  under  which  the 
reporting  obligation  is  triggered;  (2)  the 
timeframe  involved  in  making  a  report 
to  CMS;  and  (3)  what  factor  or 
information  must  be  reported. 

Response:  We  realize  that  a  hospital 
could  have  been  incorrectly  classified  as 
an  SCH  based  on  an  inadvertent  error  by 
the  hospital,  CMS,  or  the  contractor. 
However,  an  error  is  not  adequate 
justification  to  maintain  a  hospital’s 
SCH  status  and  to  provide  higher 
payments  under  the  Medicare  program. 
However,  in  light  of  the  public 
comments,  we  are  modifying  our 
proposed  change  in  this  final  rule  so 
that,  effective  October  1,  2012,  if  a 
hospital  reports  any  factor  or 
information  that  could  have  affected  its 
initial  classification  as  an  SCH,  and 
CMS  determines  that,  based  on  the 
additional  information,  the  hospital 
should  not  have  qualified  for  SCH 
status,  we  will  only  revoke  SCH  status 
prospectively,  effective  30  days  from 
CMS’  date  of  determination.  We  note 
that  this  reopening  limitation  does  not 
apply  to  situations  where  there  was 
fraud  involved.  If  a  hospital  knowingly 
misled  CMS  or  deliberately  submitted 
incorrect  information  in  its  initial 
classification,  different  procedures 
would  apply.  These  procedures  would 
include  recouping  incorrect  payments 
associated  with  the  ft’audulently 
awarded  SCH  classification. 

This  policy,  as  revised  in  this  final 
rule,  will  allow  a  hospital  that  reports 
to  CMS  any  factor  or  information  that 
could  have  affected  its  initial 
classification  as  an  SCH  to  have  its  SCH 
classification  removed  prospectively 
only.  A  hospital  is  only  required  to 
report  to  CMS  any  available  information 
that  would  have  affected  its  initial 
classification  as  an  SCH  under  the 
regulations  that  were  effective  at  that 
time.  We  are  not  requiring  hospitals  to 
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continuously  monitor  subsequent  year 
data  from  other  hospitals  such  as 
changes  in  patient  origin  data.  However, 
information  that  could  have  affected  its 
classification  as  an  SCH  at  the  time  of 
its  initial  SCH  determination  is  required 
to  be  reported  to  CMS. 

For  example,  if  hospital  A  is  classified 
as  an  SCH  and  the  distance  between 
itself  and  hospital  B  is  such  that  it  may 
have  been  classified  as  an  SCH  in  error, 
hospital  A  would  he  required  to  report 
this  to  CMS.  If  the  hospital  reports  this 
issue  to  CMS,  and  CMS  determines  in 
fact  that  the  distance  between  hospital 
A  and  hospital  B  would  have  precluded 
hospital  A  from  being  classified  as  an 
SCH  using  the  qualification  criteria  that 
were  in  place  at  the  time  of  its  initial 
classification,  we  would  remove  the 
hospital’s  SCH  status  effective  30  days 
from  the  date  that  CMS  determines  that 
Hospital  A  should  not  have  qualified  for 
SCH  status.  However,  if  hospital  A  does 
not  report  to  CMS  that  hospital  B’s 
proximity  to  hospital  A  may  have  been 
overlooked  in  its  initial  classification  as 
an  SCH,  and  CMS  finds  that  hospital  A 
should  never  have  qualified  as  an  SCH, 
CMS  has  the  discretion  to  recoup  the 
overpayments  associated  with  erroneous 
SCH  status,  in  accordance  with  cost 
reporting  reopening  rules  at  §405.1885, 
that  is,  for  cost  reporting  periods  that 
are  within  the  3-year  reopening  period. 
We  believe  this  distinction  between  the 
effective  date  for  hospitals  that  do  and  • 
do  not  notify  CMS  of  the  possible  error 
will  encourage  self-reporting  of  possible 
errors.  In  cases  where  hospitals  fail  to 
report.  CMS  would  have  the  discretion 
to  reopen  back  to  the  earliest  date 
possible  in  accordance  with  §405.1885. 
Such  discretion  would  be  available  to 
rectify  situations  where  hospitals  were 
paid  as  SCHs  even  though  they  never 
initially  met  the  classification  standards 
for  such  status,  and  never  reported  the 
error  to  CMS. 

Accordingly,  if  a  hospital  suspects 
that  it  should  not  have  qualified  as  an 
SCH  at  the  time  of  its  initial 
.  classification  and  the  hospitals  comes  to 
CMS  and  requests  that  CMS  determine 
whether  it  meets  all  of  the  requirements 
for  SCH  status,  if  CMS  confirms  that 
suspicion  and  the  hospital  in  fact 
should  never  have  been  approved  as  an 
SCH,  CMS  will  remove  SCH  status 
effective  30  days  from  CMS’  date  of  . 
determination. 

We  note  that  this  policy,  as  revised, 
is  in  addition  to  the  requirements 
already  in  place  in  the  regulations  at 
§§412.92(b)(3)(i)  through  (bK3)(iii)  that 
require  a  hospital  to  notify  CMS  (that  is, 
the  fiscal  intermediary  or  MAC 
servicing  the  hospital)  of  any  changes 
that  would  affect  its  SCH  status. 


Comment:  Several  commenters  were 
concerned  that  our  proposal  could 
potentially  revoke  SCH  status  from  a 
hospital’s  initial  classification  as  an 
SCH,  which  could  potentially  span  a 
few  decades.  One  commenter  suggested 
that  CMS  establish  a  “look  back’’  period 
on  which  hospitals  can  rely  and  that 
CMS  not  reopen  a  prior  SCH 
classification  more  than  3  years  after  the 
initial  determination  simply  because 
there  is  an  open  cost  report  due  to  an 
appeal  or  delayed  payment.  Many 
commenters  objected  to  the  retroactive 
cancellation  of  SCH  classification 
claiming  that  this  would  be  punitive. 

Response:  We  understand  and 
appreciate  the  need  to  establish  a  limit 
to  how  far  back  CMS  may  rescind  SCH 
status.  Our  proposal  clearly  stated  that 
the  withdrawal  of  SCH  status  could  be 
made  retroactively,  consistent  with  the 
provisions  at  §405.1885,  meaning  that 
we  may  withdraw  SCH  status  for  cost 
reporting  periods  that  are  within  the  3- 
year  reopening  period  only.  Therefore,  if 
a  hospital  was  incorrectly  approved  as 
an  SCH  and  the  effective  date  of  the 
original  classification  is  still  within  the 
3-year  cost  report  reopening  period,  we 
could  withdraw  SCH  status  for  all  those 
periods  in  which  it  was  paid  incorrectly 
as  an  SCH  starting  with  its  initial  date 
of  classification.  However,  if  the 
effective  date  of  the  original 
classification  as  an  SCH  was  not'within 
the  3-year  cost  report  reopening  period, 
we  could  only  withdraw  SCH  status  and 
any  payments  associated  with  that  SCH 
status  for  those  cost  reporting  periods 
subject  to  the  reopening  period.  This  is 
consistent  with  our  reopening  rules,  and 
applies  to  any  open  cost  report, 
regardless  of  the  reason  the  report  is  still 
in  an  open  cost  reporting  period.  We 
note  that  our  ordinary  reopening  rules 
do  not  distinguish  the  period  available 
for  reopening  based  on  why  a  cost 
report  may  still  be  open.  Finally,  as 
stated  above,  CMS  would  have  the 
discretion  to  reopen  to  the  earliest  date 
possible,  consistent  with  §  405.1885. 

Comment:  Some  commenters 
contended  that  the  proposal  undermines 
CMS’  longstanding  principle  favoring 
prospective  policy  and  that  a  hospital 
would  never  have  total  certainty  that  it 
qualifies  as  an  SCH. 

Response:  While  we  appreciate  the 
commenters’  concerns,  we  also  believe 
that  overpaying  hospitals  based  on  an 
erroneous  classification  that  should 
never  have  been  awarded  undermines  a 
payment  system,  and  could  even 
encourage  attempts  at  misclassification. 
Our  reopening  rules  have  always 
provided  authority  to  revoke 
overpayments  associated  with  an 
erroneous  SCH  classification 


retroactively  and  in  accordance  with  the 
cost  report  reopening  rules.  Our 
clarification  in  the  regulation  is  merely 
codifying  this  already  existing  authority. 
We  are  simply  making  explicit  what  is 
already  implicit  in  our  authority  and  is 
not  introducing  a  change  in  policy. 

Comment:  Several  commenters 
asserted  that  CMS’  proposed  regulation 
is  unfair  in  that  it  would  impose  an 
unfair  and  burdensome  obligation  to 
continuously  monitor  data  that  may  not 
be  within  a  hospital’s  control.  Other 
commenters  suggested  that  CMS  modify 
the  proposed  regulation  to  make  it  more 
consistent  with  the  regulations  at 
§§412.92(b)(3)(ii)  and  (b)(3)(iii)  which 
describe  the  way  CMS  handles  the 
cancellation  of  SCH  for  a  hospital  where 
there  was  a  change  in  circumstances 
under  which  the  classification  was 
approved. 

Response:  We  are  not  requiring  . 
hospitals  to  continuously  monitor  data 
nor  are  we  requiring  hospitals  to  report 
data  that  may  not  be  within  their 
control.  A  hospital  would  only  be 
required  to  report  any  factor  or 
information  that  would  have  affected  its 
initial  classification.  We  note  that  this 
policy  is  in  addition  to  the  requirements 
already  in  place  in  the  regulations  at 
§§  412.92(b)(3)(i)  through  (b)(3Kiii)  that 
require  a  hospital  to  notify  CMS  (that  is, 
the  hospital’s  fiscal  intermediary  or 
MAC)  of  any  changes  that  would  affect 
its  SCH  status.  The  information  in 
question  is  data  that  are  germane  to  the 
information  on  which  the  SCH 
classification  was  based.  The  factors  and 
information  that  a  hospital  must  report 
are  a  limited  universe  of  data  that  was 
used  during  the  hospital’s  initial 
classification. 

The  modifications  that  we  have  made 
to  the  proposed  regulation  in  this  final 
rule  would  make  the  final  regulation 
consistent  with  our  existing  regulations 
at  §§412.92(b)(3)(i)  and  (b)(3)(ii)  where 
CMS  cancels  SCH  classification  in 
accordance  with  our  reopening  rules 
when  the  SCH  fails  to  disclose  a  change 
in  circumstance. 

Comment:  Several  commenters 
requested  classification  as  to  (1) 
whether  the  proposed  regulation  would 
apply  to  hospitals  that  were  classified  as 
SCHs  before  the  implementation  of 
IPPS;  and  (2)  which  standards  and 
criteria  would  be  used  by  CMS  to 
determine  whether  or  not  the  hospital 
qualified  as  an  SCH  in  its  initial 
classification. 

Response:  We  note  that  there  are  a 
few  types  of  SCHs  that  have  been 
classified  as  such  under  different  sets  of 
requirements;* 

(1)  A  hospital  that  was  granted  SCH 
status  and  was  granted  an  exemption 
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from  cost  limits  pre-IPPS.  Our 
regulations  at  §  412.92(b)(5)  state  that  a 
hospital  that  has  been  granted  an 
exemption  from  the  hospital  cost  limits 
before  October  1,  1983,  or  whose  request 
for  the  exemption  was  received  by  the 
appropriate  intermediary  before  October 
1,  1983,  and  was  subsequently 
approved,  is  automatically  classified  as 
an  SCH.  In  the  September  1, 1983  final 
rule  (48  FR  39780),  we  stated  that  a 
hospital  would  be  classified  as  an  SCH 
for  purposes  of  the  IPPS  if  the  hospital 
has  an  approved  exemption  from 
hospital  cost  limits  as  an  SCH  prior  to 
October  1,  1983,  and  that  the  hospital 
would  retain  SCH  status  unless  there 
was  a  change  in  the  circumstances 
affecting  this  classification  under  the 
cost  limits. 

(2)  A  hospital  that  was  classified  as 
an  SCH  before  the  change  in  the  law. 
under  section  6003(e)(3)  of  the  Omnibus 
Budget  Reconciliation  Act  of  J  989  (Pub. 
L.  101-239).  In  the  August  18,  2006  final 
rule  (71  FR  48061),  we  discussed  that 
changes  in  criteria  for  being  eligible  for 
SCH  status  that  were  made  bv  section 
6003(e)(3)  of  Public  Law  101-239.  The 
law  changed  SCH  criteria  by  reducing 
the  number  of  miles  between  providers 
from  50  to  35  and  by  requiring  the 
Secretary  to  establish  a  criterion  that 
takes  into  consideration  the  travel  time 
between  two  providers.  Section 
6003(e)(3)  of  Public  Law  101-239 
exempted  hospitals  that  already  had 
SCH  status  from  meeting  either  of  these 
requirements.  In  other  words,  any 
hospital  that  was  correctly  an  SCH  in 
1989  is  protected  under  this 
grandfathering  provision  from  the  new 
mileage  criterion  and  whether  or  not  it 
meets  the  new  criterion  for 
classification  concerning  travel  time  at 

§  412.92(a)(3).  However,  we  noted  that 
this  grandfathering  provision  is  limited 
to  these  two  circumstances.  Hospitals 
with  SCH  designations  in  effect  prior  to 
1989  can  lose  SCH  status  if  they  fail  to 
meet  any  of  the  other  eligibility  criteria. 

(3)  A  hospital  that  was  designated  as 
an  EACH  prior  to  October  1,  1997. 

Under  the  regulations  at  §412.109,  a 
hospital  designated  as  an  EACH  is  paid 
as  an  SCH  as  long  as  the  hospital 
continues  to  comply  with  the  terms, 
conditions,  and  limitations  that  were 
applicable  at  the  time  of  designation. 

These  hospitals  are  grandfathered  in 
and  are  protected  against  later  changes 
to  SCH  criteria  or  new  interpretations  of 
those  criteria.  Accordingly,  these 
grandfathered  SCHs  would  maintain 
their  SCH  status  as  long  as  they 
continue  to  meet  the  criteria  under 
which  they  classified  for  pavments  as 
SCHs. 


In  this  final  rule,  we  also  are 
clarifying  that  we  would  apply  the 
standards  and  regulations  that  were  in 
effect  at  the  time  the  hospital  was 
initially  classified  as  an  SCH.  That  is, 
when  CMS  determines  that  a  hospital 
never  met  the  requirements  to  be 
classified  as  an  SCH,  we  are  referring  to 
the  requirements  that  were  in  place 
during  the  hospital’s  initial 
classification  as  an  SCH.  However,  we 
note  that  the  criteria  for  SCH 
classification  have  not  been  modified 
since  we  made  changes  to  implement 
section  6003(e)(3)  of  the  Omnibus 
Budget  Reconciliation  Act  of  1989  (Pub. 
L.  101-239).  Since  that  time,  we  have 
issued  minimal  reinterpretations  in  the 
actual  criteria  for  classification. 
Therefore,  we  are  confirming  that  we 
would  not  apply  SCH  criteria, 
standards,  or  interpretations  that  were 
not  effective  at  the  time  of  initial  SCH 
classification  to  any  hospital. 

Comment:  Some  commenters  argued 
that  the  proposed  regulation  change  is 
irreconcilable  with  our  existing 
regulation  which  states  that  a  hospital 
retains  SCH  status  unless  there  is  a 
change  in  the  circumstances  under 
which  the  classification  was  approved. 

Response:  The  commenters’  argument 
is  based  on  an  incorrect  assumption 
about  the  applicability  of  the  existing 
regulations.  That  is,  the  existing 
regulations  only  address  situations 
where  a  hospital  was  correctly  classified 
as  an  SCH.  The  regulations  were  silent 
on  hospitals  that  were  initially 
classified  incorrectly.  If  a  hospital  was 
classified  as  an  SCH  in  error,  clearly  it 
would  not  take  a  “change  in 
circumstances”  to  revoke  SCH  status. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposed  codification  of 
our  current  authority  to  recoup  any 
overpayments  associated  with  incorrect 
SCH  classification,  consistent  with  cost 
report  reopening  rules  at  §405.1885.  VVe 
also  are  making  one  modification  to 
specify  that,  effective  October  1,  2012,  if 
a  hospital  subsequently  reports  any 
factors  or  information  to  CMS  that  could 
have  affected  its  initial  classification  as 
an  SCH  and  CMS  determines  that,  based 
on  the  additional  information,  the 
hospital  should  not  have  qualified  for 
SCH  stilus,  CMS  will  cancel  SCH  status 
effective  30  days  from  CMS’  date  of 
deternination. 

As  stated  above,  we  also  note  that 
reopi  ining  limitation  does  not  apply  to 
situa  dons  where  there  was  fraud 
involved.  If  a  hospital  knowingly  misled 
CMS  or  deliberately  submitted  incorrect 
information  in  its  initial  classification, 
CMS  will  recoup  incorrectly  paid 


amounts  from  the  date  of  the  hospital’s 
initial  SCH  classification. 

3.  Change  to  Effective  Date  of 
Classification  for  MDHs  Applying  for 
SCH  Status  Upon  the  Expiration  of  the 
MDH  Program  (§412.92(b)(2)(v)) 

Under  existing  regulations  at 
§  412.92(b)(2),  an  SCH’s  status  is 
generally  effective  30  days  after  CMS’s 
written  notification  of  approval.  It  has 
come  to  our  attention  that  there  may  be 
a  number  of  hospitals  currently 
classified  as  MDHs,  under  §412.108  of 
the  regulations,  that  intend  to  apply  for 
classification  as  SCHs,  under  §412.92  of 
the  regulations,  upon  the  expiration  of 
the  MDH  program  provision  on 
September  30,  2012.  Those  hospitals 
may  be  reluctant  to  apply  for  SCH 
classification  status  well  before  the 
expiration  of  their  MDH  status  because 
they  would  prefer  to  maintain  their 
MDH  status  for  as  long  as  possible. 
Conversely,  if  those  hospitals  were  to 
wait  to  apply  for  SCH  classification 
status  after  expiration  of  their  MDH 
status,  they  could  experience  a  financial 
hardship  if  there  were  a  delay  in  the 
approval  for  SCH  classification  status. 

In  order  to  facilitate  a  seamless 
transition  for  hospitals  that  are  currently 
classified  as  MDHs  and  that  will  qualify 
as  SCHs,  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  27969),  we 
proposed  to  add  an  exception  to  the 
effective  dates  of  SCH  classification  by 
adding  a  new  paragraph  (v)  under 
§  412.92(b)(2).  VVe  proposed  that  for  any 
MDH  that  applies  for  SCH  classification 
status  at  least  30  days  prior  to  the 
expiration  of  the  MDH  program 
provision  and  requests  that  SCH 
classification  status  be  effective  with  the 
expiration  of  the  MDH  program 
provision,  and  the  MDH  is  approved  for 
SCH  classification  status,  the  effective 
date  of  the  hospital’s  classification  as  an 
SCH  would  be  the  day  following  the 
expiration  date  of  the  MDH  program 
provision  (that  is,  October  1,  2012).  For 
example.  Hospital  A  is  an  MDH  that 
would  like  to  maintain  its  MDH  status  . 
for  as  long  as  possible  and  be  classified 
as  an  SCH  only  after  its  MDH  status 
expires.  In  order  to  seamlessly  transition 
from  MDH  status  to  SCH  status. 

Hospital  A  must  apply  for  SCH  status  by 
August  31,  2012,  and  must  request  that, 
if  approved,  SCH  classification  status  be 
effective  with  the  expiration  of  the  MDH 
program  provision.  If  CMS  determines 
that  Hospital  A  qualifies  for  SCH  status, 
the  effective  date  of  its  SCH 
classification  will  be  October  1,  2012. 

Comment:  Commenters  supported  the 
proposal  to  provide  for  a  seamless 
transition  for  MDHs  than  can  qualify  as 
SCHs,  in  anticipation  of  the  expiration 
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of  the  MDH  program.  Commenters  also 
requested  that  CMS  provide  hospitals 
with  the  ability  to,  in  turn,  rescind  their 
new  SCH  status  retroactively  and 
reinstate  their  MDH  status  in  a  seamless 
manner  if  a  retroactive  extension  to  the 
MDH  program  is  made. 

Response:  We  appreciate  the 
commenters’  support.  The  commenters’ 
request  that  CMS  make  provisions  for 
hospitals  to  transition  from  SCH  status 
back  to  MDH  status  depends  on 
legislation  being  passed  for  the  MDH 
program.  We  typically  do  not  create 
policy  around  actions  that  Congress  may 
take  in  the  future.  However,  if 
legislation  is  passed  to  continue  the 
MDH  program,  we  will  develop  policy 
to  implement  the  specific  provisions  of 
such  legislation. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  proposed  change  to  the  effective 
date  of  SCH  status  for  MDHs  losing  their 
MDH  status  with  the  expiration  of  the 
MDH  program.  In  order  for  an  MDH  to 
receive  SCH  status  effective  October  1, 
2012,  it  must  apply  for  SCH  status  at 
least  30  days  before  the  end  of  the  MDH 
program;  that  is,  the  MDH  must  apply 
for  SCH  status  by  August  31,  2012.  The 
MDH  also  must  request  that,  if  approved 
as  an  SCH,  the  SCH  status  be  effective 
with  the  expiration  of  the  MDH  program 
provision;  that  is,  MDH  must  request 
that  the  SCH  status,  if  approved,  be 
effective  October  1,  2012,  immediately 
after  its  MDH  status  expires  with  the 
expiration  of  the  MDH  program  at  the 
end  of  FY  2012,  on  September  30,  2012. 

C.  Rural  Referral  Centers  (RRCs): 

Annual  Update  to  Case-Mix  Index  (CMI) 
and  Discharge  Criteria  (§412.96) 

Under  the  authority  of  section 
1886(d)(5)(C)(i)  of  the  Act,  the 
regulations  at  §412.96  set  forth  the 
criteria  that  a  hospital  must  meet  in 
order  to  qualify  under  the  IPPS  as  a 
rural  referral  center  (RRC).  RRCs  receive 
some  special  treatment  under  both  the 
DSH  payment  adjustment  and  the 
criteria  for  geographic  reclassification. 

Section  402  of  Public  Law  108-173 
raised  the  DSH  payment  adjustment  for 
RRCs  such  that  they  are  not  subject  to 
the  12-percent  cap  on  DSH  payments 
that  is  applicable  to  other  rural 
hospitals.  RRCs  are  also  not  subject  to 
the  proximity  criteria  when  applying  for 
geographic  reclassification.  In  addition, 
they  do  not  have  to  meet  the 
requirement  that  a  hospital’s  average 
hourly  wage  must  exceed,  by  a  certain 
percentage,  the  average  hourly  wage  of 


the  labor  market  area  where  the  hospital 
is  located. 

Section  4202(b)  of  Public  Law  105-33 
states,  in  part,  “[a]ny  hospital  classified 
as  an  RRC  by  the  Secretary  *  *  *  for 
fiscal  year  1991  shall  be  classified  as 
such  an  RRC  for  fiscal  year  1998  and 
each  subsequent  year.”  In  the  August 
29, 1997  IPPS  final  rule  with  comment 
period  (62  FR  45999),  CMS  reinstated 
RRC  status  for  all  hospitals  that  lost  the 
status  due  to  triennial  review  or  MGCRB 
reclassification.  However,  CMS  did  not 
reinstate  the  status  of  hospitals  that  lost 
RRC  status  because  they  were  now 
urban  for  all  purposes  because  of  the 
OMB  designation  of  their  geographic 
area  as  urban.  Subsequently,  in  the 
August  1,  2000  IPPS  final  rule  (65  FR 
47089),  we  indicated  that  we  were 
revisiting  that  decision.  Specifically,  we 
stated  that  we  would  permit  hospitals 
that  previously  qualified  as  an  RRC  and 
lost  their  status  due  to  OMB 
redesignation  of  the  county  in  which 
they  are  located  from  rural  to  urban,  to 
be  reinstated  as  an  RRC.  Otherwise,  a 
hospital  seeking  RRC  status  must  satisfy 
all  of  the  other  applicable  criteria.  We 
use  the  definitions  of  “urban”  and 
“rural”  specified  in  Subpart  D  of  42-CFR 
Part  412.  One  of  the  criteria  under 
which  a  hospital  may  qualify  as  an  RRC 
is  to  have  275  or  more  beds  available  for 
use  (§  412.96(b)(l)(ii)).  A  rural  hospital 
that  does  not  meet  the  bed  size 
requirement  can  qualify  as  an  RRC  if  the 
hospital  meets  two  mandatory 
prerequisites  (a  minimum  CMI  and  a 
minimum  number  of  discharges),  and  at 
least  one  of  three  optional  criteria 
(relating  to  specialty  composition  of 
medical  staff,  source  of  inpatients,  or 
referral  volume).  (We  refer  readers  to 
§  412.96(c)(1)  through  (c)(5)  and  the 
September  30,  1988  Federal  Register  (53 
FR  38513).)  With  respect  to  the  two 
mandatory  prerequisites,  a  hospital  may 
be  classified  as  an  RRC  if — 

•  The  hospital’s  CMI  is  at  least  equal 
to  the  lower  of  the  median  CMI  for 
urban  hospitals  in  its  census  region, 
excluding  hospitals  with  approved 
teaching  programs,  or  the  median  CMI 
for  all  urban  hospitals  nationally;  and 

•  The  hospital’s  number  of  discharges 
is  at  least  5,000  per  year,  or,  if  fewer,  the 
median  number  of  discharges  for  urban 
hospitals  in  the  census  region  in  which 
the  hospital  is  located.  (The  number  of 
discharges  criterion  for  an  osteopathic 
hospital  is  at  least  3,000  discharges  per 
year,  as  specified  in  section 
1886(d)(5)(C)(i)  of  the  Act.) 


1.  Case-Mix  Index  (CMI) 

Section  412.96(c)(1)  provides  that 
CMS  establish  updated  national  and 
regional  CMI  values  in  each  year’s 
annual  notice  of  prospective  payment 
rates  for  purposes  of  determining  RRC 
status.  The  methodology  we  used  to 
determine  the  national  and  regional  CMI 
values  is  set  forth  in  the  regulations  at 
§  412.96(c)(l)(ii).  The  national  median 
CMI  value  for  FY  2013  includes  data 
from  all  urban  hospitals  nationwide, 
and  the  regional  values  for  FY  2013  are 
the  median  CMI  values  of  urban 
hospitals  within  each  census  region, 
excluding  those  hospitals  with 
approved  teaching  programs  (that  is, 
those  hospitals  that  train  residents  in  an 
approved  GME  program  as  provided  in 
§413.75).  These  values  are  based  on 
discharges  occurring  during  FY  2011 
(October  1,  2010  through  September  30, 

2011) ,  and  include  bills  posted  to  CMS’ 
records  through  March  2012. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27969),  we 
proposed  that,  in  addition  to  meeting 
other  criteria,  if  rural  hospitals  with 
fewer  than  275  beds  are  to  qualify  for 
initial  RRC  status  for  cost  reporting 
periods  beginning  on  or  after  October  1, 
2012,  they  must  have  a  CMI  value  for 
FY  2011  that  is  at  least — 

•  1.5378;  or 

•  The  median  CMI  value  (not 
transfer-adjusted)  for  urban  hospitals 
(excluding  hospitals  with  approved 
teaching  programs  as  identified  in 

§  413.75)  calculated  by  CMS  for  the 
census  region  in  which  the  hospital  is 
located.  (We  refer  readers  to  the  table  set 
forth  in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  at  77  FR  27970.) 

The  final  CMI  criteria  for  FY  2013  are 
based  on  the  latest  available  data  (FY 
2011  bills  received  through  March 

2012) .  In  addition  to  meeting  other 
criteria,,  if  rural  hospitals  with  fewer 
than  275  beds  are  to  qualify  for  initial 
RRC  status  for  cost  reporting  periods 
beginning  on  or  after  October  1,  2012, 
they  must  have  a  CMI  value  for  FY  2011 
that  is  at  least — 

•  1.5378;  or 

•  The  median  CMI  value  (not 
transfer-adjusted)  for  urban  hospitals 
(excluding  hospitals  with  approved 
teaching  programs  as  identified  in 
§413.75)  calculated  by  CMS  for  the 
census  region  in  which  the  hospital  is 
located. 

The  final  median  CMI  values  by 
region  are  set  forth  in  the  following 
table; 
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1.  New  England  (CT,  ME.  MA,  NH,  Rl,  VT) . 

2.  Middle  Atlantic  (PA,  NJ,  NY)  . 

3.  South  Atlantic  (DE,  DC.  FL.  GA,  MD,  NC,  SC,  VA,  WV) 

4.  East  North  Central  (IL,  IN,  Ml,  OH,  Wl)  . . . 

5.  East  South  Central  (AL,  KY,  MS,  TN) . 

6.  West  North  Central  (lA.  KS.  MN.  MO,  NE,  ND,  SD)  . 

7.  West  South  Central  (AR,  LA,  OK,  TX) . 

8.  Mountain  (AZ,  CO.  ID,  MT,  NV,  NM.  UT,  WY)  . 

9.  Pacific  (AK.  CA.  HI,  OR,  WA)  . 


Region 


Case-mix  index 
value 


1.3146 
1.3744 
1.4640 
1.4533 
1.4045 
1.4899 
1 .5855 
1 .6461 
1.5298 


A  hospital  seeking  to  qualify  as  an 
RRC  should  obtain  its  hospital-specific 
CMI  value  (not  transfer-adjusted)  from 
its  fiscal  intermediary  or  MAC.  Data  are 
available  on  the  Provider  Statistical  and 
Reimbursement  (PS&R)  System.  In 
keeping  with  our  policy  on  discharges, 
the  CMI  values  are  computed  based  on 
all  Medicare  patient  discharges  subject 
to  the  IPPS  MS-DRG-based  payment. 

2.  Discharges 

Section  412.96(c)(2)(i)  provides  that 
CMS  set  forth  the  national  and  regional 
numbers  of  discharges  in  each  year’s 
annual  notice  of  prospective  payment 
rates  for  purposes  of  determining  RRC 
status.  As  specified  in  section 
1886(d)(5){C)(ii)  of  the  Act,  the  national 
standard  is  set  at  5,000  discharges.  We 
would  normally  update  the  regional 
standards  based  on  discharges  for  urban 
hospitals’  cost  reporting  periods  that 
began  during  FY  2010  (that  is,  October 
1,  2009  through  September  30,  2010), 
which  would  normally  be  the  latest  cost 
report  data  available  at  the  time  of  the 


development  of  this  final  rule.  However, 
due  to  a  transition  in  our  data  system, 
in  lieu  of  a  full  year  of  FY  2010  cost 
report  data,  we  needed  to  use  a. 
combination  of  FY  2009  and  FY  2010 
cost  report  data  in  order  to  create  a  full 
fiscal  year  of  cost  report  data  for  this 
analysis.  Due  to  CMS’  transition  to  a 
new  cost  reporting  form  effective  for 
cost  reporting  periods  beginning  on  or 
after  May  1,  2010,  cost  reports  with 
fiscal  year  begin  dates  of  May  1,  2010 
through  September  30,  2010  were  not 
accessible  on  our  system  for  analysis  at 
the  time  of  the  development  of  this  final 
rule.  Therefore,  in  order  to  have  a 
complete  fiscal  year  of  cost  report  data, 
we  utilized  FY  2009  cost  report  data  for 
providers  with  fiscal  years  beginning  on 
or  after  May  1,  2010  and  by  September 
30,  2010,  in  addition  to  the  FY  2010  cost 
report  data  for  providers  with  fiscal 
years  beginning  on  or  after  October  1, 
2009  and  before  Mav  1,  2010. 

In  the  FY ’2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27970),  we 
proposed  that,  in  addition  to  meeting 


Region 


other  criteria,  a  hospital,  if  it  is  to 
qualify  for  initial  RRC  status  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2012,  must  have,  as  the 
number  of  discharges  for  its  cost 
reporting  period  that  began  during  FY 
2010  (based  on  a  combination  of  FY 
2009  and  FY  2010  cost  report  data  as 
explained  in  the  preceding  paragraph), 
at  least — 

•  5,000  (3,000  for  an  osteopathic 
hospital);  or 

•  The  median  number  of  discharges 
for  urban  hospitals  in  the  census  region 
in  which  the  hospital  is  located.  (We 
refer  readers  to  the  table  set  forth  in  the 
FY  2013  IPPS/LTCH  PPS  proposed  rule 
at  77  FR  27970.) 

Based  on  the  latest  discharge  data 
available  at  this  time  (that  is,  based  on 
a  combination  of  FY  2009  and  FY  2010 
cost  report  data  as  explained  earlier  in 
this  section),  the  final  median  number 
of  discharges  for  urban  hospitals  by 
census  region  are  set  forth  in  the 
following  table: 


Number  of 
discharges 


1.  New  EnglarKl  (CT.  ME.  MA.  NH,  Rl.  VT) . 

2.  Middle  Atlantic  (PA.  NJ,  NY)  . 

3.  South  Atlantic  (DE,  DC,  FL,  GA,  MD.  NC,  SC,  VA,  WV) 

4.  East  North  Central  (IL,  IN,  Ml,  OH,  Wl)  . 

5.  East  South  Central  (AL.  KY.  MS,  TN) . 

6.  West  North  Central  (lA,  KS,  MN,  MO,  NE,  ND,  SD)  . 

7.  West  South  Central  (AR.  LA.  OK,  TX) . 

8.  Mountain  (AZ,  CO,  ID.  MT,  NV,  NM,  UT,  WY)  . 

9.  Pacific  (AK,  CA.  HI,  OR,  WA)  . 


8,159 
1 1 ,448 
11,755 
8,749 
7,234 
8,129 
6,232 
9,336 
8,745 


We  note  that  the  median  number  of 
discharges  for  hospitals  in  each  census 
region  is  greater  than  the  national 
standard  of  5,000  discharges.  Therefore, 
5,000  discharges  is  the  minimum 
criterion  for  all  hospitals  under  this 
final  rule. 

We  reiterate  that,  if  an  osteopathic 
hospital  is  to  qualify  for  RRC  status  for 
cost  reporting  periods  beginning  on  or 
after  October  1,  2012,  the  hospital 
would  be  required  to  have  at  least  3,000 
discharges  for  its  cost  reporting  period 
that  began  during  FY  2010  (based  on  a 


combination  of  FY  2009  and  FY  2010 
cost  report  data  as  explained  earlier  in 
this  section). 

D.  Payment  Adjustment  for  Low-Volume 
Hospitals  (§412.101) 

1.  Expiration  of  the  Affordable  Care  Act 
Provisions  for  FYs  2011  and  2012 

For  FYs  2011  and  2012,  the 
Affordable  Care  Act  expanded  the 
definition  of  low-volume  hospital  and 
modified  the  methodology  for 
determining  the  payment  adjustment  for 
hospitals  meeting  that  definition. 


Beginning  with  FY  2013,  the  low- 
volume  hospital  qualifying  criteria  and 
payment  adjustment  will  revert  to  the 
statutory  requirements  that  were  in 
effect  prior  to  the  amendments  made  by 
the  Affordable  Care  Act.  We  discuss  the 
payment  policies  for  FY  2013  in-section 
IV.D.4.  of  this  preamble. 

2.  Background 

Section  1886(d)(12)  of  the  Act,  as 
added  by  section  406(a)  of  Public  Law 
108-173,  provides  for  a  payment 
adjustment  to  account  for  the  higher 
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costs  per  discharge  for  low-volume 
hospitals  under  the  IPPS,  effective 
beginning  FY  2005.  The  additional 
payment  adjustment  to  a  low-volume 
hospital  provided  for  under  section 
1886(dKl2)  of  the  Act  is  “in  addition  to 
any  payment  calculated  under  this 
section.”  Therefore,  the  additional 
payment  adjustment  is  based  on  the  per 
discharge  amount  paid  to  the  qualifying 
hospital  under  section  1886  of  the  Act. 

In  other  words,  the  low-volume 
payment  amount  is  based  on  total  per 
discharge  payments  made  under  section 
1886  of  the  Act,  including  capital,  DSH, 
IME,  and  outliers.  For  SCHs  and  MDHs, 
the  low-volume  payment  amount  is 
based  on  either  the  Federal  rate  or  the 
hospital-specific  rate,  whichever  results 
in  a  greater  operating  IPPS  payment. 

Section  1886(d)(12)(CKi)  of  the  Act 
defined  a  low-volume  hospital  as  “a 
subsection  (d)  hospital  (as  defined  in 
paragraph  (1)(B))  that  the  Secretary 
determines  is  located  more  than  25  road 
rriiles  from  another  subsection  (d) 
hospital  and  has  less  than  800 
discharges  during  the  fiscal  year.” 
Section  1886(d)(12){C)(ii)  of  the  Act 
further  stipulates  that  the  term 
“discharge”  means  “an  inpatient  acute 
care  discharge  of  an  individual 
regardless  of  whether  the  individual  is 
entitled  to  benefits  under  Part  A.” 
Therefore,  the  term  “discharge”  refers  to 
total  discharges,  regardless  of  payer 
(that  is,  not  only  Medicare  discharges). 
Furthermore,  under  section  406(a)  of 
Public  Law  108-173,  which  initially 
added  subparagraph  (12)  to  section 
1886(d)  of  the  Act,  the  provision 
requires  the  Secretary  to  determine  an 
applicable  percentage  increase  for  these 
low-volume  hospitals  based  on  the 
“empirical  relationship”  between  “the 
standardized  cost-per-case  for  such 
hospitals  and  the  total  number  of 
discharges  of  such  hospitals  and  the 
amount  of  the  additional  incremental 
costs  (if  any)  that  are  associated  with 
such  number  of  discharges.”  The  statute 
thus  mandates  that  the  Secretary 
develop  an  empirically  justifiable 
adjustment  based  on  the  relationship 
between  costs  and  discharges  for  these 
low-volume  hospitals.  Section 
1886(d)(12)(B)(iii)  of  the  Act  limits  the 
applicable  percentage  increase 
adjustment  to  no  more  than  25  percent. 

Based  on  an  analysis  we  conducted 
for  the  FY  2005  IPPS  final  rule  (69  FR 
49099  through  49102),  a  25-percent  low- 
volume  adjustment  to  all  qualifying 
hospitals  with  less  than  200  discharges 
was  found  to  be  most  consistent  with 
the  statutory  requirement  to  provide 
relief  to  low-volume  hospitals  where 
there  is  empirical  evidence  that  higher 
incremental  costs  are  associated  with 


low  numbers  of  total  discharges.  In  the 
FY  2006  IPPS  final  rule  (70  FR  47432 
through  47434),  we  stated  that 
multivariate  analyses  supported  the 
existing  low-volume  adjustment 
implemented  in  FY  2005.  Therefore,  the 
low-volume  adjustment  of  an  additional 
25  percent  continues  to  be  provided  for 
qualifying  hospitals  with  less  than  200 
discharges. 

3.  Affordable  Care  Act  Provisions  for 
FYs  2011  and  2012 

Sections  3125  and  10314  of  the 
Affordable  Care  Act  amended  section 
1886(d)(12)  of  the  Act,  modifying  the 
definition  of  a  low-volume  hospital  and 
the  methodology  for  calculating  the 
payment  adjustment  for  low-volume 
hospitals,  effective  only  for  discharges 
occurring  during  FYs  2011  and  2012. 
Beginning  with  FY  2013,  the  preexisting 
low-volume  hospital  qualifying  criteria 
and  payment  adjustment,  as 
implemented  in  FY  2005,  will  resume. 

Sections  3125(3)  and  10314(1)  of  the 
Affordable  Care  Act  amended  the 
qualifying  criteria  for  low-volume 
hospitals  under  section  1886(d)(12)(C)(i) 
of  the  Act  to  make  it  easier  for  hospitals 
to  qualify  for  the  low-volume 
adjustment.  Specifically,  the  provision 
specifies  that,  for  FYs  2011  and  2012,  a 
hospital  qualifies  as  a  low-volume 
hospital  if  it  is  more  than  15  road  miles 
from  another  subsection  (d)  hospital  and 
has  less  than  1,600  discharges  of 
individuals  entitled  to,  or  enrolled  for, 
benefits  under  Part  A  during  the  fiscal 
year.  In  addition,  section  1886(d)(12)(D) 
of  the  Act,  as  added  by  section  3125(4) 
and  amended  by  section  10314  of  the 
Affordable  Care  Act,  provides  that  the 
payment  adjustment  (the  applicable 
percentage  increase)  is  to  be  determined 
“using  a  continuous  linear  sliding  scale 
ranging  from  25  percent  for  low-volume 
hospitals  with  200  or  fewer  discharges 
of  individuals  entitled  to,  or  enrolled 
for,  benefits  under  Part  A  in  the  fiscal 
year  to  0  percent  for  low-volume 
hospitals  with  greater  than  1,600 
discharges  of  such  individuals  in  the 
fiscal  year.” 

In  the  FY  2011 IPPS/LTCH  PPS  final 
rule  (75  FR  50238  through  50275  and 
50414),  we  revised  our  regulations  at  42 
CFR  412.101  to  reflect  the  changes  to 
the  qualifying  criteria  and  the  payment 
adjustment  for  low-volume  hospitals 
according  to  the  provisions  of  the 
Affordable  Care  Act.  In  addition  to 
changing  the  regulations  to  conform 
them  to  the  Affordable  Care  Act 
changes,  we  also  defined,  at 
§  412.101(a),  the  term  “road  miles”  to 
mean  “miles”  as  defined  at 
§412.92(c)(i).  The  definition  of  “road 
miles”  continues  to  apply  even  after  the 


Affordable  Care  Act  provisions  expire  at 
the  end  of  FY  2012.  We  also  clarified 
the  existing  regulations  to  indicate  that 
a  hospital  must  continue  to  qualify  as  a 
low-volume  hospital  in  order  to  receive 
the  payment  adjustment  in  that  year; 
that  is,  it  is  not  based  on  a  one-time 
qualification.  Furthermore,  in  that  same 
final  rule,  we  discussed  the  process  for 
requesting  and  obtaining  the  low- 
volume  hospital  payment  adjustment 
(75  FR  50240). 

4.  Payment  Adjustment  for  FY  2013  and 
Subsequent  Fiscal  Years 

As  we  discussed  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  27971 
through  27973),  in  accordance  with 
section  1886(d)(12)  of  the  Act, 
beginning  with  FY  2013,  the  low- 
volume  hospital  definition  and  payment 
adjustment  methodology  will  revert 
back  to  the  statutory  requirements  that 
were  in  effect  prior  to  the  amendments 
made  by  the  Affordable  Care  Act. 
Therefore,  as  specified  under  the 
existing  regulations  at  §412.101, 
effective  for  FY  2013  and  subsequent 
years,  in  order  to  qualify  as  a  low- 
volume  hospital,  a  subsection  (d) 
hospital  must  be  more  than  25  road 
miles  from  another  subsection  (d) 
hospital  and  have  less  than  200 
discharges  (that  is,  less  than  200 
discharges  total,  including  both 
Medicare  and  non-Medicare  discharges) 
during  the  fiscal  year.  As  discussed 
above,  the  statute  specifies  that  a  low- 
volume  hospital  must  have  less  than 
800  discharges  during  the  fiscal  year, 
but  also  requires  that  the  applicable 
percentage  increase  for  qualifying  low- 
volume  hospitals  be  based  on  the 
“empirical  relationship”  between  “the 
standardized  cost-per-case  for  such 
hospitals  and  the  total  number  of 
discharges  of  such  hospitals  and  the 
amount  of  the  additional  incremental 
costs  (if  any)  that  are  associated  with 
such  number  of  discharges.”  Based  on 
an  analysis  we  conducted  for  the  FY 
2005  IPPS  final  rule  (69  FR  49099 
through  49102),  a  25-percent  low- 
volume  adjustment  to  all  qualifying 
hospitals  with  less  than  200  discharges 
was  found  to  be  most  consistent  with 
the  statutory  requirements  set  forth  in 
section  1886(d)(12)(B)  of  the  Act  to 
provide  relief  for  low-volume  hospitals 
where  there  is  empirical  evidence  that 
higher  incremental  costs  are  associated 
with  low  numbers  of  total  discharges. 
(Under  the  policy  we  established  in  that 
same  final  rule,  hospitals  with  between 
200  and  799  discharges  do  not  receive 
a  low-volume  hospital  adjustment.) 

As  described  above,  for  FYs  2005 
through  2010  and  FY  2013  and 
subsequent  years,  the  discharge 
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determination  is  made  based  on  the 
hospital’s  number  of  total  discharges, 
that  is.  Medicare  and  non-Medicare 
discharges.  The  hospital’s  most  recently 
submitted  cost  report  is  used  to 
determine  if  the  hospital  meets  the 
discharge  criterion  to  receive  the  low- 
volume  payment  adjustment  in  the 
current  year  (§412.101(b)(2)(i)).  We  use 
cost  report  data  to  determine  if  a 
hospital  meets  the  discharge  criterion 
because  this  is  the  best  available  data 
source  that  includes  information  on 
both  Medicare  and  non-Medicare 
discharges.  We  note  that,  for  FYs  2011 
and  2012,  CMS  used  the  most  recently 
available  MedPAR  data  to  determine  the 
hospital’s  Medicare  discharges  because 
only  Medicare  discharges  were  used  to 
determine  if  a  hospital  met  the 
discharge  criterion  for  those  years. 

For  FY  2013  and  subsequent  fiscal 
years,  in  addition  to  a  discharge 
criterion,  the  eligibility  for  the  low- 
volume  payment  adjustment  is  also 
dependent  upon  the  hospital  meeting 
the  mileage  criterion  specified  at 
§412.101(b)(2Ki).  Specifically,  to  meet 
the  mileage  criterion  to  qualify  for  the 
low-volume  payment  adjustment  for  FY 
2013  and  subsequent  fiscal  years,  a 
hospital  must  be  located  more  than  25 
road  miles  from  the  nearest  “subsection 
(d)  hospital.’’  As  mentioned  above,  we 
define,  at  §  412.101(a),  the  term  “road 
miles’’  to  mean  “miles”  as  defined  at 
§412.92{c)(i)  (75  FR  50238  through 
50275  and  50414). 

As  discussed  in  the  FY  2011  IPPS/ 
LTCH  PPS  final  rule  (75  FR  50238 
through  50275  and  50414),  we 
discussed  the  process  for  requesting  and 
obtaining  the  low-volume  hospital 
payment  adjustment.  In  order  to  qualifv’ 
for  the  low-volume  hospital  payment 
adjustment,  a  hospital  must  provide  to 
its  fiscal  intermediary  or  MAC  sufficient 
evidence  to  document  that  it  meets  the 
discharge  and  distance  requirements. 
The  fiscal  intermediary’  or  MAC  will 
determine,  based  on  the  most  recent 
data  available,  if  the  hospital  qualifies 
as  a  low-volume  hospital,  so  that  the 
hospital  will  know  in  advance  whether 
or  not  it  will  receive  a  payment 
adjustment.  The  fiscal  intermediary  or 
MAC  and  CMS  may  review  available 
data,  in  addition  to  the  data  the  hospital 
submits  with  its  request  for  low-volume 
hospital  status,  in  order  to  determine 
whether  or  not  the  hospital  meets  the 
qualifying  criteria. 

In  order  to  receive  a  low-volume 
hospital  payment  adjustment  under 
§412.101,  a  hospital  must  notify  and 
provide  documentation  to  its  fiscal 
intermediary  or  MAC  that  it  meets  the 
mileage  criterion.  The  use  of  a  Web- 
based  mapping  tool,  such  as  MapQuest, 


as  part  of  documenting  that  the  hospital 
meets  the  mileage  criterion  for  low- 
volume  hospitals,  is  acceptable.  The 
fiscal  intermediary  or  MAC  will 
determine  if  the  information  submitted 
by  the  hospital,  such  as  the  name  and 
street  address  of  the  nearest  hospitals, 
location  on  a  map,  and  distance  (in  road 
miles,  as  defined  in  the  regulations  at 
§  412.101(a))  from  the  hospital 
requesting  low-volume  hospital  status, 
is  sufficient  to  document  that  it  meets 
the  mileage  criterion.  If  not,  the  fiscal 
intermediary  or  MAC  will  follow  up 
with  the  hospital  to  obtain  additional 
necessary  information  to  determine 
whether  or  not  the  hospital  meets  the 
low-volume  mileage  criterion.  In 
addition,  the  fiscal  intermediary  or 
MAC  will  refer  to  the  hospital’s  most 
recently  submitted  cost  report  to 
determine  whether  or  not  the  hospital 
meets  the  discharge  criterion.  A  hospital 
should  refer  to  its  most  recently 
submitted  cost  report  for  total 
discharges  (Medicare  and  non- 
Medicare)  in  order  to  decide  whether  or 
not  to  apply  for  low-volume  hospital 
status  for  a  particular  fiscal  year.  As 
noted  previously,  a  hospital  must 
continue  to  meet  the  qualifying  criteria 
at  §412.101(b)(2)(i)  as  a  low-volume 
hospital  (that  is,  the  discharge  criterion 
and  the  mileage  criterion)  in  order  to 
receive  the  payment  adjustment  in  that 
year;  that  is,  low-volume  hospital  status 
is  not  based  on  a  “one-time” 
qualification. 

In  order  to  be  a  low-volume  hospital 
in  FY  2013  and  subsequent  fiscal  years, 
in  accordance  with  our  previously 
established  procedure,  a  hospital  must 
make  its  request  for  low-volume 
hospital  status  in  writing  to  its  fiscal 
intermediary  or  MAC  by  September  1 
immediately  preceding  the  start  of  the 
Federal  fiscal  year  for  which  the 
hospital  is  applying  for  low-volume 
hospital  status  in  order  for  the  25 
percent  low-volume  add-on  payment 
adjustment  to  be  applied  to  payments 
for  its  discharges  for  the  fiscal  year 
beginning  on  or  after  October  1 
immediately  following  the  request  (that 
is,  the  start  of  the  Federal  fiscal  year). 
For  a  hospital  whose  request  for  low- 
volume  hospital  status  is  received  after 
September  1,  if  the  fiscal  intermediary 
or  MAC  determines  the  hospital  meets 
the  criteria  to  qualify  as  a  low-volume 
hospital,  the  fiscal  intermediary  or  MAC 
will  apply  the  25  percent  low-volume 
add-on  payment  adjustment  to 
determine  payment  for  the  hospital’s 
discharges  for  the  fiscal  year,  effective 
prospectively  within  30  days  of  the  date 
of  the  fiscal  intermediary’s  or  MAC’s 
low-volume  status  determination. 


Specifically,  for  FY  2013,  a  hospital 
must  make  its  request  for  low-volume 
hospital  status  in  writing  to  its  fiscal 
intermediary  or  MAC  by  September  1 , 
2012,  in  order  for  the  25-percent  low- 
volume  add-on  payment  adjustment  to 
be  applied  to  payments  for  its 
discharges  beginning  on  or  after  October 
1,  2012  (through  September  30,  2013).  If 
a  hospital’s  request  for  low-volume 
hospital  status  for  FY  2013  is  received 
after  September  1,  2012,  and  if  the  fiscal 
intermediary  or  MAC  determines  the 
hospital  meets  the  criteria  to  qualify  as 
a  low-volume  hospital,  the  fiscal 
intermediary  or  MAC  will  apply  the  25 
percent  low-volume  add-on  payment 
adjustment  to  determine  the  payment 
for  the  hospital’s  FY  2013  discharges, 
effective  prospectively  within  30  days  of 
the  date  of  the  fiscal  intermediary’s  or 
MAC’S  low-volume  status 
determination.  For  additional 
information  on  our  established 
application  process  for  the  low-volume 
hospital  payment  adjustment,  we  refer 
readers  to  the  FY  2011  IPPS/LTCH  PPS 
final  rule  (75  FR  50274  through  50275), 
Transmittal  2060  (Change  Request  7134; 
October  1,  2010),  and  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51680). 

In  the  FY  2011  IPPS/LTCH  PPS  final 
rule  (75  FR  50238  through  50275  and 
50414),  in  addition  to  implementing  the 
Affordable  Care  Act  provisions  affecting 
low -volume  hospitals  for  FYs  2011  and 
2012,  we  also  implemented  changes  to 
the  regulations  at  42  CFR  412.101  to 
conform  them  to  the  statutory 
requirements  to  require  that,  beginning 
w'ith  FY  2013,  the  low-volume  hospital 
qualifying  criteria  and  payment 
adjustment  methodology  will  return  to 
that  which  was  in  effect  prior  to  the 
amendments  made  by  the  Affordable 
Care  Act  (that  is,  the  low-volume 
hospital  payment  policy  in  effect  for 
FYs  2005  through  2010).  Therefore,  no 
further  revisions  to  the  policy  or  to  the 
regulations  at  §412.101  are  required  to 
conform  them  to  the  statutory 
requirement  that  the  low-volume 
hospital  policy  in  effect  prior  to  the 
Affordable  Care  Act  returns  for  FY  2013 
and  subsequent  years. 

Comment:  A  few  commenters 
expressed  concern  about  the  financial 
impact  of  the  expiration  of  the 
temporary  expansion  of  the  low-volume 
hospital  payment  adjustment  provided 
for  by  the  Affordable  Care  Act.  Some 
commenters  encouraged  CMS  to 
promote  legislative  action  that  would 
continue  the  Affordable  Care  Act’s 
modification  of  the  low-volume  hospital 
payment  adjustment.  Other  commenters 
urged  CMS  to  mitigate  the  impact  of  the 
expiration  of  the  2-year  enhancement  of 
the  low-volume  hospital  payment 
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adjustment  provided  for  by  the 
Affordable  Care  Act  by  using  the 
existing  statutory  authority  to  make  the 
low-volume  adjustment  to  qualifying 
hospitals  that  have  up  to  less  than  800 
total  discharges  rather  than  only  to 
qualifying  hospitals  that  have  less  than 
200  total  discharges.  The  commenters 
provided  no  data  analysis  in  support  of 
their  comments  to  expand  the  low- 
volume  hospital  adjustment  to 
qualifying  hospitals  that  have  up  to  less 
than  800  total  discharges. 

Response:  To  implement  the  original 
low-volume  hospital  provision,  and  as 
mandated  by  statute,  we  developed  an 
empirically  justified  adjustment  based 
on  the  relationship  between  costs  and 
total  discharges  of  hospitals  with  less 
than  800  total  (Medicare  and  non- 
Medicare)  discharges.  Specifically,  we 
performed  several  regression  analyses  to 
evaluate  the  relationship  between 
hospitals’  costs  per  case  and  discharges, 
and  found  that  an  adjnstment  for 
hospitals  with  less  than  200  total 
discharges  is  most  consistent  with  the 
statntory  requirement  to  provide  for 
additional  payments  to  low-volume 
hospitals  where  there  is  empirical 
evidence  that  higher  incremental  costs 
are  associated  with  lower  numbers  of 
discharges  (69  FR  49101  through- 
49102).  Based  on  these  analyses,  we 
established  a  low-volume  hospital 
policy  where  qualifying  hospitals  with 
less  than  200  total  discharges  receive  a 
payment  adjnstment  of  an  additional  25 
percent.  (Section  1886(d)(12)(B)(iii)  of 
the  Act  limits  the  applicable  percentage 
increase  adjustment  to  no  more  than  25 
percent.)  We  may,  in  the  futnre, 
reevaluate  the  low-volume  hospital 
adjustment  policy,  that  is,  the  definition 
of  a  low-volume  hospital  and  the 
payment  adjnstment.  However,  because 
we  did  not  make  any  proposals 
regarding  the  low-volume  hospital 
payment  adjustment  for  FY  2013,  we  are 
not  making  any  changes  to  the  low- 
volnme  hospital  payment  adjnstment 
policy  in  this  final  rnle.  As  discussed 
above,  the  low-volume  hospital 
definition  and  payment  adjustment 
methodology  will  revert  back  to  the 
policy  established  under  statutory 
requirements  that  were  in  effect  prior  to 
the  amendments  made  by  the  Affordable 
Care  Act,  which  is  cnrrently 
implemented  in  the  existing  regulations 
at  §412.101. 

E.  Indirect  Medical  Education  (IME) 
Payment  Adjustment  (§412.105) 

1.  IME  Adjustment  Factor  for  FY  2013 
Under  the  IPPS,  an  additional 
payment  amount  is  made  to  hospitals 
that  have  residents  in  an  approved 


graduate  medical  education  (GME) 
program  in  order  to  reflect  the  higher 
indirect  patient  care  costs  of  teaching 
hospitals  relative  to  nonteaching 
hospitals.  The  payment  amonnt  is 
determined  by  use  of  a  statutorily 
specified  adjustment  factor.  The 
regulations  regarding  the  calculation  of 
this  additional  payment,  known  as  the 
IME  adjustment,  are  located  at 
§  412.105.  We  refer  readers  to  the  FY 
2012  IPPS/LTCH  PPS  final  rule  (76  FR 
51680)  for  a  full  discussion  of  the  IME 
adjnstment  and  IME  adjustment  factor. 
Section  1886(d)(5)(B)  of  the  Act  states 
that,  for  discharges  occurring  during  FY 
2008  and  fiscal  years  thereafter,  the  IME 
formula  multiplier  is  1.35.  Accordingly, 
for  discharges  occurring  during  FY 
2013,  the  formula  multiplier  is  1.35.  We 
estimate  that  application  of  this  formula 
multiplier  for  the  FY  2013  IME 
adjustment  will  result  in  an  increase  in 
IPPS  payment  of  5.5  percent  for  every 
approximately  10-percent  increase  in 
the  hospital’s  resident-to-bed  ratio. 

Comment:  One  commenter  snpported 
the  continuation  of  the  IME  adjustment 
factor  because  IME  payments  are  an 
important  part  of  guaranteeing  a  strong 
general  snrgery  workforce  in  which 
there  is  cnrrently  a  growing  shortage. 
Another  commenter  stated  that  it 
supported  the  Nation’s  teaching 
hospitals  and,  therefore,  supported 
continuation  of  the  IME  adjustment 
factor.  A  third  commenter  stated  that, 
because  of  its  commitment  to  GME, 
academic  medicine,  and  residency 
training  in  cardiothoracic  surgery,  it 
snpported  the  continuation  of  the  IME 
adjustment  factor.  The  commenter 
stated  that  IME  payments  are  an 
important  part  of  guaranteeing  a  strong 
cardiothoracic  surgery  workforce 
“*  *  *  which  is  currently  experiencing 
a  growing  shortage  as  cited  in  the  report 
Shortage  of  Cardiothoracic  Surgeons  is 
Likely  by  2020,  published  in  the  journal 
Circnlation,  July  27,  2009.” 

Response:  We  appreciate  the 
commenters’  support.  We  note  that  the 
IME  formula  multiplier  is  set  by 
Congress. 

We  are  finalizing  onr  proposal  that 
the  IME  formula  multiplier  for  FY  2013 
be  set  at  1.35,  yvhich  we  estimate  will 
result  in  an  increase  in  IPPS  payments 
of  5.5  percent  for  every  approximately 
10-percent  increase  in  the  hospital’s 
resident-to-bed  ratio. 

2.  Timely  Filing  Requirements  under 
Fee-for-Service  Medicare 

a.  IME  and  Direct  GME 

The  Balanced  Budget  Act  of  1997 
(Pub.  L.  105-33)  amended  sections 
1886(dJ  and  1886(h)  of  the  Act  by 


adding  paragraphs  (d)(ll)  and  (h)(3)(D), 
respectively,  to  establish  payment 
provisions  for  IME  and  direct  GME  costs 
to  hospitals  providing  services  to 
Medicare+Choice  (now  Medicare 
Advantage)  enrollees.  Sections 
1886(d)(ll)  and  1886(h)(3)(D)  of  the  Act 
specify  that  the  Secretary  shall  provide 
for  an  “additional  payment  amount”  for 
services  fnrnished  to  individnals  who 
are  enrolled  in  a  Medicare  Advantage 
plan  under  Medicare  Part  C.  To 
implement  sections  1886(d)(ll)  and 
1886(h)(3)(D)  of  the  Act,  we  issued  two 
final  rules  in  the  Federal  Register  that 
specifically  addressed  IME  and  direct 
GME  payments  to  teaching  hospitals  for 
services  provided  to  Medicare 
Advantage  enrollees  (the  FY  1997  IPPS 
final  rule  (62  FR  46003)  and  the  FY 
1998  IPPS  final  rule  (63  FR  26341)). 
Subsequent  to  the  FY  1998  IPPS  final 
rule,  we  (then  HCFA)  issued  a  Program 
Memorandum  (PM),  A-98-21,  in  July 
1998,  which  outlined  fiscal 
intermediary  and  standard  system 
changes  needed  to  process  reqnests  for 
IME  and  direct  GME  supplemental 
payments  for  services  provided  to 
Medicare  Advantage  enrollees.  The  PM 
explained  that  hospitals  must  submit 
their  Medicare  claims  to  the  fiscal 
intermediary  in  UB-92  format  in  order 
for  the  standard  system  to  process  the 
claims  so  that  hospitals  may  be  paid  the 
supplemental  IME  and  direct  GME 
payments  for  services  provided  to 
Medicare  Advantage  enrollees.  It  was 
always  our  intent  that  the  claims  filing 
requirements  under  42  CFR  Part  424, 
including  the  time  limits  at  42  CFR 
424.44,  fully  applied  to  these  claims 
submissions. 

Existing  §  424.44  of  the  regulations 
contains  the  time  limits  for  filing  all 
Medicare  claims.  In  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  27973), 
we  again  included  a  clarification  that 
the  regulations  governing  time  limits  for 
filing  claims  at  §424.44  apply  to  claims 
submitted  for  IME  and  direct  GME 
payments  associatecFwith  services 
provided  to  Medicare  Advantage 
enrollees.  The  process  that  was 
established  by  PM  A-98-21  is  within 
the  same  framework  of  the  preexisting 
methodology  for  submitting  claims 
under  Medicare  Part  A.  Therefore, 
because  IME  and  direct  GME  payments 
for  services  provided  to  Medicare 
Advantage  enrollees  are  also  made 
under  Medicare  Part  A,  the  same  timely 
filing  reqnirements  that  apply  to  other 
Part  A  claims  for  payments  also  apply 
to  claims  for  IME  and  direct  GME 
payments  for  services  provided  to 
Managed  Advantage  enrollees.  We  also 
clarified  once  again  in  the  proposed  rule 
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that  when  hospitals  submit  claims  for 
ser\'ices  provided  to  Medicare 
Advantage  enrollees  for  additional  IME 
and  direct  GME  payments,  the  hospitals 
must  comply  with  the  regulations 
governing  time  limits  for  filing  claims  at 
§424.44. 

b.  Nursing  and  Allied  Health  Education 

Section  541  of  the  Balanced  Budget 
Refinement  Act  (BBRA)  of  1999  (Pub.  L. 
106-113)  further  amended  section  1886 
of  the  Act  by  adding  subsection  (1)  to 
provide  for  additional  payments  to 
hospitals  that  operate  nursing  or  allied 
health  education  programs  and  incur 
costs  associated  with  services  provided 
to  Medicare+Choice  (now  Medicare 
Advantage)  enrollees.  Section  512  of  the 
Benefits  Improvement  and  Protection 
Act  (BIPA)  (Pub.  L.  106-554)  changed 
the  formula  for  determining  the 
additional  payment  amount  paid  to 
hospitals  that  operate  nursing  or  allied 
health  education  programs  and  incur 
costs  for  ser\'ices  provided  to 
Medicare+Choice  (now  Medicare 
Advantage)  enrollees.  VVe  issued  several 
PMs  (Transmittals  A-00-86  on 
November  22,  2000,  and  A-03-043  on 
May  23,  2003)  to  implement  section  541 
of  the  BBRA  and  section  512  of  the 
BIPA.  We  also  issued  related 
Transmittal  A-03-007  on  February  3, 
2003,  and  Transmittal  A-03-045  on 
May  30,  2003,  to  instruct  hospitals  that 
operate  a  nursing  or  allied  health 
education  program  and  that  qualify  for 
additional  payment  related  to  services 
provided  to  Medicare  Advantage 
enrollees  to  also  submit  those  claims  for 
processing  as  no-pay  bills  in  the  UB-92 
format.  These  transmittals  also 
instructed  hospitals  that  are  not  paid 
under  the  IPPS,  hospitals  with 
rehabilitation  and  psychiatric  units,  and 
hospitals  that  operate  approved  nursing 
or  allied  health  education  programs  (but 
may  not  have  approved  GME  residency 
programs)  to  submit  claims  for  services 
provided  to  Medicare  Advantage 
enrollees  to  their  fiscal  intermediary  in 
UB-92  format  with  specific  condition 
codes  present.  In  the  FY  2013  IPPS/ 
ETCH  PPS  proposed  rule  (77  FR  27973), 
we  clarified  that  the  regulations 
governing  the  time  limits  for  filing 
claims  at  §424.44  also  apply  to  claims 
submitted  for  nursing  or  allied  health 
education  program  payments  for 
services  provided  to  Medicare 
Advantage  enrollees.  • 

c.  Disproportionate  Share  Hospital 
(DSH)  Pay'ments 

On  July  20,  2007,  we  issued  Change 
Request  5647  instructing  applicable 
hospitals  to  submit  no  pay  bills  for  their 
Medicare  Advantage  patients  for  FY 


2007  forward  in  order  for  these  days  to 
be  captured  in  the  DSH  calculation. 
Because  we  issued  this  request  in  the 
middle  of  FY  2007,  we  extended  the 
deadline  for  submission  of  FY  2007  and 
FY  2008  no  pay  Medicare  Advantage 
bills  to  August  31,  2010. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27973),  we 
proposed  to  adopt  a  policy  that 
hospitals  that  are  required  to  submit  no 
pay  bills  for  services  furnished  on  a 
prepaid  capitation  basis  by  a  Medicare 
Advantage  organization,  or  through  cost 
settlement  with  either  a  health 
maintenance  organization  (HMO),  a 
competitive  medical  plan  (CMP),  a 
health  care  prepayment  plan  (HCPP),  or 
a  demonstration,  for  the  purpose  of 
calculating  the  DSH  patient  percentage 
(DPP)  must  also  do  so  within  the  time 
limits  for  filing  claims  specified  at 
§424.44.  In  the  FY  2011  IPPS/LTCH 
PPS  final  rule  (75  FR  50282),  we 
changed  our  methodology  for 
calculating  the  SSI  fraction  of  the  DSH 
adjustment,  in  part,  by  using  claims 
information  that  is  updated  15  months 
after  the  close  of  each  Federal  fiscal 
year.  We  believed  that  allowing  for  a  15- 
month  run-out  period  would  more 
closely  align  the  timing  of  the  match 
process  with  the  requirements  for  the 
timely  submission  of  claims.  As  we 
stated  in  that  final  rule,  hospitals  may 
not  have  an  incentive  to  submit  no  pay 
bills  in  as  timely  a  manner  as  they 
would  for  fee-for-service  claims.  In 
order  to  ensure  that  no  pay  claims  are 
properly  incorporated  into  the  DSH 
calculation,  in  the  FY  2013  IPPS/LTCH 
PPS  propo.sed  rule  (77  FR  27973),  we 
proposed  to  extend  our  rules  regarding 
the  timely  submission  of  claims  to  no 
pay  bills  submitted  for  the  purposes  of 
calculating  the  DPP. 

We  proposed  to  revise  the  regulations 
at  §424.30  to  (1)  clarify  our  existing 
policy  that  hospitals  must  file  timely 
claims  in  order  to  receive  supplemental 
IME,  direct  GME,  and/or  nursing  or 
allied  health  education  payments  for 
Medicare  Advantage  enrollees  and  (2) 
propose  that  hospitals  that  are  required 
to  submit  no  pay  bills  for  the  purpose 
of  calculating  the  DPP  must  also  follow 
the  time  limits  for  filing  claims. 

d.  Summary  of  Public  Comments,  Our 
Responses,  and  Final  Policies 

Comment:  Two  commenters  stated 
that,  although  it  is  more  time  consuming 
to  submit  no  pay  bills,  it  is  reasonable 
to  apply  the  same  timely  filing 
requirements  to  no  pay  bills  for 
supplemental  direct  GME,  IME,  nursing 
and  allied  health  education,  and  DSH 
payments  that  are  applied  to  other 
Medicare  Part  A  claims. 


Response:  We  appreciate  the 
commenters’  support. 

Comment:  Several  commenters 
specifically  addressed  the  clarification 
concerning  the  timely  filing 
requirements  that  need  to  be  met  to 
receive  supplemental  IME  and  direct 
GME  payments  for  Medicare  Advantage 
enrollees.  The  commenters  asked  that 
CMS  recognize  that  there  are  nuances 
related  to  shadow  billing  and  that 
“inherent  complexities”  can  delay  the 
processing  of  these  claims.  The 
commenters  requested  CMS  to  include 
in  the  final  rule  “*  *  *  an  estimate  of 
the  administrative  and  cost  burdens  to 
hospitals  that  result  from  the 
requirement  to  file  a  second  shadow  bill 
for  each  Medicare  managed  care 
discharge.”  The  commenters  also  urged 
CMS  to  recognize  that  the  policy  related 
to  GME  payments  is  a  new  rule  rather 
than  a  clarification  of  existing  policv. 

Response:  We  do  not  agree  with  the 
commenters  that  the  clarification  related 
to  the  timely  filing  requirements  for 
supplemental  direct  GME  and  IME 
payments  is  a  new  rule  as  opposed  to  a 
clarification.  As  noted  earlier  in  this 
preamble  and  in  the  proposed  rule  (77 
FR  27973),  to  implement  sections 
1886(d)(ll)  and  1886(h)(3)(D)  of  the 
Act.  which  provide  for  an  “additional 
paymefTt  amount”  for  services  furnished 
to  individuals  who  are  enrolled  in  a 
Medicare  Advantage  plan  under 
Medicare  Part  C,  we  issued  two  final 
rules  in  the  Federal  Register  that 
specifically  addressed  IME  and  direct 
GME  payments  to  teaching  hospitals  for 
services  provided  to  Medicare 
Advantage  enrollees  (the  FY  1997  IPPS 
final  rule  (62  FR  46003)  and  the  FY 
1998  IPPS  final  rule  (63  FR  26341)).  In 
addition,  in  July  1998,  we  (then  HCFA) 
issued  a  Program  Memorandum  (PM), 
A-98-21,  which  outlined  fiscal 
intermediary  and  standard  system 
changes  needed  to  process  requests  for 
IME  and  direct  GME  supplemental 
payments  for  services  provided  to 
Medicare  Advantage  enrollees.  The  PM 
explained  that  hospitals  must  submit 
their  Medicare  claims  to  the  fiscal 
intermediary  in  UB-92  format  in  order 
for  the  standard  system  to  process  the 
claims  so  that  hospitals  may  be  paid  the 
supplemental  IME  and  direct  GME 
payments  for  services  provided  to 
Medicare  Advantage  enrollees.  All 
claims  submitted  in  UB-92  format  are 
subject  to  the  timely  filing  regulations  at 
§424.44.  Therefore,  in  accordance  with 
PM  A-98-21,  UB-92  claims  submitted 
on  behalf  of  Medicare  Advantage 
enrollees  have  always  been  subject  to 
the  timely  filing  regulations  at  §424.44. 
In  this  final  rule,  as  we  did  in  the 
proposed  rule,  we  are  clarifying  that  in 
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order  for  a  hospital  to  receive 
supplemental  direct  GME,  IME,  and/or 
nursing  and  allied  health  payments  for 
Medicare  Advantage  enrollees,  it  must 
follow  the  regulations  governing  time 
limits  for  filing  claims  at  §424.44. 

In  response  to  the  commenters  who 
requested  an  estimate  of  the 
administrative  and  cost  burden 
associated  with  the  submission  of  a  no 
pay  bill  for  Medicare  Advantage 
enrollees,  the  requirement  for  hospitals 
to  follow  the  timely  filing  requirements 
in  order  to  receive  supplemental  direct 
GME,  IME,  and/or  nursing  and  allied 
health  education  payments  for  Medicare 
Advantage  enrollees  is  a  clarification 
and  not  a  new  policy  proposal.  Because 
we  are  clarifying  this  requirement  rather 
than  implementing  a  new  requirement, 
we  have  concluded  that  there  is  no  new 
cost  or  administrative  burden  associated 
with  this  requirement. 

Comment:  One  commenter  asserted 
that  the  policy  of  treating  the 
submission  of  Part  G  claims  for 
purposes  of  calculating  direct  GME  and 
IME  payments  as  subject  to  the  Part  A 
regulations  regarding  timely  filing 
constituted  a  substantive  rule,  rather 
than  an  interpretive  rule.  As  a  result,  the 
commenter  stated  that  CMS  could  not 
have  imposed  this  requirement  without 
first  undertaking  rulemaking,  and,  thus, 
it  was  inappropriate  for  CMS  to  attempt 
to  clarify  this  policy  in  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule.  The 
commenter  noted  that  this  argument 
had  also  been  raised  in  Loma  Linda  v. 
Sebelius  (D.D.C.  (2010)). 

Response:  We  disagree.  As  a 
preliminary  matter,  we  note  that  this 
issue  was  not  addressed  directly  in  the 
court’s  decision  in  Loma  Linda  v. 
Sebelius  because  the  case  was  decided 
on  other  grounds.  Furthermore,  as 
discussed  in  more  detail  above,  IME  and 
direct  GME  payments  for  services 
provided  to  Medicare  Advantage 
enrollees  are  made  under  Medicare  Part 
A.  It  has  always  been  CMS’  intent  that 
the  claims  filing  requirements  under  42 
CFR  part  424,  including  the  time  limits 
at  42  CFR  424.44,  apply  to  those  claims. 
Thus,  we  continue  to  believe  it  was 
appropriate  for  CMS  to  characterize  the 
discussion  in  the  proposed  rule  as  a 
clarification  of  an  existing  policy,  rather 
than  as  a  new  proposal. 

After  consideration  of  the  public 
comments  we  received,  in  this  final 
rule,  we  are  restating  our  clarifications 
that  when  hospitals  submit  claims  for 
services  provided  to  Medicare 
Advantage  enrollees  for  additional  IME 
and  direct  GME  payments,  and  for 
claims  for  nursing  or  allied  health 
education  program  payments,  the 
hospital  must  comply  with  the 


regulations  governing  time  limits  for 
filing  claims  at  §424.44.  In  addition,  we 
are  finalizing  our  proposal  that  hospitals 
that  are  required  to  submit  no  pay  bills 
for  the  purpose  of  calculating  the  DPP 
must  also  follow  the  time  limits  for 
filing  claims,  and  the  proposed 
amendments  to  the  regulations  at 
§424.30  to  incorporate  these 
requirements.  Further,  in  this  final  rule, 
we  are  making  minor  technical  revisions 
to  the  regulations  at  §  424.30  in  order  to 
further  clarify  the  claims  submission 
requirements. 

3.  Other  Related  Policy  Ghanges 

In  sections  IV.F.  and  IV.I.  of  the 
preamble  of  the  FY  2013  IPPS/LTGH 
PPS  proposed  rule,  we  present  other 
proposed  policy  changes  relating  to 
determining  labor  and  delivery  bed 
counts  for  purposes  of  the  DSH  payment 
adjustment  and  relating  to  determining 
FTE  resident  caps  for  direct  GME  and 
IME  payment  purposes  that  would  have 
an  effect  on  the  IME  payment 
adjustment.  We  refer  readers  to  these 
same  two  sections  of  the  preamble  of 
this  final  rule  where  we  address  any 
public  comments  received  and  present 
the  final  policies. 

F.  Payment  Adjustment  for  Medicare 
Disproportionate  Share  Hospitals 
(DSHs)  and  Indirect  Medical  Education 
(IME)  (§§412.105  and  412.106) 

1.  Backgroufid 

For  the  most  recent  background 
discussion  regarding  the  Medicare 
payment  adjustment  for  subsection  (d) 
hospitals  that  serve  a  significantly 
disproportionate  number  of  low-income 
patients,  we  refer  readers  to  the  FY  2012 
IPPS/LTGH  PPS  final  rule  (76  FR 
51681). 

As  we  did  in  the  FY  2012  IPPS/LTGH 
PPS  final  rule,  we  are  combining,  under 
section  IV.F.2.  of  this  preamble,  our 
discussion  of  FY  2013  proposed  and 
final  changes  to  the  policies  for 
counting  beds  in  relation  to  the 
calculations  for  the  IME  adjustment  at 
§  412.105(b)  and  the  DSH  payment 
adjustment  at  §412.106(a)(l)(i)  because 
the  underlying  concepts  are  similar,  and 
we  believe  they  should  generally  be 
interpreted  in  a. consistent  manner  for 
both  purposes. 

2.  Policy  Change  Relating  to  Treatment 
of  Labor  and  Delivery  Beds  in  the 
Calculation  of  the  Medicare  DSH 
Payment  Adjustment  and  the  IME 
Payment  Adjustment 

a.  Background 

Medicare’s  policy  with  respect  to  the 
treatment  of  labor  and  delivery  services 
in  the  calculation  of  the  Medicare  DSH 


payment  adjustment  has  undergone  a 
number  of  changes  over  the  years.  (We 
refer  readers  to  the  background 
discussion  regarding  these  policy 
changes  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  final  rule  (74  FR  43899 
through  43901)).  The  most  recent 
change  in  policy  was  adopted  in  the  FY 
2010  IPPS/RY  2010  LTCH  PPS  final 
rule.  Prior  to  FY  2010,  our  policy  was 
to  exclude  from  the  count  of  inpatient 
days,  for  purposes  of  the  Medicare  DSH 
calculation,  labor  and  delivery  patient 
days  associated  with  beds  used  for 
ancillary  labor  and  delivery  services 
when  the  patient  did  not  occupy  a 
routine  bed  prior  to  occupying  an 
ancillary  labor  and  delivery  bed.  This 
policy  applied  whether  the  hospital 
maintained  separate  labor  and  deliverv 
rooms  and  postpartum  rooms,  or 
whether  it  maintained  “maternity 
suites”  in  which  labor,  delivery,  and 
postpartum  services  all  occurred  in  the 
same  bed.  However,  in  the  latter  case, 
patient  days  were  counted 
proportionally  based  on  the  proportion 
of  (routine/ancillary)  services  furnished. 
(We  refer  readers  to  the  example 
provided  in  the  FY  2004  IPPS  final  rule 
(68  FR  45420)  that  describes  how 
routine  and  ancillary  days  are  allocated 
under  this  policy.) 

In  the  FY  2010  IPPS/RY  2010  LTGH 
PPS  final  rule,  we  revised  our 
regulations  to  include  in  the 
disproportionate  patient  percentage 
(DPP)  of  the  Medicare  DSH  payment 
adjustment  all  patient  days  associated 
with  patients  occupying  labor  and 
delivery  beds  once  the  patieni  has  been 
admitted  to  the  hospital  as  an  inpatient, 
regardless  of  whether  the  patient  days 
are  associated  with  patients  who 
occupied  a  routine  bed  prior  to 
occupying  an  ancillary  labor  and 
delivery  bed.  Our  rationale  for  adopting 
this  change  was  that  the  costs  associated 
with  labor  and  delivery  patient  days  are 
generally  payable  under  the  IPPS. 
Although  we  adopted  this  change  with 
respect  to  labor  and  delivery  patient 
days,  we  did  not  make  a  similar  change 
to  our  policy  for  counting  hospital  beds. 

b.  Policy  Ghange 

As  we  stated  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51682),  our 
policy  for  counting  hospital  beds  is  to 
include  bed  days  available  for  IPPS- 
level  acute  care  hospital  services.  In  the 
FY  2004  IPPS  final  rule  (68  FR  45417), 
we  stated  that  beds  in  a  particular  unit 
would  be  considered  available  for  IPPS- 
level  acute  care  hospital  services  if  the 
services  furnished  in  that  unit  were 
generally  payable  under  the  IPPS. 
Moreover,  as  stated  above,  our  policy  for 
counting  patient  days  with  respect  to 
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the  Medicare  DSH  payment  adjustment 
is  to  include  patient  days  in  units  that 
provide  services  that  are  generally 
payable  under  the  IPPS.  Under  our 
current  policy,  the  services  furnished  to 
a  labor  and  delivery  patient  are 
considered  to  be  generally  payable 
under  the  IPPS  (74  FR  43900)'. 

We  recognize  that,  under  our  current 
policy,  while  the  services  furnished  to 
a  labor  and  delivery  patient  are 
considered  to  be  generally  payable 
under  the  IPPS,  under  §  412.105(b)(4), 
the  bed  where  the  services  are  furnished 
is  not  considered  to  be  available  for 
IPPS-level  acute  care  hospital  services. 

As  we  discussed  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  27974 
through  27975),  upon  further 
examination  of  our  existing  policies,  we 
believe  that  if  a  patient  day  is  counted 
because  the  services  furnished  are 
generally  payable  under  the  IPPS,  the 
bed  in  which  the  services  were 
furnished  should  also  be  considered  to 
be  available  for  IPPS-level  acute  care 
hospital  services.  Accordingly,  we 
believe  it  is  appropriate  to  extend  our 
current  approach  of  including  labor  and 
delivery  patient  days  in  the  DPP  of  the 
Medicare  DSH  payment'adjustment  to 
our  rules  for  counting  hospital  beds  for 
purposes  of  both  the  IMF  payment 
adjustment  and  the  Medicare  DSH 
payment  adjustment.  Specifically, 
because  we  have  described  labor  and 
delivery  patient  days  as  being  generally 
payable  under  the  IPPS  (74  FR  43900), 
we  believe  that  the  bed  in  which  such 
services  are  furnished  should  also  be 
considered  to  be  available  for  IPPS-level 
acute  care  hospital  services,  and  should 
be  included  in  the  count  of  beds 
available  for  IPPS-level  acute  care 
hospital  services.  The  rules  for  counting 
hospital  beds  for  purposes  of  the  IME 
payment  adjustment  are  codified  in  the 
IME  regulations  at  §  412.105(b),  which 
are  cross-referenced  in  §  412.106(a)(l)(i) 
for  purposes  of  determining  the  DSH 
payment  adjustment. 

in  light  of  the  similar  poligy  rationales 
for  determining  patient  days  in  the 
calculation  of  the  Medicare  DSH 
payment  adjustment,  and  for 
determining  bed  days  for  both  the 
Medicare  DSH  payment  adjustment  and 
the  IME  payment  adjustment,  we 
proposed  to  include  labor  and  delivery 
bed  days  in  the  count  of  available  beds 
used  in  the  IME  and  DSH  calculations. 
Moreover,  we  stated  that  our  proposal  to 
treat  labor  and  delivery  patient  days  and 
bed  days  the  same  is  consistent  with  our 
approach  with  respect  to  the 
observation,  swing-bed,  and  hospice 
days,  which  are  excluded  from  both  the 
patient  day  count  and  the  available  bed 
count.  Accordingly,  we  proposed  to 


revise  the  regulations  at  §  412.105(b)(4) 
to  remove  Irom  the  list  of  currently 
excluded  beds  those  beds  associated 
with  “ancillary  labor/delivery  services.” 
We  proposed  that  this  regulation  change 
w^ould  be  effective  for  cost  reporting 
periods  beginning  on  or  after  October  1, 
2012. 

As  we  noted  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  final  rule  (74  FR 
43900),  our  policy  for  counting  labor 
and  delivery  patient  days  does  not  allow' 
for  the  inclusion  of  days  of  labor  and 
delivery  patients  who  are  not  admitted 
to  the  hospital  as  inpatients.  For 
example,  if  a  woman  presents  at  a 
hospital  for  labor  and  delivery  services, 
but  is  determined  by  medical  staff  to  be 
in  false  labor  and  is  sent  home  without 
ever  being  admitted  to  the  hospital  as  an 
inpatient,  any  days  associated  with  such 
services  furnished  by  the  hospital 
w'ould  not  be  included  in  the  DPP  for 
purposes  of  the  calculation  of  the 
Medicare  DSH  payment  adjustment.  For 
the  same  reason,  days  on  which  labor 
and  delivery  beds  are  used  for  such 
serv'ices  also  would  be  excluded  from 
the  count  of  available  bed  days. 

Comment:  A  number  of  commenters 
stated  that  the  current  discrepancy  in 
the  treatment  of  labor  and  delivery  for 
purposes  of  the  patient  day  count  and 
the  bed  day  count  is  appropriate 
because  labor  and  delivery  services  are 
typically  not  paid  for  by  the  Medicare 
program.  The  commenters  further  stated 
that,  to  the  extent  Medicare  does  pay  for 
labor  and  delivery  services,  the 
Medicare  program  only  pays  for  1 
percent  of  all  hirths  in  the  United  States, 
as  opposed  to  Medicaid,  which, 
according  to  the  National  Bureau  of 
Economic  Research,  pays  for  41  percent 
of  all  births  in  the  country.  The 
commenters  also  stated  that  the  low' 
volume  of  Medicare  labor  and  delivery 
patients  justifies  excluding  labor  and 
delivery  beds  from  a  hospital’s  bed 
count  for  purposes  of  determining  a 
hospital’s  qualification  for  status  as  an 
MDH. 

Response:  As  we  stated  in  the  FY 
2010  IPPS/RY  2010  LTCH  PPS  final  rule 
(74  FR  43900),  we  believe  that  the  costs 
associated  with  services  provided  in  a 
labor  and  delivery  room  are  generally 
payable  under  the  IPPS.  The  volume  of 
labor  and  delivery  services  paid  under 
the  Medicare  program,  regardless  of 
whether  it  is  as  low'  as  asserted  by  the 
commenters,  does  not  alter  the  fact  that 
patients  receiving  these  services  are 
inpatients  who  are  receiving  an  IPPS- 
level  of  care,  w'hether  or  not  paid  under 
the  Medicare  program.  A  policy  to 
exclude  beds  from  a  hospital’s  number 
of  available  beds  based  on  the  volume 
of  services  paid  for  by  Medicare  would 


create  unpredictability  with  respect  to 
the  DSH  and  IME  payment  adjustments 
and  could  impose  an  undue  burden  on 
the  agency  and  hospitals  to  monitor  the 
volume  of  individual  services  to 
determine  appropriate  exclusions. 

Comment:  Commenters  pointed  to 
CMS’  current  policy  with  respect  to 
nursery  days.  Specifically,  the 
commenters  noted  that,  under  CMS’ 
current  policy,  patient  stays  in  a 
newborn  nursery  unit  are  included  in 
the  patient  day  count  for  purposes  of  the 
DSH  calculation  but  are  excluded  from 
the  DSH  and  IME  bed  counts.  The 
commenters  believed  that  this 
distinction  is  appropriate  and,  therefore, 
believed  it  would  be  appropriate  for 
CMS  to  take  a  similar  approach  with 
respect  to  labor  and  deliverv  days. 

Response:  As  we  stated  above,  we 
believe  inconsistencies  between  the 
patient  day  policies  and  the  bed  count 
policies  are  generally  an  inappropriate 
approach  for  implementing  the  DSH  and 
IME  payment  adjustments.  We 
appreciate  the  commenters’  pointing  out 
the  potential  inconsistency  with  respect 
to  the  treatment  of  newborn  nursery 
units.  We  will  review'  our  current 
approach  to  newborn  nursery  units  and 
will  consider  addressing  this  issue  in 
future  rulemaking. 

Comment:  Commenters  expressed 
concern  that  the  Medicare  hospital  cost 
report  and  the  cost  reporting 
•instructions  would  need  to  be  amended 
to  implement  the  policy  proposal. 
Specific^ly,  the  commenters  noted  that 
the  current  definition  of  a  labor  and 
delivery  bed  on  the  cost  report  is 
inconsistent  with  CMS’  policy  proposal. 
The  commenters  also  stated  that  the 
current  hospital  cost  report  does  not 
allow  for  hospitals  to  report  excluded 
labor  and  delivery  bed  days  such  as  an 
outpatient  bed  day  in  a  labor  and 
delivery  room. 

Response:  We  appreciate  the 
commenters’  information  regarding  the 
need  for  changes  to  the  Medicare 
hospital  cost  report  and  the  cost 
reporting  instructions.  We  plan  to 
amend  the  cost  reporting  instructions  to 
reflect  our  finalized  change  in  policy 
and  to  allow  for  the  proper  reporting  of 
labor  and  delivery  bed  days. 

Comment:  A  number  of  commenters 
requested  additional  clarity  regarding 
beds  that  would  be  included  in  the  bed 
count.  Specifically,  the  commenters 
asked  if  “maternity  suites”  in  which 
labor,  delivery,  and  postpartum  services 
all  occur  in  the  same  bed  would  be 
counted  and  if  so  whether  the  bed  count 
would  be  split  in  the  same  manner  that 
costs  are  split  for  apportionment 
purposes.  The  commenters  also 
expressed  confusion  regarding  hospitals 
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that  maintain  separate  labor  and 
delivery  rooms  and  postpartum  rooms. 
The  commenters  stated  that,  in  these 
situations,  providers  are  concerned  that 
including  the  ancillary  beds  would 
result  in  a  “double  counting”  of  beds. 
Additionally,  the  commenters  asked 
CMS  to  specifically  identify  whether 
certain  beds,  such  as  triage  labor  and 
delivery  beds  used  for  preadmission 
evaluation  and  assessment,  are  to  be 
included  in  the  bed  count.  In  addition 
to  expressing  confusion  about  CMS’ 
proposal,  the  commenters  stated  that 
they  believed  labor  and  delivery  beds 
should  not  be  counted  if  they  are  not 
licensed  as  routine  beds. 

Response:  As  stated  above,  our  policy 
is  to  include  in  the  bed  count  the  bed 
days  available  for  IPPS-level  acute  care 
services,  or  more  specifically,  the  bed 
days  of  a  particular  unit  if  the  services 
furnished  in  that  unit  are  generally 
payable  under  the  IPPS.  \Ve  do  not 
consider  whether  a  bed  is  licensed 
under  State  law  as  a  routine  or  ancillary 
bed,  but  rather  whether  the  unit  in 
which  the  bed  is  located  is  providing 
services  generally  payable  under  the 
IPPS.  To  the  extent  that  the  beds  in  a 
particular  unit,  whether  maternity  suite 
beds  or  ancillary  labor  and  delivery 
beds,  are  furnishing  services  that  are 
generally  payable  under  the  IPPS,  such 
beds  should  be  included  in  the  bed 
count  under  our  proposal.  Furthermore, 
as  stated  in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27974  through 
27975),  the  bed  days  of  a  patient  not 
admitted  as  an  inpatient  are  not 
included  in  a  hospital’s  bed  count. 
Because  our  proposal  is  intended  to 
align  our  patient  day  and  bed  day 
policies,  we  also  refer  readers  to  our 
discussion  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  final  rule  (74  FR  43899 
through  43901)  for  further  information 
regarding  our  policy  on  counting  labor 
and  delivery  patient  days. 

We  also  (30  not  share  the  commenters’ 
concern  regarding  the  “double 
counting”  of  bed  days  for  the  IME  and 
DSH  payment  adjustments.  Under  our 
existing  policies,  we  include  all  beds  in 
a  unit  that  is  providing  services  that  are 
generally  payable  under  the  IPPS 
because  we  believe  such  beds  to  be 
available  for  IPPS-level  acute  care 
hospital  services.  Therefore,  unoccupied 
ancillary  labor  and  delivery  beds  would 
still  be  included  in  a  hospital’s  bed 
count  under  our  proposal  because  they 
are  available  for  IPPS-level  acute  care 
hospital  services. 

Comment:  Commenters  noted  that 
currently  the  Medicare  hospital  cost 
report  does  ncDt  allow  for  labor  and 
delivery  patient  days  to  be  counted  in 
the  direct  GME  patient  load.  The 


commenters  believed  that,  because  these 
patient  days  are  considered  inpatient 
days,  they  should  be  considered  a 
patient  day  for  purposes  of  allocating 
costs  for  direct  GME. 

Response:  We  thank  the  commenters 
for  bringing  this  issue  to  the  agency’s 
attention.  We  will  undertake  a  further 
review  to  determine  if  it  is  necessary  to 
make  any  changes  to  the  way  patient 
days  are  reported  on  the  cost  report,  and 
whether  those  patient  days  should  be 
included  or  excluded  from  the 
calculation  of  the  Medicare  patient  load. 

Comment:  One  commenter  requested 
that  CMS  begin  implementation  of  the 
Affordable  Care  Act  amendments  to  the 
DSH  payment  adjustment  provisions  of 
the  Act  through  this  rulemaking. 

Response:  We  believe  that  this 
comment  is  outside  of  the  scojje  of  the 
FY  2013  proposed  rule.  The  statutory 
changes  made  by  the  Affordable  Care 
Act  relating  to  tbe  DSH  payment 
adjustment  do  not  go  into  effect  in  FY 
2013  and  were  not  addressed  in  the  FY 
2013  proposed  rule. 

Comment:  Commenters  expressed 
concern  about  the  impact  of  our 
proposal  on  the  calculation  of 
transitional  corridor  payments  under 
the  OPPS  for  SCHs.  The  commenters 
noted  that  the  outpatient  hold  harmless 
payments  are  derived  by  comparing 
Medicare  payments  to  adjusted 
Medicare  costs.  Because  these  payments 
and  costs  do  not  reflect  costs  associated 
with  labor  and  delivery  beds,  the 
commenters  stated  that  they  believe 
these  costs  should  not  count  toward 
determining  whether  a  hospital  qualifies 
for  hold  harmless  payments  under  the 
OPPS. 

Response:  We  agree  with  the 
commenters  that  the  revision  to  the 
regulations  at  §  412.105(b)(4)  to  remove 
from  the  list  of  currently  excluded  beds 
those  beds  associated  with  “ancillary 
labor/delivery  services”  could  impact 
the  qualification  of  certain  hospitals  for 
hold  harmless  payments  under  the 
OPPS,  Under  section  3002  of  the  Middle 
Class  Tax  Relief  and  Job  Creation  Act  of 
2012  (Pub.  L.  112-96),  temporary 
outpatient  hold  harmless  payments  to 
small  rural  hospitals,  small  SCHs,  and 
small  Essential  Access  Community 
Hospitals  (EACHs)  are  extended  through 
the  end  of  CY  2012.  Under  the  hold 
harmless  provisions  at  §  419.70(d), 
hospitals  that  have  100  or  fewer  beds,  as 
defined  in  §412.1 05(b),  may  result  in 
bed  counts  for  hospitals  currently 
eligible  for  OPPS  hold  harmless 
payments  going  above  the  100-bed  limit. 
However,  we  do  not  agree  with  the 
commenters  that  labor  and  delivery 
beds  should  be  excluded  from  the  bed 
count  under  §  412. 105(b)  as  it  applies  to 


the  qualification  for  OPPS  hold 
harmless  payments.  Rather,  we  believe 
that  it  is  appropriate  to  continue  to 
determine  hospital  size  with  regard  to 
OPPS  hold  harmless  eligibility  based  on 
the  hospital’s  bed  count  as  determined 
under  §  412.105(b)(4). 

After  consideration  of  the  public 
comments  we  received,  we  are  adopting 
our  proposed  policy  without 
modification.  In  summary,  we  are 
revising  the  regulations  at 
§  412.105(b)(4)  to  remove  from  the  list  of 
currently  excluded  beds  those  beds 
associated  with  “ancillary  labor/ 
delivery  services.” 

G.  Expiration  of  the  Medicare- 
Dependent,  Small  Rural  Hospital  (MDH) 
Program  ( §412.108) 

Under  current  law,  separate  special 
payment  protections  are  provided  to  a 
Medicare-dependent,  small  rural 
hospital  (MDH)  under  the  IPPS  through 
the  end  of  FY  2012.  (For  additional 
information  on  the  MDH  program  and 
the  payment  methodology,  we  refer 
readers  to  the  FY  2012  IPPS/LTCH  PPS 
final  rule  (76  FR  51683  through  51684.) 
The  provisions  for  MDHs  at  section 
1886(d)(5)  of  the  Act  expire  at  the  end 
of  FY  2012  (that  is,  with  discharges 
occurring  on  September  30,  2012).  As 
we  discussed  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule,  section  3124  of  the 
Affordable  Care  Act  extended  the  MDH 
program  from  the  end  of  FY  2011  (that 
is,  for  discharges  occurring  before 
October  1,  2011)  to  the  end  of  FY  2012 
(that  is,  for  discharges  occurring  before 
October  1,  2012).  Under  prior  law,  as 
specified  in  section  5003(a)  of  Public 
Law  109-171  (DRA  2005),  the  MDH 
program  was  to  be  in  effect  through  the 
end  of  FY  2011  only.  Section  3124(a)  of 
the  Affordable  Care  Act  amended 
sections  1886(d)(5)(G)(i)  and 
1886(d)(5)(G)(ii)(II)  of  the  Act  to  extend 
the  MDH  program  and  payment 
methodology  from  the  end  of  FY  2011 
to  the  end  of  FY  2012,  by  striking 
“October  1,  2011”  and  inserting 
“October  1,  2012”.  Section  3124(b)  of 
the  Affordable  Care  Act  also  made 
conforming  amendments  to  sections 
1886(b)(3)(D)  and  1886(b)(3)(D)(iv)  of 
the  Act.  Section  3124(b)(2)  of  the 
Affordable  Care  Act  also  amended 
section  13501(e)(2)  of  OBRA  1993  to 
extend  the  provision  permitting 
hospitals  to  decline  reclassification 
through  FY  2012.  In  the  FY  2011  IPPS/ 
LTCH  PPS  final  rule  (75  FR  50287  and 
50414),  we  amended  the  regulations  at 
§  412.108(a)(1)  and  (c)(2)(iii)  to  reflect 
the  statutory  extension  of  the  MDH 
program  through  FY  2012.  In  the  FY 
2012  IPPS/LTCH  PPS  final  rule  (76  FR 
51683  through  51684),  we  did  not  make 
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any  additional  changes  to  the  MDH 
regulatory  text  for  FY  2012. 

Because  the  MDH  program  is  not 
authorized  by  statute  beyond  FY  201 2^ 
beginning  in  FY  2013,  all  hospitals  that 
previously  qualified  for  MDH  status  will 
no  longer  have  MDH  status  and  will  be 
paid  based  on  the  Federal  rate.  (We  note 
that,  in  section  IV.B.3.  of  this  preamble, 
we  are  finalizing  our  proposal  to  revise 
our  SCH  policies  to  allow  MDHs  to 
apply  for  SCH  status  and  be  paid  as 
such  under  certain  proposed  conditions, 
following  expiration  of  the  MDH 
program.)  For  the  FY  2013  impact  of  the 
expiration  of  the  MDH  program  at  the 
-  end  of  FY  2012,  we  refer  readers  to 
section  I.G.2.j.  of  Appendix  A  to  this 
final  rule. 

Comment:  Several  commenters 
expressed  concern  with  the  expiration 
of  the  MDH  program,  citing  serious 
detrimental  effects  that  would  result  to 
patients,  hospitals,  and  communities. 

The  commenters  strongly  encouraged, 
the  continuation  of  the  MDH  program. 

Response:  The  MDH  .program,  which 
provides  special  treatment  of  and 
payment  to  small,  rural.  Medicare- 
dependent  hospitals,  was  authorized  by 
statute.  In  order  for  the  MDH  program 
to  continue,  or  in  order  to  reinstate  it 
once  it  expires,  legislation  is  required. 
CMS  does  not  have  the  authority, 
without  statutory  provision,  to  continue 
the  MDH  program. 

H.  Changes  in  the  Inpatient  Hospital 
Update 

I.  FY  2013  Inpatient  Hospital  Update 

In  accordance  with  section 
1886(b)(3)(B)(i)  of  the  Act,  each  year  we 
update  the  national  standardized 
amount  for  inpatient  operating  costs  by 
a  factor  called  the  “applicable 
percentage  increase.”  Prior  to  enactment  _ 
of  the  Affordable  Care  Act,  section 
1886(b)(3)(B)(i)(XX)  of  the  Act  set  the 
applicable  percentage  increase  equal  to 
the  rate-of-increase  in  the  hospital 
market  basket  for  subsection  (d) 
hospitals  (hereafter  referred  to  as  “IPPS 
hospitals”)  in  all  areas,  subject  to  the 
hospital  submitting  quality  information 
under  rules  established  by  the  Secretary 
in  accordance  with  section 
1886(b)(3)(B)(viii)  of  the  Act.  For 
hospitals  that  did  not  provide  these 
data,  the  update  was  equal  to  the  market 
basket  percentage  increase  less  an 
additional  2.0  percentage  points.  The 
update  for  the'  hospital-specific  rates  for 
SCHs  is  set  by  section  1886(b)(3)(B)(iv) 
of  the  Act  as  discussed  further  below. 

Section  1886(b)(3)(B)  of  the  Act,  as 
amended  by  sections  3401(a)  and 
10319(a)  of  the  Affordable  Care  Act,  sets 
the  applicable  percentage  increase 


under  the  IPPS  for  FY  2013  as  equal  to 
the  rate-of-increase  in  the  hospital 
market  basket  for  IPPS  hospitals  in  all 
areas  (which  is  currently  based  on  a 
forecast  of  the  FY  2006-based  IPPS 
market  basket),  subject  to  a  reduction  of 
2.0  percentage  points  if  the  hospital  fails 
to  submit  quality  information  under 
rules  established  by  the  Secretary  in 
accordance  with  section 
1886(b)(3)(B)(viii)  of  the  Act,  and  then 
subject  to  an  adjustment  based  on 
changes  in  economy-wide  productivity 
(the  multifactor  productivity  (MFP) 
adjustment),  and  an  additional 
reduction  of  0.1  percentage  point. 
Sections  1886(b)(3)(B)(xi)  and 
(b)(3)(B)(xii)  of  the  Act,  as  added  by 
section  3401(a)  of  the  Affordable  Care 
Act,  state  that  application  of  the  MFP 
adjustment  and  the  additional  FY  2013 
adjustment  of  0.1  percentage  point  may 
result  in  the  applicable  percentage 
increase  being  less  than  zero. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27975  and  27976), 
we  stated  that,  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51689 
through  51692),  we  finalized  our 
methodology  for  calculating  and 
applying  the  MFP  adjustment.  We  also 
stated  in  the  proposed  rule  that,  for  FY 
2013,  we  were  not  proposing  to  make 
any  change  in  our  methodology  for 
calculating  and  applying  the  MFP 
adjustment.  Similar  to  the  market  basket 
increase,  we  are  using  the  most  recent 
data  available  for  this  final  rule  to 
compute  the  MFP  adjustment.  Using  the 
methodology  that  we  finalized  in  the  FY 
2012  IPPS/LTCH  PPS  final  rule  (76  FR 
51690),  in  accordance  with  section 
1886(b)(3)(B)  of  the  Act,  as  amended  by 
section  3401(a)  of  the  Affordable  Care 
Act,  in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27975),  based  on 
IHS  Clobal  Insight,  Inc.’s  (Id’s)  first 
quarter  2012  forecast  of  multifactor 
productivity  (MFP),  we  proposed  an 
MFP  adjustment  (the  10-year  moving 
average  of  MFP  for  the  period  ending  FY 
2013)  of  0.8  percent. 

Consistent  with  current  law,  and 
based  on  Id’s  first  quarter  2012  forecast 
of  the  FY  2013  market  basket  increase, 
we  proposed  an  applicable  percentage 
increase  to  the  FY  2013  operating 
standardized  amount  of  2.1  percent  (that 
is,  the  FY  2013  estimate  of  the  market 
basket  rate-of-increase  of  3.0  percent 
less  an  adjustment  of  0.8  percentage 
points  for  economy-wide  productivity 
(the  MFP  adjustment)  and  less  0.1 
percentage  point)  for  hospitals  in  all 
areas,  provided  the  hospital  submits 
quality  data  in  accordance  with  our 
rules.  For  hospitals  that  do  not  submit 
quality  data,  we  proposed  an  applicable 
percentage  increase  to  the  operating 


standardized  amount  of  0.1  percent  (that 
is,  the  FY  2013  estimate  of  the  market 
basket  rate-of-increase  of  3.0  percent, 
less  2.0  percentage  points  for  failure  to  * 
submit  quality  data,  less  an  adjustment 
of  0.8  percentage  points  for  economy¬ 
wide  productivity,  and  less  an 
additional  adjustment  of  0.1  percentage 
point).  In  the  proposed  rule,  we  stated 
that  if  more  recent  data  are  subsequently 
available  (for  example,  a  more  recent 
estimate  of  the  market  basket  and  MFP 
adjustment),  we  would  use  such  data,  if 
appropriate,  to  determine  the  FY  2013 
market  basket  update  and  MFP 
adjustment  in  the  final  rule. 

We  did  not  receive  any  public 
comments  on  these  proposals  to 
implement  the  applicable  percentage 
increase.  For  this  final  rule,  using  the 
most  recent  data  available,  consistent 
with  current  law,  and  based  on  Id’s 
second  quarter  2012  forecast  of  the  FY 
2013  market  basket  increase,  we  are 
finalizing  an  applicable  percentage 
increase  to  the  FY  2013  operating 
standardized  amount  of  1.8  percent  (that 
is,  the  FY  2013  estimate  of  the  market 
basket  rate-of-increase  of  2.6  percent 
less  an  adjustment  of  0.7  percentage 
point  for  economy-wide  productivity 
(that  is,  the  MFP  adjustment)  and  less 
0.1  percentage  point)  for  hospitals  in  all 
areas,  provided  the  hospital  submits 
quality  data  under  rules  established  in 
accordance  with  section 
1886(b)(3)(B)(viii)  of  the  Act  in 
accordance  with  our  rules.  For  hospitals 
that  do  not  submit  these  quality  data, 
we  are  finalizing  an  applicable 
percentage  increase  to  the  operating 
standardized  amount  of  -0.2  percent 
(that  is,  the  FY  2013  estimate  of  the 
market  basket  rate-of-increase  of  2.6 
percent,  less  2.0  percentage  points  for 
failure  to  submit  quality  data,  less  an 
adjustment  of  0.7  percentage  point  for 
the  MFP  adjustment,  and  less  an 
additional  adjustment  of  0.1  percentage 
point). 

In  the  proposed  rule,  we  proposed  to 
revise  the  existing  regulations  at  42  CFR 
412.64(d)(l)(iv)  to  reflect  the  current 
law  for  the  FY  2013  update. 

Specifically,  in  accordance  with  section 
1886(b)(3)(B)  of  the  Act,  we  proposed  to 
revise  paragraph  (d)(l)(iv)  to  reflect  the 
applicable  percentage  increase  to  the  FY 
2013  operating  standardized  amount  as 
the  percentage  increase  in  the  market 
basket  index.  Subject  to  a  reduction  of 
2.0  percentage  points  if  the  hospital  fails 
to  submit  quality  information  under 
rules  established  by  the  Secretary  in 
accordance  with  section 
1886(b)(3)(B)(viii)  of  the  Act,  and  then 
subject  to  a  multifactor  productivity 
adjustment  and,  lastly,  subject  to  the 
additional  reduction  of  0.1  percentage 
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point.  VVe  did  not  receive  any  public 
comments  on  this  proposal.  Therefore, 
in  this  final  rule,  we  are  adopting  as 
final,  without  modification,  the 
proposed  changes  to  §  412.64(d)(l)(iv)  to 
reflect  current  law. 

Section  1886(b)(3)(B)(iv)  of  the  Act 
provides  that  the  applicable  percentage 
increase  to  the  hospital-specific  rates  for 
SCHs  equals  the  applicable  percentage 
increase  set  forth  in  section 
1886(b)(3)(B){i)  of  the  Act  (that  is,  the 
same  update  factor  as  for  all  other 
hospitals  subject  to  the  IPPS).  Therefore, 
the  update  to  the  hospital-specific  rates 
for  SCHs  is  also  subject  to  section 
1886(b)(3)(B)(i)  of  the  Act,  as  amended 
by  sections  3401(a)  and  10319(a)  of  the 
Affordable  Care  Act.  Accordingly,  in  the 
FY  2013  IPPS/LTCH  PPS  proposed  rule 
(77  FR  27976),  we  proposed  an  update 
to  the  hospital-specific  rates  applicable 
to  SCHs  of  2.1  percent  for  hospitals  that 
submit  quality  data  or  0.1  percent  for 
hospitals  that  fail  to  submit  quality  data. 
For  FY  2013,  the  regulations  in 
§§412.73(c)(l6),  412.75(d),  412.77(e) 
and  412.78(e)  already  contain 
provisions  that  set  the  update  factor  for 
SCHs  equal  to  the  update  factor  applied 
to  the  national  standardized  amount  for 
all  IPPS  hospitals.  Therefore,  we  did  not 
propose  to  make  further  changes  to 
these  four  regulatory  provisions  to 
reflect  the  FY  2013  update  factor  for  the 
hospital-specific  rates  of  SCHs.  We  did 
not  receive  any  public  comments  on  this 
proposal.  Therefore,  for  this  final  rule, 
we  are  finalizing  an  update  to  the 
hospital-specific  rates  applicable  to 
SCHs  of  1.8  percent  for  hospitals  that 
submit  quality  data  or  —  0.2  percent  for 
hospitals  that  fail  to  submit  quality  data. 
As  we  noted  above,  for  the  proposed 
rule,  we  used  the  first  quarter  2012 
forecast  of  the  FY  2006-based  IPPS 
market  basket  with  historical  data 
through  fourth  quarter  2011.  For  this 
final  rule,  we  used  the  most  recent  data 
available,  which  was  the  second  quarter 
2012  forecast  of  the  FY  2006-based  IPPS 
market  basket  with  historical  data 
through  first  quarter  2012.  Similarly,  for 
the  proposed  rule,  we  used  Id’s  first 
quarter  2012  forecast  of  MFP.  For  this 
final  rule,  we  used  the  most  recent  data 
available,  which  was  Id’s  second 
quarter  2012  forecast  of  MFP. 

We  note  that,  as  discussed  in  section 
IV.G.  of  this  preamble,  section  3124  of 
the  Affordable  Care  Act  extended  the 
MDH  program  from  the  end  of  FY  2011 
(that  is,  for  discharges  occurring  before 
October  1,  2011)  to  the  end  of  FY  2012 
(that  is,  for  discharges  occurring  before 
October  1,  2012).  Under  prior  law,  the 
MDH  program  was  to  be  in  effect 
through  the  end  of  FY  2011  only. 

Absent  additional  legislation  further 


extending  the  MDH  program,  the  MDH 
program  will  expire  for  discharges 
beginning  in  FY  2013.  Accordingly,  we 
are  not  including  MDHs  in  our  update 
to  the  hospital-specific  rates  for  FY 
2013. 

2.  FY  2013  Puerto  Rico  Hospital  Update 

Puerto  Rico  hospitals  are  paid  a 
blended  rate  for  their  inpatient 
operating  costs  based  on  75  percent  of 
the  national  standardized  amount  and 
25  percent  of  the  Puerto  Rico-specific 
standardized  amount.  Section 
1886(d)(9)(C)(i)  of  the  Act  is  the  basis 
for  determining  the  applicable 
percentage  increase  applied  to  the 
Puerto  Rico-specific  standardized 
amount.  Section  401(c)  of  Public  Law 
108-173  amended  section 
1886(d)(9)(C)(i)  of  the  Act,  which  states 
that,  for  discharges  occurring  in  a  fiscal 
year  (beginning  with  FY  2004),  the 
Secretary  shall  compute  an  average 
standardized  amount  for  hospitals 
located  in  any  area  of  Puerto  Rico  that 
is  equal  to  the  average  standardized 
amount  computed  under  subclause  (I) 
for  fiscal  year  2003  for  hospitals  in  a 
large  urban  area  (or,  beginning  with  FY 
2005,  for  all  hospitals  in  the  previous 
fiscal  year)  increased  by  the  applicable 
percentage  increase  under  subsection 
(b)(3)(B)  for  the  fiscal  year  involved. 
Therefore,  the  update  to  the  Puerto 
Rico-specific  operating  standardized 
amount  equals  the  applicable 
percentage  increase  set  forth  in  section 
1886(b)(3)(B)(i)  of  the  Act,  as  amended 
by  sections  3401(a)  and  10319(a)  of  the 
Affordable  Care  Act  (that  is,  the  same ' 
update  factor  as  for  all  other  hospitals 
subject  to  the  IPPS).  Accordingly,  in  the 
FY  2013  IPPS/LTCH  PPS  proposed  rule 
(77  FR  27976),  we  proposed  an 
applicable  percentage  increase  to  the 
Puerto  Rico-specific  operating 
standardized  amount  of  2.1  percent  for 
FY  2013.  The  regulations  at  §  412.211(c) 
already  set  the  update  factor  for  the 
Puerto  Rico-specific  operating 
standardized  amount  equal  to  the 
update  factor  applied  to  the  national 
standardized  amount  for  all  IPPS 
hospitals.  Therefore,  it  is  not  necessary 
for  us  to  make  changes  to  the  existing 
regulatory  text. 

We  did  not  receive  any  public 
comments  on  this  proposal.  Therefore, 
for  this  finahrule,  we  are  finalizing  an 
applicable  percentage  increase  to  the 
Puerto  Rico-specific  operating 
standardized  amount  of  1.8  percent  for 
FY  2013.  As  we  noted  above,  for  the 
proposed  rule,  we  used  the  first  quarter 
2012  forecast  of  the  FY  2006-based  IPPS 
market  basket  with  historical  data 
through  fourth  quarter  2011.  For  this 
final  rule,  we  used  the  most  recent  data 


available,  which  was  the  second  quarter 
2012  forecast  of  the  FY  2006-based  IPPS 
market  basket  with  historical  data 
through  first  quarter  2012.  Similarly,  for 
the  proposed  rule,  we  used  Id’s  first 
quarter  2012  forecast  of  MFP.  For  this 
final  rule,  we  used  the  most  recent  data 
available,  which  was  Id’s  second 
quarter  2012  forecast  of  MFP. 

/.  Payment  for  Graduate  Medical 
Education  (GME)  and  Indirect  Medical 
Education  (IME)  Costs  (§§412.105, 
413.75  through  413.83) 

1.  Background 

Section  1886(h)  of  the  Act,  as  added 
by  section  9202  of  tbe  Consolidated 
Omnibus  Budget  Reconciliation  Act 
(COBRA)  of  1985  (Pub.  L.  99-272)  and 
as  currently  implemented  in  the 
regulations  at  42  CFR  413.75  through 
413.83,  establishes  a  methodology  for 
determining  payments  to  hospitals  for 
the  direct  costs  of  approved  graduate 
medical  education  (GME)  programs. 
Section  1886(h)(2j  of  the  Act  sets  forth 
a  methodology  for  the  determination  of 
a  hospital-specific  base-period  per 
resident  amount  (PRA)  that  is  calculated 
by  dividing  a  hospital’s  allowable  direct 
costs  of  GME  in  a  base  period  by  its 
number  of  full-time  equivalent  (FTE) 
residents  in  the  base  period.  The  base 
period  is,  for  most  hospitals,  the 
hospital’s  cost  reporting  period 
beginning  in  FY  1984  (that  is,  October 
1,  1983  through  September  30,  1984). 
The  base  year  PRA  is  updated  annually 
for  inflation.  In  general.  Medicare  direct 
GME  payments  are  calculated  by 
multiplying  the  hospital’s  updated  PRA 
by  the  weighted  number  of  FTE 
residents  working  in  all  areas  of  the 
hospital  complex  (and  at  nonprovider 
sites,  when  applicable),  and  the 
hospital’s  Medicare  share  of  total 
inpatient  days. 

Section  1886(d)(5)(B)  of  the  Act 
provides  for  a  payment  adjustment 
known  as  the  indirect  medical 
education  (IME)  adjustment  under  the 
hospital  inpatient  prospective  payment 
system  (IPPS)  for  hospitals  that  have 
residents  in  an  approved  GME  program, 
in  order  to  account  for  the  higher 
indirect  patient  care  costs  of  teaching 
hospitals  relative  to  nonteaching 
hospitals.  The  regulations  regarding  the 
calculation  of  this  additional  payment 
are  located  at  42  CFR  412.105.  The 
hospital’s  IME  adjustment  applied  to  the 
DRG  payments  is  calculated  based  on 
the  ratio  of  the  hospital’s  number  of  FTE 
residents  training  in  either  the  inpatient 
or  outpatient  departments  of  the  IPPS 
hospital  to  the  number  of  inpatient 
hospital  beds. 
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The  calculation  of  both  direct  GME 
and  IME  payments  is  affected  by  the 
number  of  I^E  residents  that  a  hospital 
is  allowed  to  count.  Generally,  the 
greater  the  number  of  FTE  residents  a 
hospital  counts,  the  greater  the  amount 
of  Medicare  direct  GME  and  IME 
payments  the  hospital  will  receive.  In 
an  attempt  to  end  the  implicit  incentive 
for  hospitals  to  increase  the  number  of 
FTE  residents.  Congress,  through  the 
Balanced  Budget  Act  of  1997  (Pub.  L. 
105-33),  established  a  limit  on  the 
number  of  allopathic  and  osteopathic 
residents  that  a  hospital  may  include  in 
its  FTE  resident  count  for  direct  GME 
and  IME  payment  purposes.  Under 
section  1886(h)(4)(F)  of  the  Act,  for  cost 
reporting  periods  beginning  on  or  after 
October  1, 1997,  a  hospital’s 
unweighted  FTE  count  of  residents  for 
purposes  of  direct  GME  may  not  exceed 
the  hospital’s  unweighted  FTE  count  for 
direct  GME  in  its  most  recent  cost 
reporting  period  ending  on  or  before 
December  31, 1996.  Under  section 
1886(d)(5)(B)(v)  of  the  Act,  a  similar 
limit  based  on  the  FTE  count  for  IME 
during  that  cost  reporting  period  is 
applied  effective  for  discharges 
occurring  on  or  after  October  1, 1997. 
Dental  and  podiatric  residents  are  not 
included  in  this  statutorily  mandated 
cap. 

The  Affordable  Care  Act  made  a 
number  of  statutory  changes  relating  to 
the  determination  of  a  hospital’s  FTE 
resident  count  for  direct  GME  and  IME 
payment  purposes  and  the  manner  in 
which  FTE  resident  limits  are  calculated 
and  applied  to  hospitals  under  certain 
circumstances.  Section  5503  of  the 
Affordable  Care  Act  added  a  new 
section  1886(h)(8)  to  the  Act  to  provide 
for  the  reduction  in  FTE  resident  caps 
for  direct  GME  under  Medicare  for 
certain  hospitals  training  fewer 
residents  than  their  caps,  and  to 
authorize  the  “redistribution”  of  the 
estimated  number  of  excess  FTE 
resident  slots  to  other  qualified 
hospitals.  In  addition,  section  5503 
amended  section  1886(d)(5)(B)(v)  of  the 
Act  to  require  the  application  of  the 
section  1886(h)(8)  of  the  Act  provisions 
“in  the  same  manner”  to  the  IME  FTE 
resident  caps.  The  regulations 
implementing  section  5503  of  the 
Affordable  Care  Act  were  included  in 
the  November  24.  2010  final  rule  with 
comment  period  (75  FR  72263). 

2.  Teaching  Hospitals:  Change  in  New 
Program  Growth  From  3  Years  to  5 
Years 

Section  1886(h)(4)(H)(i)  of  the  Act 
requires  CMS  to  establish  rules  for 
calculating  the  direct  GME  caps  of 
teaching  hospitals  training  residents  in 


new  programs  established  on  or  after 
lanuary  1, 1995.  Under  section 
1886(d)(5)(B)(\'iii)  of  the  Act,  these  rules 
also  apply  to  the  establishment  of  a 
hospital’s  IME  cap.  CMS  implemented 
these  statutory  requirements  in  the 
August  29,  1997  Federal  Register  (62  FR 
46005)  and  in  the  May  12, 1998  Federal 
Register  (63  FR  26333).  Generally, 
under  existing  regulations  at  42  CFR 
413.79(e)(1)  and  42  CFR 
412.105(f)(l)(vii),  if  a  hospital  did  not 
train  any  allopathic  or  osteopathic 
residents  in  its  most  recent  cost 
reporting  period  ending  on  or  before 
December  31,  1996,  and  it  begins  to 
participate  in  training  residents  in  a 
new  residency  program  (allopathic  or 
osteopathic)  on  or  after  )anuary  1,  1995, 
the  hospital’s  unweighted  FTE  resident 
cap  (which  would  otherwise  be  zero) 
may  be  adjusted  based  on  the  sum  of  the 
product  of  the  highest  number  of  FTE 
residents  in  any  program  year  during 
the  third  year  of  the  first  new  program, 
for  each  new  residency  training 
programs  established  during  that  3-year 
period,  and  the  minimum  accredited 
length  for  each  type  of  program.  The 
number  of  FTE  resident  cap  slots  that  a 
teaching  hospital  receives  for  each  new 
program  may  not  exceed  the  number  of 
accredited  slots  that  are  available  for 
each  new  program.  Once  a  hospital’s 
FTE  resident  cap  is  established,  no 
subsequent  cap  adjustments  may  be 
made  for  new  programs  unless  the 
teaching  hospital  is  a  rural  hospital.  A 
niral  hospital’s  FTE. resident  caps  may 
be  adjusted  for  participation  in 
subsequent  new  residency  training 
programs.  As  a  reminder,  a  hospital  that 
did  not  train  any  allopathic  or 
osteopathic  residents  in  its  most  recent 
cost  reporting  period  ending  on  or 
before  December  31, 1996,  may  only 
receive  a  permanent  FTE  resident  cap 
adjustment  for  training  residents  in  a 
truly  “new”  residency  training  program; 
no  permanent  cap  adjustment  would  be 
given  for  training  residents  associated 
with  an  existing  program.  That  is,  if  a 
hospital  that  did  not  train  any  allopathic 
or  o.steopathic  residents  in  its  most 
recent  cost  reporting  period  ending  on 
or  before  December  31, 1996,  serves  as 
a  training  site  for  residents  in  a  program 
that  exists  or  existed  previously  at 
another  teaching  hospital  that  remains 
open,  that  “new”  teaching  hospital  does 
not  receive  a  “new  program”  cap 
adjustment  because  it  is  not 
participating  in  training  residents  in  a 
truly  “new”  program.  However,  it  is 
possible  for  that  hospital  to  receive  a 
temporary  cap  adjustment  if  it  enters 
into  a  Medicare  GME  affiliation 
agreement  with  the  existing  teaching 


hospital  as  specified  at  42  CFR  413.79(f) 
and  412.105(f)(l)(vi).  (For  a  detailed 
discussion  of  the  distinctions  between  a 
new  residency  program  and  an  existing 
residency  program,  we  refer  readers  to 
the  August  27,  2009  final  rule  (74  FR 
43908).) 

As  stated  previously,  the  existing 
regulations  provide  for  a  3-year  period 
in  which  a  teaching  hospital  can  “grow” 
its  programs,  for  the  purpose  of 
establishing  its  FTE  resident  caps.  This 
3-year  period,  which  we  will  refer  to  as 
the  “3-year  window”  for  ease  of 
reference,  starts  when  the  teaching 
hospital  first  begins  to  train  residents  in 
its  first  new'  program,  typically  on  July 
1,  and  it  ends  when  the  third  program 
year  of  that  first  new  program  ends.  For 
example,  assume  residents  begin 
training  in  a  new  program  for  the  first 
time  on  July  1,  2012.  The  3-year 
window  begins  on  July  1,  2012,  and 
ends  on  June  30,  2015,  the  end  of  the 
third  program  year  of  that  (first)  new 
program.  At  this  point  in  time, 
regardless  of  the  actual  accredited 
length  of  the  new  program,  or  the 
number  of  new  programs  started,  the 
teaching  hospital’s  FTE  resident  caps 
are  established  permanently  and  are 
effective  beginning  with  the  fourth 
program  year  from  the  date  the  first  new 
^  program  started  (using  the  same 
example,  this  would  be  July  1,  2015). 

VVe  note  that  there  are  several  “types” 
of  hospitals  that  can  receive  a 
permanent  cap  adjustment  for  training 
FTE  residents  in  a  new'  program.  A 
hospital  that  has  never  before  trained 
any  residents  and  begins  training  FTE 
residents  in  its  first  new  program  can 
receive  a  permanent  cap  adjustment.  A 
hospital  that  previously  trained  FTE 
residents  in  an  existing  program(s)  and 
begins  training  FTE  residents  in  its  first 
new  program  can  receive  a  permanent 
cap  adjustment.  A  rural  hospital  can 
always  receive  a  permanent  cap 
adjustment  for  each  new  program  it 
begins.  That  is,  a  rural  hospital  enters  a 
cap-building  period  for  each  new 
residency  training  program  it  begins,  not 
just  for  its  first  new  residency  training 
program.  Because  all  of  these  hospitals 
could  qualify  to  receive  a  permanent 
cap  adjustment  for  training  FTE 
residents  in  a  new  residency  training 
program,  we  refer  to  these  hospitals  as 
“qualifying”  hospitals  throughout  the 
remainder  of  this  preamble. 

Prior  to  issuance  of  the  proposed  rule, 
the  provider  community  expressed 
concerns  that  3  years  do  not  provide  for 
a  sufficient  amount  of  time  for  a 
hospital  to  “grow”  its  new  residency 
programs  and  to  establish  FTE  resident 
caps  that  are  properly  reflective  of  the 
number  of  FTE  residents  that  it  will 
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actually  train,  once  the  programs  are 
fully  grown.  Providers  explained  that  3 
years  is  an  insufficient  amount  of  time 
primarily  because  a  period  of  3  years  is 
not  compatible  with  program 
accreditation  requirements,  particularly 
in  instances  where  the  qualifying 
teaching  hospital  wishes  to  start  more 
than  one  new  program.  For  example,  we 
understand  that  a  qualifying  teaching 
hospital  may  not  begin  all  of  its  new 
programs  at  the  same  time  because  of 
accreditation  prerequisites;  rather,  a 
qualifying  teaching  hospital  must  wait 
until  the  first  program  is  in  place  for  a 
specified  amount  of  time,  before  it  can 
begin  training  residents  in  a  second  or 
third  program.  This  potential  delay 
means  that  a  qualifying  teaching 
hospital  may  not  be  able  to  sufficiently 
“grow”  all  of  its  new  programs  by  the 
end  of  the  “3-year  window.”  We 
understand,  for  example,  that  the 
Accreditation  Council  for  Graduate 
Medical  Education  (ACGME)  requires 
that,  for  a  hospital  to  sponsor  an 
anesthesiology  program,  the  hospital 
must  sponsor  or  be  affiliated  with  at 
least  one  internal  medicine  program  and 
one  general  surgery  program. 
Furthermore,  we  understand  that  the 
ACGME  can  require  new  residency 
training  programs  to  pass  through  an 
“initial”  accreditation  period- of  up  to  3 
years  until  they  can  be  granted 
“continued”  accreditation.  During  this 
initial  accreditation  period,  a  hospital  is 
not  allowed  to  add  any  additional 
positions  to  its  new  program.  Therefore, 
even  if  a  hospital  has  plans  to  expand 
its  new  training  program  beyond  the 
number  of  positions  for  which  it  is 
initially  accredited,  it  may  not  be 
possible  for  the  hospital  to  actually  do 
so  until  this  initial  period  has  expired. 
Lastly,  we  were  made  aware  that 
providers  may  want  to  stagger  the  start 
dates  for  their  residency  training 
programs  if  they  plan  on  training 
residents  in  several  programs  because 
they  may  want  to  gain  some  experience 
in  residency  training  before  they  begin 
all  of-their  new  programs. 

Given  the  concerns  about  teaching 
hospitals  having  insufficient  time  to 
“grow”  their  new  residency  training 
programs  and  to  establish  an 
appropriately  reflective  permanent  FTE 
resident  cap  within  a  3-year  window,  in 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  (77  FR  27978),  we  proposed  that  a 
teaching  hospital  will  have  5  years,  or 
a  “5-year  window,”  in  which  to 
establish  and  grow  new  programs.  At 
the  end  of  the  fifth  program  year  of  the 
first  new  program  in  which  the  teaching 
hospital  participates,  the  teaching 
hospital’s  FTE  resident  caps  would  be 


determined,  and  set  permanently, 
effective  with  the  beginning  of  the  sixth 
program  year.  We  proposed  that  this 
change  would  apply  to  teaching 
hospitals  that  begin  training  residents  in 
new  programs  for  the  first  time  on  or 
after  October  1,  2012.  Although  we 
understand  that  many  residency 
training  programs  begin  July  1  of  the 
calendar  year,  consistent  with  the 
proposed  effective  date  of  the  FY  2013 
IPPS  provisions  in  the  proposed  rule, 
we  proposed  an  effective  date  for  this 
change  of  October  1,  2012.  We  proposed 
to  amend  the  regulations  at 
§  413.79(e)(1)  to  state  that  if  a  teaching 
hospital  participates  in  training 
residents  in  a  new  program  for  the  first 
time  on  or  after  October  1,  2012,  the 
teaching  hospital’s  FTE  resident  cap 
may  be  adjusted  based  on  the  product 
of  the  highest  number  of  FTE  residents 
training  in  any  program  year  during  the 
fifth  year  of  the  first  program’s  existence 
for  all  new  residency  training 
program(s)  and  the  number  of  years  in 
which  residents  are  expected  to 
complete  the  program  based  on  the 
minimum  accredited  length  for  each 
type  of  program.  We  proposed  that  this 
policy  would  apply  to  the  establishment 
of  a  hospital’s  cap  for  both  direct  GME 
and  IME  payment  purposes.  The  IME 
regulations  at  §412.105(f)(l)(vii)  refer  to 
the  direct  GME  regulations  at 
§  413.79(e)(1)  through  (e)(4)  for  the  rules 
for  the  establishment  of  a  new  teaching 
hospital’s  cap.  As  is  required  under 
existing  regulations,  the  number  of  cap 
slots  associated  with  each  new  program 
cannot  exceed  the  number  of  accredited 
slots  available  to  the  hospital  for  that 
new  program. 

We  note  that  we  did  not  propose  to 
make  any  changes  to  regulations 
governing  treatment  of  the  rolling 
average  and  the  intern  and  resident-to- 
bed  (IRB)  ratio  for  new  programs.  That 
is,  new  program  FTE  residents  will 
continue  to  be  exempt  from  the  rolling 
average  and  the  cap  on  the  IRB  ratio  for 
the  minimum  accredited  length  for  the 
specific  type  of  residency  training 
program.  These  exceptions  are 
discussed  in  the  regulations  at 
§§  412.105(a)(l)(i)  through  (a)(l)(ii)  and 
413.79(d)(5).  The  current  cost  report 
instructions  for  Form  GMS-2552-10, 
Worksheet  E— 4,  Line  6  (current  year 
unweighted  allopathic  and  osteopathic 
FTE  count)  instruct  hospitals  to  contact 
their  Medicare  contractor  for 
instructions  on  how  to  complete  that 
line  if  the  hospital  has  a  new  program 
for  which  the  period  of  years  is  less  than 
or  greater  than  3  years.  Similarly,  in  the 
case  of  the  proposed  policy  where  the 
exemption  from  the  rolling  average  for 


a  new  program  could  expire  prior  to  the 
hospital’s  cap  being  set  in  the  sixth  year 
of  tbe  first  new  program,  we  stated  that 
we  would  encourage  hospitals  to 
contact  GMS  if  they  have  questions  on 
the  method  of  reporting  FTE  resident 
counts  for  FTE  residents  in  new 
programs  that  are  subject  to  the  rolling 
average  but  not  subject  to  the  cap. 

We  also  proposed  to  revise  the 
regulations  at  §  413.79(e)(l)(i)  that 
discuss  the  methodology  used  to 
calculate  a  qualifying  teaching 
hospital’s  cap  adjustment  for  a  new 
residency  training  program  if  residents 
training  in  the  new  program  are  rotating 
to  more  than  one  hospital  during  the  5- 
year  window.  We  proposed  to  revise  the 
regulations  to  specify  that,  in 
calculating  the  cap  adjustment  for  each 
new  program  started  within  the  5-year 
window,  we  would  look  at  the  highest 
total  number  of  FTE  residents  training 
in  any  program  year  during  the  fifth 
academic  year  of  the  first  new  program’s 
existence  at  all  participating  hospitals  to 
which  these  residents  rotate  and 
multiply  that  highest  FTE  resident 
count  by  the  number  of  years  in  which 
residents  are  expected  to  complete  the 
program,  based  on  the  minimum 
accredited  length  of  the  specific 
program.  Furthermore,  we  proposed 
that,  for  each  new  program  started 
within  the  5-year  window,  we  would 
take  that  product  and  multiply  it  by 
each  hospital’s  ratio  of  the  number  of 
FTE  residents  in  that  new  program 
training  over  the  course  of  the  5-year 
period  at  each  hospital  to  the  total 
number  FTE  residents  training  in  that 
new  program  at  all  participating 
hospitals  over  the  course  of  the  5  years. 
We  believed  it  was  appropriate  to 
propose  to  apportion  the  overall  FTE 
cap  among  the  hospitals  participating  in 
training  residents  in  the  new  program 
based  on  the  percentage  of  FTE 
residents  each  hospital  trained  over  the 
course  of  the  entire  5-year  period,  rather 
than  the  percentage  of  FTE  residents 
each  hospital  trained  only  during  the 
fifth  academic  year,  because  the  trend  of 
training  over  the  entire  5  years  may 
reflect  more  completely  the  patterns  in 
the  training  in  years  subsequent  to  the 
fifth  academic  year.  Otherwise,  a 
hospital’s  FTE  cap  adjustment,  which  is 
permanent,  may  reflect  too  heavily  the 
share  of  training  time  solely  in  the  fifth 
academic  year,  which  may  or  may  not 
be  beneficial  to  the  hospital.  We  noted 
that  a  hospital’s  cap  adjustment  could 
differ,  depending  on  whether  we  look 
only  at  the  fifth  academic  year  of  the 
first  new  program  or  look  at  every 
available  year  (up  to  5  years)  for  which 
training  occurred  to  calculate  each 
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hospital’s  share  of  the  aggregate  cap  for 
a  specific  program. 

In  addition,  we  proposed  to  revise  the 
existing  regulation  text  at 
§413.79(eKl)(i)  to  include  the  phrase 
“the  number  of  years  in  which  residents 
are  expected  to  complete  the  program 
based  on  the  minimum  accredited 
length  for  the  type  of  program.”  This 
proposed  language  is  consistent  with 
our  past,  current,  and  proposed  policy. 
We  aLso  noted  that  §  413.79(e)(1)  applies 
in  instances  where  the  residents  in  the 
new  program  train  only  at  one  hospital; 
§413.79(e)(l)(i)  applies  when  residents 
in  the  new  program  train  at  more  than 
one  hospital,  regardless  of  whether  each 
of  those  hospitals  are  hospitals  that 
qualify  for  a  permanent  cap  adjustment 
or  existing  teaching  hospitals  with 
previously  established  caps.  The 
example  below  illustrates  the 
methodology  we  proposed  to  use  to 
calculate  a  qualifv'ing  teaching 
hospital’s  cap  if  we  changed  the  cap¬ 
building  period  from  3  years  to  5  years. 
In  this  example,  as  explained  above,  we 
proposed  that  we  would  calculate  the 
cap  based  on  what  is  occurring  at  the 
qualifr’ing  teaching  hospital(s)  during 
the  fifth  academic  year  of  the  qualifying 
teaching  hospital’s  first  new  program  (or 
the  fifth  academic  vear  of  the  rural 


teaching  hospital’s  new  residency 
training  program).  The  provider 
community  has  requested  that  the  cap¬ 
building  period  be  increased  from  3 
years  to  5  years.  Therefore,  we  proposed 
that  we  would  only  look  at  the  training 
that  is  occurring  during  the  fifth 
academic  year  of  the  first  new  program 
io  calculate  the  aggregate  cap 
adjustment.  However,  we  proposed  that 
we  would  look  at  the  FTE  residents 
training  at  the  hospital(s)  during  all  5 
years  to  determine  how  we  would 
distribute  the  aggregate  cap  adjustment 
among  the  participating  hospitals.  We 
included  the  following  example  in  the 
proposed  rule: 

Example:  Hospital  A  is  a  hospital  that 
becomes  a  new  teaching  hospital  by 
(raining  residents  in  a  new  family 
medicine  program  in  academic  year  1. 
Within  its  5-year  window,  it  also  begins 
a  new  surger\'  program  in  academic  year 

4  of  the  first  new^  program,  the  family 
medicine  program.  The  family  medicine 
program  is  accredited  for  15  positions, 

5  positions  per  year  (the  minimum 
accredited  length  of  a  family  medicine 
program  is  3  years).  The  surgery 
program  is  accredited  for  20  positions, 

4  positions  per  year  (the  minimum 
accredited  length  of  a  surgery  program 
is  5  years).  Residents  in  both  the  family 

Hospital  A 


medicine  program  and  the  surgery 
program  also  rotate  to  Hospital  B. 
Hospital  B  is  an  existing  teaching 
hospital  (nonrural)  with  a  cap  that  is 
already  established;  therefore,  it  will  not 
receive  any  cap  adjustments  for  training 
FTE  residents  in  the  new  family 
medicine  program  or  the  new  surgery 
program.  However,  because  both  of 
these  programs  are  approved  programs 
and  FTE  residents  are  training  at 
Hospital  B  for  part  of  the  time.  Hospital 
B  can  receive  payment  for  the  FTE 
residents- training  in  the  family 
medicine  program  and  the  surgery 
program  at  its  hospital  if  it  has  room 
under  its  caps. 

First,  we  would  determine  the  cap 
adjustment  that  Hospital  A  will  receive 
for  training  FTE  residents  in  the  family 
medicine  program.  The  following  table 
includes  the  allowable  FTE  resident 
counts  in  the  family  medicine  program 
at  both  Hospital  A  and  Hospital  B 
during  the  5-year  window.  These 
numbers  are  FTE  resident  counts 
because  they  reflect  the  share  of  training 
'time  spent  at  Hospital  A  and  Hospital  B, 
and  also  assume  for  this  example  that 
we  have  excluded  some  nonallowable 
time,  such  as  the  time  residents  spend 
training  in  didactic  activities  in  a 
medical  school  lecture  hall. 


Year  1 

!  .  Year  2 

Year  3  i 

Year  4 

Year  5 

0.75  PGY  1  . 

.  ;  2.60  PGY  1  . 

4.00  PGY  1  . 

4.10  PGY  1  . 

4.20  PGY  1 

0.00  PGY  2 . 

. I  2.80  PGY  2  . 

3.40  PGY  2  . 

3.40  PGY  2  . 

3.70  PGY  2 

0  00  PGY  3 . 

.  0  00  PGY  .3  . . . . 

2.40  PGY  3  .  ’ 

i  2  80  PGY  3  . 

2.80  PGY  3 

Total  0.75  . 

.  I  Total  5.40  . 

j  Total  9.80  . 

j  Total  10.30  . 

Total  10.70 

Hospital  A’s  5  year  total  =  36.95. 


Hospital  B 


Year  1 

Year  2 

Year  3 

Year  4 

Year  5 

3.75  PGY  1  . 

.  2.20  PGY  1  . 

0.90  PGY  1  . 

0.80  PGY  1  . 

0  60  PGY  1 

0.00  PGY  2 . 

.  I  2.00  PGY  2  . 

1.50  PGY  2  . . . 

1 .50  PGY  2  . 

1.20  PGY  2 

0.00  PGY  3  ....„ . 

.  1  0.00  PGY  3  . . 

2.40  PGY  3  . 

2.00  PGY  3  . 

2.00  PGY  3 

Total  3.75  . 

. i  Total  4.20 . 

Total  4.80  . 

Total  4.30  . 

Total  3.80 

Hospital  B’s  5  year  total  =  20.85. 

Total  Hospital  A  and  Hospital  B  over 
5  years  =  36.95  20.85  =  57.80  FTEs. 

To  calculate  the  cap  adjustment  for 
Hospital  A  with  respect  to  the  family 
medicine  program,  we  need  to  take  the 
highest  number  of  FTE  residents 
training  in  any  program  year  in  this 
program  (that  is,  FTE  residents  training 
at  both  Hospital  A  and  Hospital  B)  in 
the  fifth  year  of  the  first  new  program’s 


existence  (which  is  the  family  medicine 
program).  If  we  add  the  PGY  Is,  the  PGY 
2s,  and  the  PGY  3s  at  both  hospitals,  in 
year  5,  we  see  that  we  would  use  the 
total  number  of  PGY  2s  to  calculate  the 
FTE  cap  adjustment  for  the  family 
medicine  program,  because  the  total 
number  of  PGY  2s  at  both  hospitals  is 
4.90  FTEs  (3.70  +  1.20),  whereas  the 
total  number  of  PGY  Is  and  PGY  3s  is 
only  4.80.  We  multiply  4.90  by  the 


minimum  accredited  length  of  the 
family  medicine  program  to  get  the  total 
possible  cap  adjustment  for  the  family 
medicine  program  (4.90  x  3  =  14.70). 
The  cap  adjustment  that  Hospital  A 
receives  for  the  family  medicine 
program  will  be  some  number  less  than 
14.70  based  on  the  ratio  of  the  number 
of  FTEs  in  the  new  program  training 
over  the  course  of  the  5-year  period  at 
Hospital  A  to  the  total  number  FTE 
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residents  training  at  both  hospitals  over 
the  course  of  the  5-year  period. 

To  determine  this  ratio,  note  that 
Hospital  A’s  total  FTE  residents  in  the 
new  familymedicine  program  over  the 
course  of  5  years  is  the  numerator, 
36.95.  The  total  FTE  residents  at 
Hospitals  A  and  B  in  the  new  family 
medicine  program  over  the  course  of  5 
years  is  the  denominator,  57.80  (that  is, 
36.95  +  20.85).  The  ratio  of  training  that 
occurred  at  Hospital  A  is  36.95/57.80  = 
0.64.  Therefore,  Hospital  A’s  cap  for  its 
share  of  the  family  medicine  program  is 
0.64  14.70,  or  9.41.  (If  Hospital  B  had 


been  eligible  to  receive  a  cap 
adjustment,  its  ratio  of  the  cap  would 
have  been  0.36,  that  is,  (20.85/57.80), 
and  its  share  would  have  been  5.30 
(0.36  X  14.70).  If  we  add  9.41  to  5.30,  we 
get  14.71  (we  note  that  14.71  is 
“approximately”  equal  to  14.70,  the 
total  cap  determined  for  the  entire 
family  medicine  program,  with  a  slight 
difference  due  to  rounding).  Thus,  we 
have  ensured  that,  in  assigning  a  cap  of 
9.41  to  Hospital  A  on  behalf  of  its  family 
medicine  program,  the  total  allowable 
and  accredited  number  of  slots  has  not. 
been  exceeded). 

Hospital  A 


Now  we  will  determine  the  cap 
adjustment  that  Hospital  A  will  receive 
for  training  FTE  residents  in  the  new 
surgery  program  that  began  in  year  4  of 
the  first  new  program.  The  following 
tables  include  the  allowable  FTE 
resident  counts  in  the  surgery  program 
at  Hospital  A  and  Hospital  B, 
respectively,  during  the  hospital’s  5- 
year  window.  Again,  assume  we  have 
excluded  nonallowable  time,  such  as 
time  residents  spent  training  in  didactic 
activities  in  a  medical  school  lecture 
hall. 


Year  1 

Year  2 

Year  3 

Year  4 

Year  5 

0.00  PGY  1  . 

0.00  PGY  1  . 

0.00  PGY  1  . 

4.10  PGY  1  . 

4.20  PGY  1 

0.00  PGY  2  ...-. . 

0.00  PGY  2  . 

0.00  PGY  2  . 

0.00  PGY  2  . 

2.70  PGY  2 

0.00  PGY  3 . 

0.00  PGY  3  . 

0.00  PGY  3  . 

0.00  PGY  3  . 

0.00  PGY  3 

0.00  PGY  4 . 

0.00  PGY  4  . 

0.00  PGY  4  . 

0.00  PGY  4  . 

0.00  PGY  4 

0.00  PGY  5  . 

0.00  PGY  5  . 

0.00  PGY  5 

Total  0.00  . 

Total  0.00  . 

Total  0.00  . 

Total  4.10  . 

Total  6.90 

Hospital  A’s  5  year  total  =  11.00. 


Hospital  B 


Year  1 

Year  2 

Year  3 

Year  4 

Year  5 

0.00  PGY  1  . 

0.00  PGY  1  . 

0.00  PGY  1  . 

1 .70  PGY  1  . 

0.60  PGY  1 

0.00  PGY  2 . 

0.00  PGY  2  . 

0.00  PGY  2  . 

0.00  PGY  2  . 

1.50  PGY  2 

0.00  PGY  3 . 

0.00  PGY  3  . 

0.00  PGY  3  . . 

■0.00  PGY  3  . 

0.00  PGY  3 

0.00  PGY  4 . 

0.00  PGY  4  . . 

0.00  PGY  4  . 

0.00  PGY  4  . 

0.00  PGY  4 

0.00  PGY  5 . 

0.00  PGY  5  . 

0.00  PGY  5  . 

0.00  PGY  5  . 

0.00  PGY  5 

Total  0.00  . 

Total  0.00  . 

Total  0.00  . 

Total  1.70  . 

Total  2.10 

Hospital  B’s  5  year  total  =  3.80. 

Total  Hospital  A  and  Hospital  B  over 
5  years  =  11.00  +  3.80  =  14.80  FTEs. 

To  calculate  the  cap  adjustment  for 
Hospital  A  with  respect  to  the  surgery 
program,  we  need  to  take  the  highest 
number  of  FTE  residents  training  in  this 
program  (that  is,  FTE  residents  training 
at  both  Hospital  A  and  Hospital  B)  in 
the  fifth  year  of  the  first  new  program’s 
existence  (which  is  the  family  medicine 
program).  Because  the  surgery  program 
only  started  in  Year  4  of  the  family 
medicine  program,  there  are  only  PGY 
Is  and  PGY  2s  training  at  both  Hospitals 
A  and  B  in  year  5;  thus,  we  consider  the 
surgery  PGY  Is  and  PGY  2s  in  year  5  of 
the  family  medicine  program.  If  we  add 
the  PGY  Is  and  the  PGY  2s  at  both 
hospitals  in  year  5,  we  see  that  we 
would  use  the  total  number  of  PGY  Is 
to  calculate  the  FTE  cap  adjustment  for 
the  surgery  program,  because  the  total 
number  of  PGY  Is  is  4.80  FTEs  (4.20  + 
0.60),  whereas  the  total  number  of  PGY 
2s  is  only  4.20.  However,  because  the 


regulations  do  not  permit  a  hospital  to 
count  more  FTE  residents  in  each 
program  year  than  what  the  program  is 
approved  for  (in  this  example,  4  FTE 
residents  for  each  program  year),  we 
must  multiply  4.0  by  the  minimum 
accredited  length  of  the  surgery  program 
to  get  the  total  possible  cap  adjustment 
for  the  surgery  program  (4.0  x  5  =  20). 
That  is,  because  the  surgery  program  is 
only  accredited  for  20  positions,  the 
overall  FTE  resident  cap  associated  with 
the  surgery  program  that  is  to  be 
apportioned  between  Hospital  A  and 
Hospital  B  is  limited  to  a  maximum  of 
20.  'The  cap  adjustment  that  Hospital  A 
receives  for  the  surgery  program  will  be 
some  number  less  than  20  and  is  based 
on  the  ratio  of  the  number  of  FTE 
residents  in  the  new  program  training 
over  the  course  of  the  2-year  period  at 
Hospital  A  to  the  total  number  FTEs 
training  at  both  hospitals  over  the 
course  of  the  2-year  period. 

To  determine  this  ratio,  note  that 
Hospital  A’s  total  FTE  residents  in  the 


new  surgery  program  over  the  course  of 
2  years  is  the  numerator,  11.00.  The 
total  number  of  FTE  residents  at 
Hospitals  A  and  B  in  the  new  surgery 
program  over  the  course  of  5  years  is  the 
denominator,  14.80  (that  is,  11.00  + 
3.80).  The  ratio  of  training  that  occurred 
at  Hospital  A  is  11.00/14.80  =  0.74. 
Hospital  A’s  cap  for  its  share  of  the 
surgery  program  is  0.74  x  20  =  14.80.  (If 
Hospital  B  had  been  eligible  to  receive 
a  cap  adjustment,  its  share  of  the  cap 
would  have  been  5.20  ((3.80/14.80)  x 
20)  =  5.20.  Thus,  we  have  ensured  that, 
in  assigning  a  cap  of  14.80  to  Hospital  ' 
A  on  behalf  of  its  surgery  program,  the 
total  allowable  and  accredited  number 
of  slots  has  not  been  exceeded). 

Adding  together  the  cap  adjustment 
Hospital  A  receives  for  the  new  family 
medicine  program  and  the  cap 
adjustment  it  receives  for  the  new 
surgery  program.  Hospital  A’s  total 
permanent  cap  is  24.21  (9.41  +  14.80  = 
24.21). 
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In  summary,  we  proposed  to  revise 
the  regulations  at  §  413.79(e)(1)  for  the 
purposes  of  direct  GME  and,  by 
reference,  §  412.105(f)(l)(vii)  for 
purposes  of  IME  to  state  that  if  a 
hospital  begins  training  residents  in  a 
new  program  for  the  first  time  on  or 
after  October  1.  2012,  that  hospital’s 
caps  may  be  adjusted  based  on  the 
product  of  the  highest  number  of  FTE 
residents  training  in  any  program  year 
during  the  fifth  academic  year  of  the 
first  program’s  existence  for  all  new 
residency  training  programs  and  the 
number  of  years  in  which  residents  are 
expected  to  complete  the  program  based 
on  the  minimum  accredited  length  for 
the  type  of  program.  The  cap  would  be 
applied  beginning  with  the  sixth 
academic  year  of  the  first  new  program. 
We  also  proposed  conforming  changes 
throughout  paragraph  (e)(1)  of  §413.79 
to  correspond  with  the  proposed  change 
to  increase  the  length  of  the  cap¬ 
building  period  from  3  to  5  years.  In 
addition,  we  proposed  to  change  the 
regulation  text  at  §413.79(e)(l)(i)  to 
reflect  a  methodology  to  calculate  a 
qualifiing  teaching  hospital’s  cap 
adjustment  if  the  residents  in  the  new 
training  program  are  training  at  more 
than  one  hospital.  We  proposed  that 
these  changes  would  be  effective  for  a 
hospital  that  begins  training  residents 
for  the  first  time  on  or  after  October  1, 
2012.  Lastly,  we  proposed  to  make  a 
clarification  to  the  existing  regulation 
text  at  §413.79(e)(l)(i)  to  insert  the 
missing  phrase  “and  the  number  of 
years  in  which  residents  are  expected  to 
complete  the  program  based  on  the 
minimum  accredited  length  for  the  type 
of  program.”  This  change  is  consistent 
with  our  past,  current,  and  proposed 
policy. 

Comment:  Commenters  supported 
extending  the  cap-building  period  for  a 
new  teaching  hospital  from  3  years  to  5 
years.  Commenters  stated  that  the 
proposal  provided  an  accurate 
characterization  of  challenges  that  a 
hospital  may  face  with  trying  to 
establish  a  cap  within  a  3  year  period. 
Commenters  stated  that  extending  the 
cap-building  period  from  3  years  to  5 
years  would  permit  new  teaching 
hospitals  to  meet  accreditation 
requirements  and  grow  programs  in 
order  to  help  address  the  country’s 
physician  shortage  and  provide  greater 
flexibility  in  the  timeline  fOr  starting 
new  programs.  Another  commenter 
stated  that  the  extension  firom  3  to  5 
years  is  generally  an  improvement  and 
provides  teaching  hospitals  wdth  time  to 
reach  a  steady  number  of  FTE  residents 
and  allows  the  hospital  to  find  residents 
that  may  be  a  better  fit  for  a  specific 


residency  training  program.  The 
commenters  stated  they  believe  that  5 
years  is  likely  a  sufficient  period  of  time 
because  many  new  programs  will  fill 
their  higher  PCY  levels  by  accepting 
transfer  residents  from  other  programs 
rather  than  just  filling  up  only  the  PCYl 
level. 

Several  commenters  supported 
extending  the  cap-building  period  ft’om 
3  to  5  years  because  creating  a  new' 
teaching  hospital  involves  collaboration 
among  several  different  participants,  for 
example  medical  schools  and 
nonteaching  hospitals,  and  also  requires 
interactions  with  regulatory  bodies  and 
accrediting  agencies.  The  commenters 
stated  that,  in  addition  to  a  3-year 
window  being  a  challenge  due  to  the 
number  and  variety  of  participants 
involved  in  establishing  a  new  teaching 
hospital.  3  years  is  based  on  “*  *  *  an 
unreasonable  and  aggressive  expectation 
that  an  organization  can  establish  its 
desired  complement  of  training 
programs  nearly  simultaneously  in  such 
a  period  while  ensuring  a  high-quality 
educational  experience  for  residents  and 
fellows  and  a  seamless  transition  from 
a  nonteaching  to-a  teaching  service  care 
model  for  Medicare  beneficiaries.”  The 
commenters  stated  it  is  not  appropriate 
to  limit  hospitals’  access  to  CME 
payments  based  on  factors  that  the 
hospitals  cannot  control,  such  as 
ACGME  and  National  Resident 
Matching  Program  requirements  and 
timelines.  Another  commenter  stated 
that  a  cap-building  period  of  5  years 
will  permit  four  community  hospitals 
that  are  considering  building  GME 
programs  in  Northeast  Georgia  to  grow 
their  programs  more  fully  and  wdth 
greater  flexibility.  One  commenter 
stated  that  extending  the  cap-building 
period  to  5  years  will  aid  it  in  its 
collaboration  with  a  school  of  medicine 
to  support  their  efforts  of  training 
residents  in  areas  across  Indiana  where 
no  residency  training  programs 
previously  existed.  Another  commenter 
stated  the  proposed  change  from  3  years 
to  5  years  will  promote  the 
establishment  of  needed  residency 
programs  by  establishing  caps  that 
reflect  the  number  of  FTE  residents  that 
a  hospital  will  be  able  to  train  once  the 
programs  have  matured  and  will  give 
new  teaching  hospitals  more  time  to 
make  the  necessary  initial  investment  t)f 
resources.  The  commenter  stated  that 
expanding  residency  training  programs 
will  help  address  the  physician  shortage 
in  Arizona  that  is  expected  to  grow  as 
a  result  of  an  aging  population  and 
increased  insurance  coverage  under  the 
Affordable  Care  Act.  One  commenter 
stated  that  it  supported  a  5-year  window 


because  it  will  aid  in  developing  new 
emergency  medicine  residencies, 
extending  emergency  medical 
residencies  from  3  years  to  4  years,  and 
meeting  the  needs  of  other  specialty 
residency  training  programs  that  want  to 
expand  their  programs  to  the  maximum 
number  of  accredited  positions.  Another 
commenter  supported  the  expansion 
from  a  3-year  window  to  a  5-year 
window  and  encouraged  CMS  to  revisit 
this  policy  in  several  years  to  confirm 
that  5  years  is  an  adequate  amount  of 
time  for  the  cap-building  process. 

One  commenter  stated  it  understood 
that,  due  to  accreditation  rules,  it  is  very 
difficult  for  a  new'  teaching  hospital  to 
start  several  residency  training  programs 
within  the  current  3-year  window'.  The 
commenter  stated  that  it  understood 
that  if  a  new  teaching  hospital  tries  to 
start  a  second  program  during  its  3-year 
window,  it  is  almost  impossible  to  start 
that  second  program  before  the  third 
year  of  the  hospital’s  3-year  window'. 

The  commenter  noted  that  it  understood 
the  ACGME  has  a  reasonable 
expectation  that  new  teaching  hospitals 
need  to  gain  experience  training 
residents  and  have  a  strong  educational 
infrastructure  in  place  before  they  start 
to  train  residents  in  specialty  residency 
training  programs.  The  commenter 
stated  that  if  a  new  teaching  hospital  is 
only  really  provided  with  one  year  to 
start  a  second  residency  training 
program,  the  hospital  is  forced  to  be 
aggressive  in  filling  a  full  cohort  of  first- 
year  residents,  which  may  be  neither  in 
the  hospital’s  nor  the  residents’  best 
interest.  The  commenter  stated  that 
extending  the  cap-building  period  from 
3  years  to  5  years  will  allow  teaching 
hospitals  to  build  residency  training 
programs”*  *  *  that  will  best  serve  the 
patients  in  their  community  and 
provide  a  strong  educational 
infrastructure  for  their  residents.” 

Response:  We  appreciate  the 
commenters’  support  of  our  proposal  to 
expand  the  cap-building  period  from  3 
years  to  5  years.  Therefore,  we  are 
finalizing  our  proposal  to  provide 
qualifying  teaching  hospitals  with  a  5- 
year  window  to  grow  their  cap.  The  5- 
year  window  will  begin  once  the 
qualifying  teaching  hospital  first  starts 
training  residents  in  its  first  new 
program  and  the  cap  will  apply 
beginning  with  the  sixth  program  year 
of  the  first  new  program.  In  response  to 
the  commenters  who  stated  that  a  5-year 
window  is  a  sufficient  period  of  time  for 
building  a  hospital’s  cap  because  new 
programs  may  accept  transfer  residents 
from  other  programs  raiher  than  filling 
only  PGYl  slots,  we  remind  hospitals 
that  filling  a  program  with  transfer 
residents  from  other  hospitals’  existing 
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residency  training  programs  may 
jeopardize  the  program’s  status  as 
“new.”  As  we  explained  in  the  August 
27,  2009  Federal  Register  (74  FR 
43908),  one  of  the  factors  CMS 
considers  in  determining  whether  a 
residency  training  program  can  be 
considered  a  new  program  for  Medicare 
GME  payment  purposes  is  whether 
residents  entering  a  program  are  new 
residents  or  residents  transferring  from 
an  existing  program(s). 

Comment:  Although  commenters 
supported  extending  the  cap-building 
period  from  3  years  to  5  years,  many  did 
not  support  making  the  policy  effective 
for  new  teaching  hospitals  that  first 
begin  to  train  residents  in  their  first  new 
program  on  or  after  October  1,  2012. 
Commenters  requested  that  the 
extension  of  the  cap-building  period 
from  3  to  5  years  apply  to  new  teaching 
hospitals  that  are  currently  within  their 
3-year  window,  new  teaching  hospitals 
that  started  training  residents  for  the 
first  time  in  a  new  program  on  or  after 
July  1,  2010,  or  at  the  very  least  apply 
effective  July  1,  20,12.  Commenters 
stated  that  new  teaching  hospitals  that 
are  currently  within  the  3-year  window 
are  facing  the  same  challenges  that  CMS 
described  in  the  proposed  rule  and 
deserve  to  benefit  from  a  5-year 
window.  Commenters  stated  that  CMS 
would  be  able  to  apply  the  5-year 
window  without  any  additional 
administrative  burden  on  its  part.  One 
commenter  requested  that,  because  a 
new  teaching  hospital  that  begins 
training  residents  July  2010  would  begin 
the  third  year  of  its  cap-building  period 
July  1,  2012  and  would  not  have  its  caps 
set  until  July  1,  2013,  CMS  amend  its 
proposed  regulation  text  to  apply  the  5- 
year  window  to  a  hospital  that  first 
begins  training  residents  in  a  new 
program  for  the  first  time  on  or  after  July 
1,  2010.  The  commenter  stated  that,  if 
CMS  does  not  agree  to  apply  the  5-year 
window  to  hospitals  that  are  still  within 
their  3-year  window  on  October  1,  2012, 
CMS  at  least  apply  the  5-year  window 
to  new  teaching  hospitals  that  had  not 
been  training  residents  as  of  the 
publication  of  the  proposed  rule,  that  is, 
effective  July  1,  2012.  The  commenter 
stated  that  this  application  would  be 
prospective  and  would  result  in  an  even 
smaller  cost  than  applying  the  5-year 
window  to  all  hospitals  that  are  still 
within  their  3-year  window  for 
establishing  a  cap.  One  commenter 
stated  that  making  the  5-year  window 
effective  for  hospitals  that  are  still 
within  their  3-yeaE.  window  as  of 
October  1,  2012,  would  allow  it  to 
continue  to  develop  its  fellowships  in 
geriatrics  and  palliative  care  and  expand 


its  internal  medicine  program,  and  that 
without  the  possibility  of  this  additional 
payment,  it  may  not  be  able  to  support 
these  programs  which  would  increase 
the  community’s  access  to  primary  care 
and  support  the  future  physician 
workforce.  Another  commenter  stated 
that  it  is  just  about  to  start  the  third  year 
of  its  new  residency  program  and  there 
is  nothing  precluding  CMS  from 
applying  the  5-year  window  to  hospitals 
that  are  currently  growing  their  caps: 

The  commenter  stated  that,  given  the 
likely  upcoming  physician  shortage, 
there  is  a  public  health  benefit  to 
applying  the  5-year  window  as  broadly 
as  possible. 

Another  commenter  stated  that  the 
proposal  to  expand  the  cap-building 
period  is  long  overdue  especially'due  to 
the  fact  that  in  the  last  decade  residency 
training  has  been  expanded  to  address 
physician  shortage  and  complement 
new  medical  schools.  The  commenter 
stated  that  two  of  its  member  hospitals 
have  recently  or  currently  are 
establishing  new  programs  and  will  be 
negatively  affected  by  the  3-year 
window.  Therefore,  the  commenter 
requested  the  5-year  window  be  applied 
to  all  hospitals  currently  growing  their 
caps  as  of  October  1,  2012. 

One  commenter  requested  that  CMS 
provide  for  an  exception  for  hospitals 
that  may  have  had  a  cap  based  on  very 
few  residency  rotations  but  want  to  be 
able  to  train  more  residents  because  of 
a  new  medical  school  or  an  expansion 
of  an  existing  medical  school.  The 
commenter  stated  that  it  has  been  a 
leader  in  Wisconsin  in  developing  a 
report  that  addresses  the  potential 
physician  shortage  and  in  establishing  a 
task  force  to  address  the  need  to  train 
new  physicians.  The  commenter  stated 
that  one  of  its  State’s  medical  schools 
may  be  able  to  expand  into  at  least  one 
new  area  in  the  State  and  that  hospitals 
that  want  to  grow  their  residency 
training  programs  as  a  result  of  this 
expansion  should  be  provided  with 
special  consideration  and  an  exemption 
from  their  caps. 

Another  commenter  stated  that  it  is 
beginning  a  family  medicine  and 
internal  medicine  program  and  if  it  were 
to  have  a  5-year  window  it  would  be 
able  to  expand  the  number  of  primary 
care  residents  that  it  trains.  The 
commenter  requested  that  the  5-year 
window  apply  retroactively  to  any 
hospital  that  has  not  yet  established  a 
cap. 

Response:  We  disagree  with  the 
commenters  who  suggested  applying  the 
5-year  window  to  hospitals  that  are  still 
within  their  3-year  window  effective 
October  1,  2012,  or  to  hospitals  that 
begin  training  in  July  2012.  We  believe 


it  is  appropriate  that  the  policies 
included  in  this  final  rule  will  be 
effective  with  the  start  date  of  the  next 
fiscal  year,  in  this  case,  October  1,  2012. 
Therefore,  we  are  finalizing  the  policy 
to  extend  the  cap-building  period  from 
3  years  to  5  years,  effective  for  hospitals 
that  first  begin  to  train  residents  in  their 
first  new  program  on  or  after  October  1 , 
2012. 

Comment:  Some  commenters 
supported  CMS’  proposed  methodology 
for  calculating  a  new  teaching  hospital’s 
cap  adjustment  if  residents  in  the  new 
program  are  training  at  more  than  one 
hospital  (proposed  §413.79(e)(l)(i)). 
However,  some  commenters  also 
expressed  concern  regarding  the 
proposed  methodology  to  consider  all  5 
years  of  the  cap-building  period  for 
purposes  of  determining  a  participating 
hospital’s  cap  adjustment.  Commenters 
stated  that  considering  all  5  years 
prevents  nonteaching  hospitals  from 
training  residents  in  the  new  program  if 
it  wants  to  establish  its  own  programs 
in  the  future.  The  commenters  stated 
that,  under  the  proposed  methodology, 
a  new  teaching  hospital  could  “lose” 
cap  slots  if  it  rotated  residents  in  a  new 
program  at  any  time  during  the  5-year 
window  to  another  hospital,  even  if  by 
the  last  year  of  the  5-year  window,  it 
would  be  able  to  offer  all  of  the  rotations 
at  its  facility.  Commenters  stated  that  if 
a  methodology  for  allocating  cap  slots 
among  participating  hospitals  is 
adopted,  it  should  only  consider  the 
training  that  is  occurring  during  the  fifth 
year  after  training  starts. 

One  commenter  stated  that  it  is  in  the 
process  of  developing  residency  training 
programs  and  is  seeking  a  Trauma 
designation.  The  commenter  stated  that 
until  it  receives  its  Trauma  designation, 
it  plans  to  send  its  Emergency  Medicine 
residents  to  other  facilities  for  the 
program’s  Trauma  rotation.  The 
commenter  stated  that  due  to  these 
outside  rotations,  its  cap  will  be 
reduced  and  it  will  not  be  able  to 
receive  a  cap  adjustment  for  those  FTE 
residents  it  would  have  the  capacity  to 
train  later  on. 

Commenters  stated  that  while  they 
believe  the  proposed  calculation  of  the 
total  cap  is  appropriate,  the  proposed 
apportionment  of  FTE  residents  among 
participating  hospitals  may  result  in 
inappropriate  cap  determinations  if  the 
programs  were  in  existence  for  less  than 
their  minimum  accredited  length  by  the 
fifth  year  of  the  cap-building  period. 

One  commenter  stated  “*  *  *  the  result 
of  utilizing 'a  limited  data  set  and 
extrapolating  those  resident  counts  to 
represent  the  anticipated  resident 
rotation  activity  for  the  entire  program 
may  result  in  an  apportionment  of 
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resident  FTEs  that  is  misaligned  and 
varies  markedly  from  the  actual 
experience  of  the  training  program.” 
Commenters  stated  that  while  existing 
teaching  hospitals  may  participate  in 
Medicare  GME  affiliation  agreements  to 
temporarily  adjust  their  caps,  new 
teaching  hospitals  are  not  permitted  to 
temporarily  lend  some  of  their  cap 
through  an  affiliation  agreement  and. 
therefore,  it  is  not  feasible  for  a  new 
teaching  hospital  to  use  a  Medicare 
GME  affiliation  agreement  to  alleviate 
the  effects  of  an  inappropriate  cap 
determination.  Commenters  therefore 
requested  that  if  the  new  program  has 
been  in  existence  for  less  than  its 
minimum  accredited  length  by  the  fifth 
year  of  the  cap  building  period, 
participating  hospitals  should  be 
permitted  to  collaborate  and  submit  an 
attestation  certih’ing  a  preferred  way  of 
dividing  the  cap  slots.  The  commenters 
stated  that  the  total  cap  adjustment 
should  be  calculated  as  proposed: 
however  the  individual  cap 
determinations  should  be  adjusted  as 
follows: 

•  For  any  program  that  has  operated 
for  a  period  of  time  less  than  the 
number  of  years  equal  to  the  minimum 
accredited  program  length  as  of  Year  5 
(the  cap  adjustment  year),  if  consensus 
is  reached  among  all  of  the  hospitals 
participating  in  the  development  of  the 
new  program  that  the  apportionment  as 
determined  by  the  CMS  formula  does 
not  appropriately  reflect  the  anticipated 
deployment  of  residents  across  the  full 
program  and  accordingly  advantages  or 
disadvantages  one  or  more  of  the  new 
teaching  hospitals,  the  hospitals  may 
collectively  recommend,  certify,  and 
submit  to  CMS  an  alternative 
apportionment  for  the  resident  FTE 
counts  that  are  associated  with  that 
particular  program  and  that  will  be 
assigned  to  the  hospitals. 

•  For  any  program  that  has  operated 
for  a  period  of  time  equal  to  or  greater 
than  the  minimum  accredited  program 
length  by  Year  5,  the  hospitals  will  not 
have  an  opportunity  to  recommend  an 
alternative  apportionment  of  resident 
FTEs  for  cap  adjustment  purposes. 

Several  commenters  recommended 
changing  the  regulation  text  at  42  CFR 
413.79(e)(l)(i)  by  replacing  the  phrase 
“an  entire  program  year  (or  years)”  with 
“portions  of  a  program  year  (or  years)” 
because  it  more  accurately  describes  the 
proposed  methodology  for  determining 
an  individual  hospital's  cap  adjustment. 

Response:  We  appreciate  the 
commenters’  support  of  the' 
methodology  we  proposed  to  use  to 
calculate  a  qualifying  teaching 
hospital’s  total  cap  adjustment  for  a  new 
program.  We  disagree  with  commenters 


who  stated  that  it  is  inappropriate  to 
consider  all  5  years  of  the  cap-building 
period  in  determining  a  specific 
qualifying  teaching  hospital’s  cap 
adjustment  for  a  new  program.  There 
may  be  some  merit  to  the  commenters’ 
suggestions  that  it  may  take  several 
years  until  a  program  is  fully 
operational  so  by  the  end  of  the  5-year 
window  a  hospital  may  be  able  to  have 
all  the  rotations  occur  at  its  facility. 
However,  we  believe  that  considering 
all  5  years  of  the  cap-building  period  in 
calculating  a  qualifying  teaching 
hospital’s  cap  adjustment  is  appropriate, 
as  it  provides  a  more  complete  picture 
of  tfie  actual  rotations  that  will  be  part 
of  the  approved  residency  training 
program  as  opposed  to  just  taking  into 
account  what  is  happening  in  the  new 
program  during  the  final  year  of  the  cap 
building  period,  which  may  not 
accurately  reflect  the  hospitals’  plans  for 
dividing  rotations  among  participating 
hospitals  which  may  fluctuate  from  year 
to  year.  We  do  not  believe  it  would  be 
appropriate  to  allow  participating 
hospitals  to  submit  alternative 
methodologies  for  dividing  the  total  cap 
adjustment  if  they  do  not  agree  with  the 
cap  calculations  that  have  been 
determined  by  CMS.  The  policy  used  to 
apportion  a  total  cap  adjustment  among 
participating  hospitals  must  be  a  single 
national  policy.  Permitting  hospitals  to 
develop  and  apply  their  own 
methodologies  may  lead  to  disparate 
treatment  among  qualifying  teaching 
hospitals.  Furthermore,  requiring 
Medicare  contractors  to  apply  specific 
individual  policies  for  determining  a 
hospital’s  cap  adjustment,  as  opposed  to 
applying  one  national  policy,  would 
prove  to  be  administratively  difficult 
and  could  significantly  delay  the 
determination  of  a  hospital’s  cap. 

After  considering  the  public 
comments  we  received  on  the  proposed 
methodology  to  be  used  in  determining 
individual  cap  adjustments  for 
qualifying  teaching  hospitals  that 
participate  in  training  residents  in  a 
new  program,  we  are  finalizing  our 
methodology  as  proposed.  That  is,  in 
order  to  determine  a  qualifying  teaching 
hospital’s  cap  adjustment  for  a  new 
program(s),  we  will  take  the  sum  of  the 
products  of  three  factors  (limited  to  the 
number  of  accredited  slots  for  each 
program):  (1)  The  highest  total  number 
of  FTE  residents  trained  in  any  program 
year,  during  the  fifth  year  of  the  first 
new  program’s  existence  at  all  of  the 
hospitals  to  which  the  residents  in  that 
program  rotate;  (2)  the  number  of  years 
in  which  residents  are  expected  to 
complete  the  program,  based  on  the 
minimum  accredited  length  for  each 


type  of  program;  and  (3)  the  ratio  of  the 
number  of  FTE  residents  in  the  new 
program  that  trained  at  the  hospital  over 
the  entire  5-year  period  to  the  total 
number  of  FTE  residents  that  trained  at 
all  hospitals  over  the  entire  5-year 
period. 

Because  we  are  finalizing  the 
methodology  as  proposed,  we  refer 
readers  to  the  examples  provided  in  the 
proposed  rule  and  also  included  earlier 
in  this  preamble  for  further  guidance. 

We  agree  with  the  commenters  who 
suggested  that  we  replace  the  phrase 
“an  entire  program  year  (or  years)”  at  42 
CFR  413.79(e)(l)(i)  with  the  phrase 
“portions  of  a  program  year  (or  years)” 
and,  therefore,  are  amending  this 
regulation  text  to  include  this  change. 
We  also  are  amending  the  regulation 
text  at  42  CFR  413.79(e)(l)(i)  to  more 
clearly  describe  that  an  individual 
hospital’s  cap  adjustment  for  a  new 
program  that  rotates  residents  to  more 
than  one  hospital  is  based  on  the 
product  of  three  factors,  which  are 
described  earlier  in  this  paragraph. 
Furthermore,  in  this  final  rule,  we  are 
making  minor  revisions  to  the 
regulation  text  at  42  CFR  413.79(e)(2) 
through  (e)(4)  for  purposes  of 
maintaining  consistency  throughout  42 
CFR  413.79(e). 

Comment:  Several  commenters 
referred  to  a  statement  reiterated  in  the 
proposed  rule  (77  FR  27977)  that  a  new 
teaching  hospital  can  only  receive  a  cap 
adjustment  for  training  residents  in  a 
truly  “new”  program  and  to  the  August 
27,  2009  final  rule  (74  FR  43908)  in 
which  CMS  discussed  the  requirements 
that  a  residency  training  program  must 
meet  in  order  to  be  considered  a  new 
program.  The  commenters  requested 
that  CMS  clarify  the  definition  of  a  new 
residency  training  program  so  that 
hospitals  can  use  the  5-year  window  for 
building  their  caps.  Commenters  stated 
that  because  of  CMS’  “ambiguous 
criteria”  used  to  define  a  new  program, 
hospitals  hoping  to  start  brand  new 
programs  have  not  been  able  to  get  a 
clear  opinion  from  CMS  or  legal  counsel 
as  to  whether  a  program  is,  in  fact,  new. 
Commenters  stated  that  this  lack  of 
clarity  leads  to  financial  risks  for  a 
hospital  and  does  not  provide  any 
incentives  for  hospitals  to  participate  in 
residency  training.  Commenters  stated 
that  hospitals  are  concerned  that  if  they 
hire  a  program  director  with  significant 
experience  to  meet  ACGME 
requirements,  their  program  will  not  be 
considered  new.  Commenters  requested 
that  CMS  develop  a  bright  line  policy 
regardiiig  the  definition  of  a  new 
program  and  suggested  that  CMS 
consider  a  program  to  be  new  if  all  PGY 
1  residents  are  new  and  90  percent  of 


Federal  Register/ Vol.  77,  No.  170/Friday,  August  31,  2012/Rules  and  Regulations 


53423 


residents  in  later  PGY  years  are  new. 
Commenters  requested  CMS  clarify  that 
prior  experience  and  status  of  the 
program  director  and  teaching 
physicians  are  not  relevant  in 
determining  whether  a  program  is  * 
considered  new. 

Several  commenters  referred  to  CMS’ 
existing  policy  that  when  a  nonteaching 
hospital  starts  training  residents  in  a 
new  program,  it  enters  a  cap-building 
period  and  receives  a  PRA.  Commenters 
stated  that  such  a  policy  hinders  the 
development  of  CME  training  at  small 
hospitals  in  rural  and  underserved  areas 
because  the  result  of  a  resident  rotation 
of  short  duration  is  a  low  PRA  and  small 
cap  which  will  prevent  the  hospitals 
from  establishing  their  own  viable 
residency  training  programs  later  on. 
Commenters  stated  that  assigning  a  cap 
and  PRA  to  a  nonteaching  hospital  that 
does  not  have  a  rotation  of  long  duration 
does  not  permit  these  small  nonteaching 
hospitals  to  determine  whether 
residency  training  would  be  a  viable 
option  for  them.  Commenters  requested 
that  CMS  consider  one  or  more  of  the 
following  proposals: 

•  A  teacning  hospital  should  be 
allowed  to  rotate  residents  for  a  period 
equal  to  or  less  than  3  months  (or  a 
maximum  percentage  of  training  time) 
per  resident  per  year  without  triggering 
the  cap  or  PRA  in  a  nonteaching 
hospital. 

•  A  new  teaching  hospital  should  be 
allowed  to  rotate  residents  in  high-need 
specialties  (for  example,  primary  care, 
general  surgery)  without  triggering  a  cap 
or  PRA  in  a  nonteaching  hospital. 

•  Small  rural  hospitals  ana  hospitals 

located  in  remote  or  underserved  areas 
should  be  allowed  to  rotate  residents  to 
non-teaching  hospitals  without 
triggering  caps  or  PRAs  in  those 
institutions.  , 

One  commenter  offered  a  fourth 
recommendation  to  be  used  if  CMS , 
continues  with  its  current  policy  of 
assigning  a  PRA  and  cap  to  nonteaching 
hospitals  that  train  residents  in  a  new 
program  for  a  rotation  of  short  duration. 
The  commenter  stated  that  if  a  hospital 
has  not  had  residents  rotating  to  its  site 
for  a  reasonable  period  of  time  (the 
commenter  suggested  3  or  5  years),  the 
hosp(Jal’s  cap  should  expire  and  the 
hospital  should  be  considered  a 
nonteaching  hospital. 

Response:  We  do  not  consider  these 
comments  to  be  within  the  scope  of  the 
provisions  of  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule.  In  terms  of  the 
comment  regarding  the  definition  of  a 
new  residency  training  program,  we  did 
not  propose  to  redefine  the 
requirements  that  a  program  must  meet 
in  order  to  be  considered  a  new 


program.  The  discussion  cited  was  part 
of  the  background  discussion  of  existing 
policies.  These  public  comments  may  be 
considered  for  future  rulemaking.  In 
terms  of  the  commenters’  concerns 
regarding  nonteaching  hospitals  that 
receive  a  cap  adjustment  and  PRA  for 
participating  in  training  residents  in  a 
new  program  even  if  the  rotation  to  the 
nonteaching  hospital  is  of  short 
duration,  perhaps  these  concerns  could 
be  potential  topics  for  future  rulemaking 
because  they  have  ramifications  that  go 
beyond  the  establishment  of  a  cap  for  a 
new  program,  for  example,  for 
establishing  the  PRA  of  a  “new” 
teaching  hospital  training  residents  in 
an  existing  program.  Some  commenters 
seemed  to  suggest  that  if  an  existing 
teaching  hospital  sends  residents  to  a 
nonteaching  hospital  for  a  rotation  of 
very  short  duration,  the  existing 
teaching  hospital  should  be  able  to 
count  the  residency  training  time  at  the 
nonteaching  hospital.  We  remind 
readers  that  a  hospital  cannot  count  the 
residency  training  time  that  is  occurring 
at  another  hospital.  Therefore,  it  would 
not  be  possible  for  one  hospital  to  count 
rotations  occurring  at  other  hospitals 
even  if  the  rotations  are  of  a  short 
duration. 

Comment:  One  commenter  asked 
“when  CMS  refers  to  the  accredited 
length  for  the  ‘type’  of  program,  is  CMS 
referring  to  a  specific  program  with  a 
specific  accreditation  time  period,  or  the 
average  accredited  time  for  a  type  of 
specialty,  such  as  primary  care?”  The 
commenter  recommended  “*  *  *  that 
the  minimum  length  of  time  for  each 
training  program  is  based  on  the 
accreditation  for  a  specific  program, 
rather  than  on  the  average  training  time 
for  a  general  type  of  program.”  Another 
commenter  requested  that  CMS  clarify 
the  following  language  included  in  the 
proposed  rule  (77  FR  27979):  “However, 
because  both  of  these  programs  are 
approved  programs  and  FTE  residents 
are  training  at  Hospital  B  for  part  of  the 
time.  Hospital  B  can  count  the  FTE 
residents  training  in  the  family 
medicine  program  and  the  surgery 
program  at  its  facility  if  it  has  room 
under  its  caps  to  do  so.”  The 
commenters  stated  they  believed 
hospitals  should  count  FTE  residents 
regardless  of  whether  the  hospital  has 
room  under  its  caps.  The  commenters 
requested  CMS  “*  *  *  clarify  whether 
or  not  a  hospital  should  report-all 
allowable  resident  FTEs  when  a  hospital 

does  not  have  room  under  its  caps 
*  *  *»» 

Response:  When  we  refer  to  the 
accredited  length  of  a  “type”  of  program 
in  the  proposed  rule  and  in  this  final 
rule,  we  are  referring  to  the  minimum 


accredited  length  for  a  specific  specialty 
program,  that  is,  the  number  of  years  of 
residency  training  that  a  resident  must 
complete  in  order  to  be  board  certified 
in  that  specialty.  For  example  the 
minimum  accredited  length  for  family 
medicine  is  3  years  and  the  minimum 
accredited  length  for  surgery  is  5  years. 

In  response  to  the  commenter’s 
request  that  CMS  clarify  whether  a 
hospital  should  report  all  allowable  FTE 
residents  when  a  hospital  does  not  have 
room  under  its  caps,  if  an  existing 
teaching  hospital  with  an  already 
established  cap  participates  in  training 
residents  in  a  new  program,  unless  it  is 
a  rural  hospital,  it  cannot  receive  a 
permanent  cap  adjustment  for  training 
residents  in  the  new  program.  If  the  new 
program  is  an  approved  program  and 
the  existing  teaching  hospital  is  training 
below  its  caps,  the  existing  teaching 
hospital  can  count  and  receive  payment 
for  the  residents  training  in  the  new 
program  at  its  facility  up  to  its  caps.  The 
commenter  is  correct  that  if  the  existing 
teaching  hospital  is  training  residents  in 
an  approved  program(s)  it  should  report 
those  FTE  residents  on  its  cost  report 
regardless  of  whether  or  not  it  is 
training  over  its  caps.  However,  the 
existing  teaching  hospital  would  only  be 
able  to  receive  Medicare  payment  for 
training  residents  in  the  new  program 
up  to  its  cap  limit. 

Comment:  One  commenter  requested 
that  CMS  provide  new  teaching 
hospitals  with  additional  flexibility  to 
grow  CME  programs  and  provide 
additional  investments  in  CME  that  will 
be  required  to  grow  and  improve  the 
geriatrics  workforce.  One  commenter 
also  requested  that  CMS  provide  CME 
funding  for  second  year  pharmacy 
residency  programs.  One  commenter 
expressed  concern  that  the  policy  of 
assigning  a  cap  and  PRA  after  a  short 
rotation  to  a  formerly  nonteaching 
hospital  may  be  a  policy  that  is  applied 
to  teaching  hospital  centers,  which  it 
believed  would  have  a  negative  effect  on 
the  creation  of  new  teaching  health 
centers. 

Response:  We  consider  these  public 
comments  to  be  outside  the  scope  of  the 
proposed  rule  and,  therefore,  we  are  not 
addressing  them  in  this  final  rule. 

In  summary,  we  are  finalizing  our 
proposal  to  increase  the  cap-building 
period  from  3  years  to  5  years.  We  also 
are  finalizing  the  proposed  methodology 
used  to  calculate  a  cap  adjustment  for 
an  individual  hospital  if  a  new  program 
rotates  residents  to  more  than  one 
hospital  (or  hospitals).  The  methodology 
is  based  on  the  sum  of  the  products  of 
the  following  three  factors:  (1)  The 
highest  total  number  of  FTE  residents 
trained  in  any  program  year,  during  the 
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fifth  year  of  the  first  new  program’s 
existence  at  all  of  the  hospitals  to  which 
the  residents  in  that  program  rotate:  (2) 
the  number  of  years  in  which  residents 
are  expected  to  complete  the  program, 
based  on  the  minimum  accredited 
length  for  each  type  of  program:  and  (3) 
the  ratio  of  the  number  of  FTE  residents 
in  the  new  program  that  trained  at  the 
hospital  over  the  entire  5-year  period  to 
the  total  number  of  FTE  residents  that 
trained  at  all  hospitals  over  the  entire  5- 
year  period.  In  addition,  we  are  making 
minor  revisions  to  the  regulation  text  at 
42  CFR  413.79(e)(2)  through  (e)(4)  for 
purposes  of  maintaining  consistency 
throughout  42  CFR  413.79(e). 

3.  Policies  and  Clarification  Related  to 
5-Year  Period  Following 
Implementation  of  Reductions  and 
Increases  to  Hospitals’  FTE  Resident 
Caps  for  GME  Payment  Purposes  Under 
Section  5503  of  the  Affordable  Care  Act 

As  previously  discussed,  in  an 
attempt  to  end  the  implicit  incentive  for 
hospitals  to  increase  the  number  of  FTE 
residents.  Congress  instituted  a  cap  on 
the  number  of  allopathic  and 
osteopathic  residents  a  hospital  is 
allowed  to  count  for  direct  GME  and 
IME  purposes.  Some  hospitals  have 
trained  a  number  of  allopathic  and 
osteopathic  residents  in  excess  of  their 
FTE  resident  caps,  while  other  hospitals 
are  training  a  number  of  allopathic  and 
osteopathic  residents  at  some  level 
below  their  FTE  resident  caps.  Section 
5503  of  the  Affordable  Gare  Act  added 
a  new  section  1886(h)(8)  to  the  Act  to 
provide  for  reductions  in  the  statutory 
FTE  resident  caps  for  direct  GME 
payment  purposes  under  Medicare  for 
certain  hospitals  that  are  training 
allopathic  and  osteopathic  residents  at  a 
level  below  their  FTE  resident  caps,  and 
to  authorize  a  “redistribution”  to  certain 
hospitals  of  the  estimated  number  of 
FTE  resident  slots  resulting  from  the 
reductions.  Section  5503  of  the 
Affordable  Care  Act  also  amended 
section  1886(d)(5)(B)(v)  of  the  Act  to 
require  application  of  the  provisions  of 
section  1886(h)(8)  of  the  Act  “in  the 
same  manner”  to  the  FTE  resident  caps 
for  IME  payment  purposes. 

Section  i886(h)(8)(A)(i)  of  the  Act 
provides  that,  effective  for  portions  of 
cost  reporting  periods  occurring  on  or 
after  July  1,  2011,  a  hospital’s  FTE 
resident  cap  will  be  reduced  by  65 
percent  of  the  difference  between  the 
hospital’s  “otherwise  applicable 
resident  limit”  and  its  “reference 
resident  level,”  if  its  “reference  resident 
level”  is  less  than  its  “otherwise 
applicable  resident  limit”  (as  defined  at 
section  1886(h)(8)(H)  of  the  Act).  (We 
refer  readers  to  the  November  24,  2010 


final  rule  with  comment  period  (75  FR 
72155  through  72161)  for  a  discussion 
of  these  terms.)  Section  1886(h)(8)(A)(ii) 
of  the  Act  and  the  November  24,  2010 
final  rule  with  comment  period  (75  FR 
72147)  describe  which  hospitals  are 
exempt  from  a  cap  reduction  under 
section  5503  of  the  Affordable  Care  Act, 
including  rural  hospitals  with  fewer 
than  250  acute  care  inpatient  beds. 

Under  section  1886(n)(8)(B)  of  the 
Act,  the  Secretary  is  authorized  to 
increase  the  FTE  resident  caps  for 
certain  categories  of  hospitals  for 
portions  of  cost  reporting  periods 
occurring  on  or  after  July  1,  2011,  in  the 
aggregate,  by  a  number  that  does  not 
exceed  the  estimated  overall  reduction 
in  FTE  resident  caps  for  all  hospitals 
under  section  1886(h)(8)(A)  of  the  Act. 

In  determining  which  hospitals  will 
receive  an  increase  in  their  FTE  resident 
caps,  sections  1886(h)(8)(C)  through 
1886(h)(8)(E)  of  the  Act  direct  us  to  do 
all  of  the  following: 

•  Take  into  account  the  demonstrated 
likelihood  of  the  hospital  filling  the 
additional  positions  within  the  first 
three  cost  reporting  periods  beginning 
on  or  after  July  1,  2011. 

•  Take  into  account  whether  the 
hospital  has  an  accredited  rural  training 
track  program. 

•  Distribute  70  percent  of  the  resident 
slots  to  hospitals  located  in  States  with 
resident-to-population  ratios  in  the 
lowest  quartile. 

•  Distribute  30  percent  of  the  resident 
slots  to  hospitals  located  in  a  State,  a 
territory  of  the  United  States,  or  the 
District  of  Columbia  that  are  among  the 
top  10  States,  territories,  or  the  District 
in  terms  of  the  ratio  of  the  total 
population  living  in  an  area  designated 
as  a  health  professional  shortage  area 
(HPSA),  as  of  March  23,  2010,  to  the 
total  population,  and/or  to  hospitals 
located  in  rural  areas. 

A  comprehensive  description  of  the 
rules  implementing  the  cap  slot 
redistribution  under  section  1886(h)(8) 
of  the  Act  can  be  found  in  the  November 
24,  2010  final  rule  with  comment  period 
(75  FR  72168).  Section  1886(h)(8)(B)(ii) 
of  the  Act,  as  added  by  section 
5503(a)(4)  of  the  Affordable  Care  Act, 
specifies  that  a  hospital  that  receives  an 
increase  in  its  cap  shall  ensure,  during 
the  5-year  period  beginning  on  the  date 
of  such  increase  (July  1,  2011),  that 
certain  requirements,  referred  to  as  the 
primary  care  average  and  the  75-percent 
threshold,  are  met  in  order  to  retain 
those  slots.  Otherwise,  section 
1886(h)(8)(B)(iii)(I)  of  the  Act  authorizes 
the  Secretary  to  reduce  the  FTE  resident 
caps  of  the  hospital  by  the  same  number 
of  FTE  residents  by  which  the  hospital’s 
FTE  resident  caps  were  increased  if  the 


hospital  fails  to  meet  either 
requirement:  and  section 
1886(h)(8)(B)(iii)(II)  of  the  Act 
authorizes  the  Secretary  to  redistribute 
those  positions. 

Specifically,  section  1886(h)(8)(B)(ii) 
of  the  Act  states,  “*  *  *  a  hospital  that 
receives  an  increase  in  the  otherwise 
applicable  resident  limit  under  this 
subparagraph  shall  ensure,  during  the  5- 
year  period  beginning  on  the  date  of 
such  increase,  that — 

(I)  The  number  of  full-time  equivalent 
primary  care  residents,  as  defined  in 
paragraph  (5)(H)  (as  determined  by  the 
Secretary),  excluding  any  additional 
positions  under  subclause  (II),  is  not 
less  than  the  average  number.of  fulltime 
equivalent  primary  care  residents  (as  so 
determined)  during  the  3  most  recent 
cost  reporting  periods  ending  prior  to 
the  date  of  enactment  of  this  paragraph: 
and 

(II)  Not  less  than  75  percent  of  the 
positions  attributable  to  such  increase 
are  in  a  primary  care  or  general  surgery 
residency  (as  determined  by  the 
Secretary). 

The  Secretary  may  determine  whether 
a  hospital  has  met  the  requirements 
under  this  clause  during  such  5-year 
period  in  such  manner  and  at  such  time 
as  the  Secretary  determines  appropriate, 
including  at  the  end  of  such  5-year 
period.” 

In  a  case  where  the  Secretary 
determines  that  a  hospital  did  not  meet 
the  requirements  in  a  cost  reporting  year 
during  the  5-year  time  period,  section 
1886(h)(8)(B)(iii)  of  the  Act  states  that 
“*  *  *  the  Secretary  shall— 

(I)  Reduce  the  otherwise  applicable 
resident  limit  of  the  hospital  by  the 
amount  by  which  such  limit  was 
increased  under  this  paragraph:  and 

(II)  Provide  for  the  distribution  of 
positions  attributable  to  such  reduction 
in  accordance  with  the  requirements  of 
this  paragraph.” 

In  the  November  24,  2010  final  rule 
with  comment  period  (75  FR  72195 
through  72203),  we  stated  that  the  “5- 
year  period  beginning  on  the  date  of 
such  increase”  is  July  1,  2011  through 
June  30,  2016,  and  we  provided  a 
detailed  discussion  of  what  the  two 
requirements  under  sections 
1886(h)(8)(B)(iiJ(I)  and 
188fi(h)(8)(B)(ii)(II)  of  the  Act  entail.  In 
that  final  rule,  we  noted  that  section 
1886(h)(8)(B)(ii)  of  the  Act  allows  the 
Secretary  to  “determine  whether  a 
hospital  has  met  the  requirements  *  *  * 
during  such  5-year  period  in  such 
manner  and  at  such  time  as  the 
Secretary  determines  appropriate, 
including  at  the  end  of  such  5-year 
period,”  and  section  1886(h)(8)(B)(iii)  of 
the  Act  instructs  the  Secretary  to 
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“reduce  the  otherwise  applicable 
resident  limit  of  the  hospital  hy  the 
amount  by  which  such  limit  was 
increased*  *  *.”  We  also  explained 
that  we  believe  the  Secretary  has  the 
discretion  to  consider  a  hospital’s 
performance  over  more  than  one  year  or 
to  review  each  year  during  the  5  years 
independently  in  determining  whether 
or  not  a  hospital  is  in  compliance  with 
the  primary  care  average  and  the  75- 
percent  threshold,  as  required  (75  FR 
72196  and  72197  and  72200  and  72201). 
We  emphasized  that  it  is  within  CMS’ 
and  the  Medicare  contractors’  authority 
to  adjust  a  hospital’s  IME  and  direct 
GME  payments  as  early  as  it  is  feasible 
within  a  cost  report’s  submission  and 
review  cycle,  and  that  we  need  not  wait 
until  final  settlement  to  do  so.  We 
further  stated  in  the  November  24,  2010 
final  rule  with  comment  period 
implementing  section  5503  that  “We 
also  understand  that  we  should  consider 
that  hospitals  might  not  immediately  fill 
all  the  slots  they  receive,  particularly 
because  they  are  only  required  to 
demonstrate  the  likelihood  of  filling  the 
slots  within  the  first  three  cost  reporting 
periods  beginning  on  or  after  July  1, 
2011’’  (75  FR  72197).  However,  we  gave 
an  example  that  indicated  that,  of  the 
section  5503  FTE  slots  that  the  hospital 
does  begin  to  use,  75  percent  of  those 
slots  must  be  in  primary  care  or  general 
surgery. 

Since  we  awarded  the  section  5503 
slots  pursuant  to  segtion  1886(h)(8)  of 
the  Act,  and  prior  to  issuance  of  the 
proposed  rule,  we  have  received 
questions  from  hospitals  asking  if  and 
how  CMS  would  enforce  the  primary 
care  average  and  the  75-percent 
threshold  requirements  under  sections 
1886(h)(8)(B)(ii)(I)  and 
1886(h)(8)(B)(ii)(II)  of  the  Act  if  a 
hospital  does  not  use  any  of  its  section 
5503  slots  until  year  4  or  year  5  of  the 
5-year  period,  or  if  a  hospital  does  not 
use  any  of  the  section  5503  slots  until 
after  expiration  of  the  5-year  period.  We 
have  informed  hospitals  that  the  75-. 
percent  threshold  requirement  applies 
once  the  hospital  starts  using  any  of  the 
section  5503  slots,  and  the  3-year 
primary  care  average  requirement 
applies  immediately  on  July  1,  2011,  ' 
regardless  of  whether  or  not  the  hospital 
begins  to  use  its  additional  section  5503 
slots  in  year  1  of  the  5-year  period.  This 
is  because  the  3-year  primary  care 
average  test  applies  to  the  hospital’s  pre¬ 
section  5503  resident  complement  as 
well,  and  not  exclusively  to  the 
additional  FTE  residents  associated 
with  slots  awarded  under  section  5503. 

In  determining  which  hospitals 
applying  for  slots  under  section  5503 
will  receive  slots,  section 


1886(h)(8)(C)(i)  of  the  Act  specifies  that 
the  Secretary  shall  take  into  account  the 
demonstrated  likelihood  of  the  hospital 
filling  the  slots  within  the  first  three 
cost  reporting  periods  beginning  on  or 
after  July  1,  2011.  Hospitals  included 
evidence  supporting  the  demonstrated 
likelihood  stipulation  in  their 
applications  and  we  took  that  into 
consideration  in  awarding  slots  under 
section  5503.  We  believe  that  it  is 
inappropriate  and  in  direct  conflict  with 
a  base  consideration  in  the  awarding  of 
slots  under  section  5503  for  hospitals  to 
refrain  from  using  their  section  5503 
slots  until  after  the  initial  3  years  after 
the  slots  have  been  awarded  in  an  ‘ 
attempt  to  circumvent  the  primary  care 
average  or  the  75-percent  threshold 
requirements,  or  both. 

As  stated  in  the  November  14,  2010 
final  rule,  CMS  reserves  the  right  to 
assess  as  many  times  as  necessary  in  the 
5-year  period  whether  a  hospital  is 
meeting  the  required  criteria.  The 
agency  also  may  remove  the  slots 
awarded  to  a  hospital  at  any  point 
during  the  5-year  period  (75  FR  72196 
and  72197  and  72200  and  72201). 
Because  a  statutorily  directed  criterion 
for  consideration  in  awarding  slots 
under  section  5503  included  the 
requirement  that  hospitals  applying  for 
slots  demonstrate  the  likelihood  of 
filling  the  slots  within  the  first  three 
cost  reporting  periods  beginning  on  or 
after  July  1,  2011,  and  we  relied  on  that 
information  in  awarding  slots,  we  stated 
in  the  proposed  rule  that  we  believe  it 
is  reasonable  to  expect  that  hospitals 
that  received  slots  under  section  5503 
should  begin  to  use  their  slots  within 
the  first  three  12-month  cost  reporting 
periods  beginning  on  or  after  July  1, 
2011,  of  the  5-year  period  in  order  to 
give  full  effect  to  the  requirements 
under  section  1886(h)(8)(B)(ii)  of  the 
Act.  Therefore,  in  the  FY  2013  IPPS/ 
ETCH  PPS  proposed  rule  (77  FR  27982), 
we  proposed  that  a  hospital  must  fill  at 
least  half  of  its  section  5503  slots,  IME 
and  direct  GME  respectively,  in  at  least 
one  of  the  following  timeframes,  or  lose 
its  section  5503  slots:  (A)  In  its  first  12- 
month  cost  reporting  period  of  the  5- 
year  period;  and/or  (B)  in  its  second  12- 
month  cost  reporting  period  of  the  5- 
year  period;  and/or  (C)  in  its  third  12- 
month  cost  reporting  period  of  the  5- 
year  period.  For  example.  Hospital  A 
and  Hospital  B  both  have  June  30  fiscal 
year  ends  (FYEs),  and  they  received  10 
slots  under  section  5503.  In  its  FYE  June 
30,  2012,  Hospital  A  filled  8  slots.  In  its 
FYE  June  30,  2013,  Hospital  A  filled  0 
slots.  In  its  FYE  June  30,  2014,  Hospital 
A  filled  5  slots.  However,  Hospital  B,  in 
its  FYEs  June  30,  2012,  2013,  and  2014, 


only  filled  3  slots  respectively  in  each  • 
of  the  3  years.  Hospital  A  would  have 
complied  with  our  proposed 
requirement,  because  it  filled  at  least 
half  of  its  section  5503  slots  in  either  its 
first,  and/or  second,  and/or  its  third  12- 
month  cost  reporting  period  during  the 
5-year  period.  Hospital  B  would  not 
have  complied  with  our  proposed 
requirement  because  in  neither  its  first, 
second,  nor  third  12-month  cost 
reporting  period  had  it  filled  at  least  5 
(half  of  10)  slots. 

We  proposed  to  interpret  that  a 
hospital’s  failure  to  use  slots  awarded 
under  section  5503  in  a  timely  manner 
to  also  be  a  failure  to  meet  the  75- 
percent  threshold.  We  believe  that  we 
have  the  authority  to  interpret  section 
1886(h)(8)(B)(ii)  of  the  Act  in  such  a 
manner  and  to  propose  this  requirement 
because  section  1886(h)(8)(B)(ii)  of  the 
Act  allows  the  Secretary  to  “  *  *  * 
determine  whether  a  hospital  has  met 
the  requirements  under  this  clause 
during  such  5-year  period  in  such 
manner  and  at  such  time  as  the 
Secretary  determines  appropriate, 
including  at  the  end  of  such  5-year 
period.’’  We  reiterated  that  the  75- 
percent  threshold  applies  in  the 
instance  where  a  hospital  uses  less  than 
half,  or  any  amount,  of  its  slots  prior  to 
its  third  12-month  cost  reporting  period 
during  the  5-year  period  (75  FR  72197). 
In  other  words,  the  75-percent  threshold 
applies  throughout  the  5-year  period,  as 
long  as  the  hospital  is  using  some 
amount  of  its  section  5503  slots  in  the 
respective  cost  reporting  period.  If  a 
hospital  is  using  some  of  its  section 
5503  slots  in  a  cost  reporting  period,  the 
75-percent  threshold  would  be  enforced; 
if  a  hospital  is  not  using  any  of  its 
section  5503  slots  in  a  cost  reporting 
period,  the  75-percent  threshold  would 
not  be  enforced.  However,  as  stated 
earlier,  we  proposed  that  a  hospital 
must  use  its  section  5503* slots  no  later 
than  the  hospital’s  third  12-month  cost 
reporting  period  (and  that  at  least  half 
of  its  section  5503  slots  must  be  used  in 
either  the  first,  or  second,  or  third  12- 
month  cost  reporting  period). 

We  noted  in  the  proposed  rule  that  we 
did  not  specify  that  a  hospital  must  use 
at  least  half  of  its  section  5503  slots  in 
its  third  12-month  cost  reporting  period 
of  the  5-year  period  in  the  November  24, 
2010  final  rule  with  comment  period 
because  the  possibility  that  a  hospital 
might  not  begin  to  use  its  section  5503 
slots  for  several  years  only  came  to  our 
attention  after  July  1,  2011,  in  response 
to  questions  raised  by  hospitals. 
Furthermore,  given  the  demand  for 
these  slots  (we  ran  out  of  slots  during 
the  redistribution  process  and  were 
unable  to  award  any  slots  to  hospitals  in 
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*qualif\ing,  but  lower  ranking.  States), 
and  that  the  slots  were  slated  to  be 
distributed  in  States  where  there  was  an 
acute  need  for  additional  residents  (that 
is,  as  sections  1886(h)(8)(D)  and 
1886(h)(8)(E)  of  the  Act  specify,  to 
States  with  resident-to-population  ratios 
in  the  lowest  quartile,  and  to  States  that 
are  among  the  top  10  in  terms  of  the 
HPSA  population  to  total  population 
ratios),  we  did  not  expect  that  hospitals 
that  received  section  5503  slots  would 
not  be  able  to  make  almost  immediate 
use  of  the  slots.  Consequently,  in  the 
proposed  rule,  w’e  stated  that  given  the 
presumed  huge  need  for  these  slots  in 
the  States  where  Congress  directed  that 
they,  be  awarded,  we  believe  it  is 
appropriate  to  use  our  authority  to 
reasonably  ensure  that  those  slots 
awarded  are  used  in  compliance  with 
section  5503  (hence,  the  proposals  in 
the  proposed  rule),  and,  if  not,  are  able 
to  be  redistributed  to  other  hospitals  in 
need  of  slots  as  Congress  intended. 

Section  1886(h)(8)(B)(iii)  of  the  Act 
states  that  if  the  Secretary  determines 
that  a  hospital  does  not  meet  either  the 
primary  care  average  or  the  75-percent 
threshold,  “the  Secretary  shall  (I)  reduce 
the  otherwise  applicable  resident  limit 
of  the  hospital  by  the  amount  by  which 
such  limit  w'as  increased  under  this 
paragraph;  and  (II)  provide  for  the 
distribution  of  positions  attributable  to 
such  reduction  in  accordance  with  the 
requirements  of  this  paragraph.” 
Accordingly,  we  indicated  in  the 
proposed  rule  that  w'e  w'ere  exercising 
the  broad  authority  that  the  Secretary  is 
given  to  determine  w'hether  the 
requirements  at  section  1886(h)(8)(B)(ii) 
of  the  Act  are  met  by  proposing  that  if 
a  hospital  fails  to  fill  at  least  half  of  its 
section  5503  slots,  IME  and  direct  GME 
respectively,  in  its  first  12-month  cost 
reporting  period  of  the  5-year  period, 
and/or  in  its  second  12-month  cost 
reporting  period,  and/or  in  its  third  12- 
month  cost  reporting  period  of  the  5- 
year  period,  this  would  mean  failure  to 
meet  the  75-percent  threshold.  In  the 
case  of  such  failure,  we  indicated  that 
CMS  would  instruct  the  Medicare 
contractor  after  audit  to  permanently 
remove  all  of  the  hospital’s  section  5503 
slots  from  the  earliest  cost  reporting 
period  that  is  subject  to  reopening  and 
in  which  it  would  be  determined  that 
the  hospital  did  not  meet  the 
requirements  (in  accordance  with 
existing  §413.79(n)(2)(iii),  which  was 
proposed  to  be  redesignated  as 
§413.79(n)(2)(iv)  in  the  proposed  rule), 
even  if  the  hospital  had  used  at  least 
half  of  its  section  5503  slots  in  its  fourth 
or  subsequent  cost  reporting  year  of  the 
5-year  period.  Thus,  as  part  of  the 


Medicare  contractors’  reviews  of  the 
hospitals  that  received  section  5503 
slots,  W'e  proposed  that  the  Medicare 
contractors  would  determine  whether  a 
hospital  filled  at  least  half  of  its  section 
5503  slots  in  its  first  12-month  cost 
reporting  period  of  the  5-year  period, 
and/or  in  its  second  12-month  cost 
reporting  period,  and/or  in  its  third  12- 
month  cost  reporting  period  of  the  5- 
year  period.  We  stated  in  the  proposed 
rule  that  we  believe  it  is  appropriate  to 
remove  the  slots  from  a  hospital  that  has 
not  filled  at  least  half  of  its  slots  in  any 
12-month  cost  reporting  year  prior  to 
and  including  the  third  12-month  cost 
reporting  period  so  that  these  slots  may 
be  redistributed  to  other  hospitals  that 
may  have  greater  success  in  filling  the 
slots  and  that  are  located  in  States  that 
are  described  in  sections  1886(h)(8)(D) 
and  1886(h)(8)(E)  of  the  Act. 

We  noted  in  the  proposed  rule  that,  as 
explained  in  the  November  24,  2010 
final  rule  with  comment  period  (75  FR 
72197),  the  start  and  end  of  each  year  of 
the  5-year  period  depend  on  the  fiscal 
year  begin  date  of  each  hospital’s  cost 
reporting  periods.  Hospitals  with  fiscal 
year  begin  dates  of  July  1  will  have  five 
12-month  cost  reporting  periods  starling 
on  July  1,  2011,  and  ending  on  June  30, 
2016,  while  hospitals  with  fiscal  year 
begin  dates  of  other  than  July  1  will 
have  a  partial  cost  reporting  period  that 
includes  July  1,  2011,  four  12-month 
cost  reporting  periods,  and  another 
partial  cost  reporting  period  that 
includes  June  30,  2016  (75  FR  72197). 
We  proposed  that,  for  example,  if 
Hospital  A  has  a  June  30  fiscal  year  end, 
its  third  12-month  cost  reporting  period 
of  the  5-year  period  would  be  July  1, 
2013,  to  June  30,  2014,  and  Hospital  A 
must  fill  at  least  half  of  its  section  5503 
slots,  IME  and  direct  GME  respectively, 
in  its  first  12-month  cost  reporting 
period  of  the  5-year  period,  and/or  in  its 
second  12-month  cost  reporting  period, 
and/or  in  its  third  12-month  cost 
reporting  period  of  the  5-year  period.  If 
Hospital  B  has  a  September  30  fiscal 
year  end,  its  cost  reporting  periods 
occurring  during  July  1,  2011  through 
June  30,  2016  are  as  follows: 

Year  1 — July  1,  2011 — September  30, 

2011 

Year  2 — October  1,  2011 — September 

30. 2012 

Year  3 — October  C  2012 — September 

30. 2013 

Year  4 — October  1,  2013 — September 

30. 2014 

Year  5 — October  1,  2014 — September 

30. 2015 

Year  6 — October  1,  2015 — June  30,  2016 

Hospital  B’s  third  12-month  cost 
reporting  period  would  be  October  1, 


2013,  to  September  30,  2014,  and 
Hospital  B  must  fill  at  least  half  of  its 
section  5503  slots,  IME  and  direct  GME, 
respectively,  in  its  first  12-month  cost 
reporting  period  of  the  5-year  period, 
and/or  in  its  second  12-month  cost 
reporting  period,  and/or  in  its  third  12- 
month  cost  reporting  period  of  the  5- 
year  period.  As  explained  in  the 
November  24,  2010  final  rule  wdth 
comment  period  (75  FR  72197),  if 
hospitals  have  other  than  a  June  30 
fiscal  year  end,  for  their  cost  reports  that 
include  July  1,  2011  and  June  30,  2016 
respectively,  w'e  consider  whether  the 
hospital  meets  the  primary  care  average 
and  the  75-percent  threshold 
requirements  based  on  an  annualized 
FTE  count.  Also,  if  during  the  period  of 
July  1,  2011  through  June  30,  2016, 
hospitals,  for  w'hatever  reason,  actually 
have  less  than  12-month  cost  reports, 
we  would  consider  on  a  case-by-case 
basis  which  cost  reports  w^e  would 
evaluate  for  purposes  of  meeting  the 
proposed  requirement  of  filling  at  least 
half  of  the  section  5503  slots  in  its  first, 
second,  and/or  third  cost  reporting 
period.  As  under  existing  policy,  if  the 
hospital  does  begin  to  fill  its  section 
5503  slots  but  fails  to  meet  the  75- 
percent  threshold,  the  Medicare 
contractor  would  also  remove  the 
section  5503  slots,  effective  with  the 
earliest  year  that  the  75-percent 
threshold  is  not  met. 

Lastly,  considering  again  that 
hospitals  that  received  section  5503 
slots  had  to  demonstrate  the  likelihood 
of  filling  the  slots  within  the  first  three 
cost  reporting  periods  beginning  on  or 
after  July  1,  2011,  we  proposed  to 
require  that  hospitals  that  received 
section  5503  slots  must  fill  all  of  the 
slots  they  received  in  their  final  cost 
reporting  period  beginning  during  the 
timeframe  of  July  1,  2011  through  June 
30,  2016  (IME  and  direct  GME 
respectively),  or  lose  all  of  their  section 
5503  slots  after  June  30,  2016.  As  stated 
above  and  in  the  proposed  rule,  we 
consider  it  to  be  appropriate  to  remove 
the  slots  from  a  hospital  that  has  not 
filled  at  least  half  of  its  slots  in  any  12- 
month  cost  reporting  period  prior  to  and 
including  the  third  12-month  cost 
reporting  period,  so  that  these  slots  may 
be  redistributed  to  other  hospitals  that 
otherwise  qualified  to  receive  slots,  but 
did  not  receive  them  because  the 
available  slots  were  granted  to  higher 
ranking  hospitals.  We  also  stated  that 
we  were  interested  in  commenters’ 
recommendations  regarding  alternative 
approaches  to  encouraging  compliance 
with  the  3-year  primary  care  average 
requirement  and  the  75-percent 
threshold. 
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In  summary,  we  proposed  that  a 
hospital  must  fill  at  least  half  of  its 
section  5503  slots,  IME  and  direct  GME 
respectively,  in  at  least  one  of  the 
following  timeframes  or  lose  its  section 
5503  slots:  (A)  In  its  first  12-month  cost 
reporting  period  of  the  5-year  period; 
and/or  (B)  in  its  second  12-month  cost 
reporting  period  of  the  5-year  period; 
and/or  (C)  in  its  third  12-month  cost 
reporting  period  of  the  5-year  period. 

VVe  proposed  to  enforce  the  75-percent 
threshold  test  once  the  hospital  begins 
to  use  its  section  5503  slots,  which  we 
proposed  must  he  no  later  than  the 
hospital’s  third  12-month  cost  reporting 
period  (and  that  at  least  half  of  its 
section  5503  slots  must  be  used  in  either 
the  first,  or  second,  or  third  12-month 
cost  reporting  period).  In  addition,  we 
proposed  that  a  hospital  does  not  meet 
the  75-percent  threshold  if  it  fails  to  fill 
at  least  half  of  its  section  5503  slots, 

IME  and  direct  GME,  respectively,  in 
one  or  a  combination  of  the  first  three 
12-month  cost  reporting  period  of  the  5- 
year  period,  and  upon  that  basis,  CMS 
would  instruct  the  Medicare  contractor, 
after  audit,  to  permanently  remove  all  of 
the  hospital’s  section  5503  slots  from 
the  earliest  cost  reporting  period  that  is 
subject  to  reopening  and  in  which  it 
would  be  determined  that  the  hospital 
did  not  meet  the  requirements  (in 
accordance  with  existing 
§413.79(n)(2)(iii),  which  was  proposed 
to  be  redesignated  as  §  413.79(n)(2)(iv) 
in  the  proposed  rule),  even  if  the 
hospital  had  used  at  least  half  of  its 
section  5503  slots  in  its  fourth  or 
subsequent  cost  reporting  year  of  the  5- 
year  period.  Thus,  as  part  of  the 
Medicare  contractors’  reviews  of  the 
hospitals  that  received  section  5503 
slots,  we  proposed  that  the  Medicare 
contractors  would  determine  whether  a 
hospital  filled  at  least  half  of  its  section 
5503  slots  in  its  first  12-month  cost 
reporting  period  of  the  5-year  period, 
and/or  in  its  second  12-month  cost 
reporting  period,  and/or  in  its  third  12- 
month  cost  reporting  period  of  the  5- 
year  period.  Lastly,  we  proposed  to 
require  that  a  hospital  that  received 
section  5503  slots  must  fill  all  of  the 
slots  it  received  in  their  final  cost 
reporting  period  beginning  during  the 
timeframe  of  July  1,  2011  through  June 
30,  2016  (IME  and  direct  GME 
respectively),  or  lose  all  of  its  section 
5503  slots  after  June  30,  2016. 

We  proposed  that  these  requirements 
would  be  effective  for  a  hospital’s  third 
12-month  cost  reporting  period 
occurring  during  the  5-year  period  of 
July  1,  2011  through  June  30,  2016.  For 
ex^ple,  for  hospitals  with  a  June  30 
fiscal  year  end,  this  would  be  July  1, 


2013  through  June  30,  2014.  For 
hospitals  with  a  September  30  fiscal 
year  end,  this  would  be  October  1,  2013 
through  September  30,  2014.  For 
hospitals  with  a  December  31  fiscal  year 
end,  this  would  be  January  1,  2014 
through  December  31,  2014.  We 
proposed  to  make  appropriate  changes 
to  the  regulations  text  at  §413.79(n)(2) 
to  incorporate  our  proposals.  The  IME 
regulations  regarding  section  5503  slots 
that  are  at  existing 
§412.105(f)(l)(iv)(G)(2)  reference  the 
direct  GME  regulations  text  at 
§413.79(n)  and  would  not  require 
amendments. 

Comment:  Many  commenters  opposed 
CMS’  proposal  to  require  hospitals  to 
use  at  least  half  of  their  section  5503 
slots  in  either  the  first,  second,  or  third 
12-month  cost  reporting  period  of  the  5- 
year  period,  and  to  use  all  of  their  slots 
by  the  fifth  year.  One  commenter  stated 
that  the  proposal  “over-reaches”  and  the 
penalty  for  failure  to  meet  the  timeline 
for  filling  the  section  5503  slots  is  “too 
harsh,”  unjustly  penalizing  hospitals. 
Commenters  explained  hov^,  given  the 
date  when  CMS  announced  the  section 
5503  awards  (August  2011,  which  they 
believed  was  already  too  late  to  recruit 
resident  for  the  July  1,  2011  academic 
year),  and  the  complexity  and  length  of 
the  process  for  receiving  accreditation 
and  hiring  staff  for  a  new  program,  a  3- 
year  timeframe  for  filling  at  least  half  of 
the  slots  is  impossible  for  hospitals  to 
meet.  Some  commenters  gave  examples 
of  a  hospital  that  is  using  its  section 
5503  to  start  a  new  program,  but 
because  of  time  constraints  in 
accrediting  and  growing  the  program,  by 
the  5th  year,  the  hospital  would  still 
only  have  less  than  75  percent  of  the 
slots  filled.  They  stated  that,  under 
CMS’  proposal,  this  hospital  would  lose 
all  10  of  its  section  5503  slots. 

Some  commenters  expressed  concern 
about  the  proposed  timeline  for  filling 
slots  as  it  relates  to  longer  residencies 
such  as  general  surgery,  a  5-year 
program.  These  commenters  requested 
that  CMS  revise  the  proposal  to  require 
that  80  percent,  rather  than  100  percent, 
of  the  slots  are  filled  by  the  fifth  year. 
Other  commenters  recommended  that 
CMS  remove  the  requirement  that  half 
the  slots  be  filled  by  the  third  year,  and 
instead  either  require  that'half  the  slots 
be  filled  by  the  fifth  year,  or  that 
hospitals  prove  that  they  began  to  start 
or  expand  programs  before  the  end  of 
the  fifth  year,  and  that  they  received 
accreditation  for  the  full  number  of  slots 
they  were  awarded. 

Another  commenter  suggested  that,  if 
the  hospitals  can  provide  appropriate 
documentation  from  the  National 
Residency  Match  Program  (NRMP)  or 


other  appropriate  match  programs  that, 
based  on  their  recruitment  numbers, 
they  have  recruited  for  all  the  slots 
allocated,  then  that  hospital  should  be 
considered  as  meeting  the  5-year 
requirement.  Alternatively,  one 
commenter  recommended  that  if  CMS 
insists  on  an  “interim  check”  of  the 
progress  of  slot-filling,  instead  of  using 
years  1,2,  and  3  of  the  5-year  evaluation 
period,  CMS  should  use  years  2,  3,  and 
4.  The  commenter  argued  that  leaving 
out  the  first  year  “seems  fair  and 
appropriate,”  considering  that  the 
public  would  not  have  known  about 
CMS’  clarification  until  well  into  the 
first  year  and  well  after  the  point  in  time 
during  which  residents  for  the  following 
academic  year  are  selected. 

Other  commenters  suggested  that  any 
hospital  that  received  an  increase  for  a 
new  program  should  demonstrate  that 
the  program  is  starting  within  the  first 
three  cost  reporting  periods,  as  outlined 
in  the  final  regulations  published  in  the 
November  24,  2010  final  rule  with 
comment  period  (75  FR  72168).  The 
same  commenters  also  stated  that  any 
hospital  that  received  an  increase  for  a 
new  program  should  submit  to  CMS  a 
5-year  plan  on  how  it  plans  to  fill  its 
slots.  The  commenters  stated  that  this 
should  be  done  in  a  similar  manner  as 
for  hospitals  that  participated  in  the 
New  York  Demonstration,  the  Utah 
Demonstration,  or  a  Voluntary 
Residency  Reduction  Program  (VRRP) 

(as  outlined  in  the  final  regulations 
published  in  the  November  24,  2010 
final  rule  with  comment  period  (75  FR 
72168)).  Commenters  argued  that, 
because  of  the  tremendous  investment 
required  to  start  a  new  program,  it  is 
highly  unlikely  that  a  hospital  would 
abandon  that  effort  “both  for  financial 
and  reputational  reasons.” 

Two  commenters  stated  that  the 
ACGME  accreditation  process  for  new 
programs  is  more  complex  than  for 
expansion  of  existing  programs.  The 
commenters  asked  that  CMS 
acknowledge  the  effort  and  time 
required  to  start  a  new  program,  and 
CMS  “should  continue  to  make  a 
distinction  between  expansions  of 
existing  programs  and  the  establishment 
of  new  programs  in  the  requirements  for 
the  use  of  the  redistributed  GME  slots.” 
The  commenters  noted  that  CMS  made 
this  distinction  between  starting  new 
programs  and  expanding  existing 
programs  under  Demonstrated 
Likelihood  Criterion  1  in  the  November 
24,  2010  final  rule  with  comment  period 
(75  FR  72168),  where  CMS  added  the 
option  of  submitting  “documentation 
demonstrating  th^t  it  has  made  a 
commitment  to  start  a  new  program. 

One  example  of  such  a  commitment 
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would  be  for  the  hospital  to  provide  the 
minutes  from  the  meeting  at  which  the 
hospital’s  GME  committee  gave 
approval  for  the  hospital  to  proceed 
with  the  process  of  applying  to  the 
accrediting  agency  for  approval  to  start 
a  new'  program.  VVe  are  not  adding  a 
similar  option  under  Demonstrated 
Likelihood  Criterion  2  because  W'e 
understand  that  the  process  for 
requesting  approval  to  expand  an 
existing  program  is  not  as  time- 
consuming  and  labor-intensive  as  the 
process  for  requesting  approval  for  a 
brand  new  program.” 

Commenters  asked  that  if  CMS  does 
finalize  a  penalty  for  hospitals  that  fail 
to  iKse  all  of  their  slots.  CMS  only 
remove  the  slots  that  the  hospital  did 
not  fill  by  year  5,  and  if  any  removal  of 
slots  occurs,  it  should  only  be 
prospective  (that  is.  starting  with  the 
year  after  failure  to  meet  the  75-percent 
test).  Commenters  argued  that  it  is 
“draconian”  for  CMS  to  remove  all  or 
any  of  a  hospital’s  awarded  slots,  if.  for 
example,  in  the  fifth  year,  the  hospital 
has  not  filled  a  fraction  of  the  slots. 

One  commenter  argued  that  there  is 
no  statutory  requirement  to  use  “all”  the 
awarded  section  5503  slots.  The 
commenter  stated  that  the  only  statutory 
requirements  are  to  make  certain  that 
the  hospital  trains  primary  care 
residents  at  or  above  its  primary  care 
average  and,  also,  that  75  percent  of  the 
positions  attributable  to  the  additional 
slots  are  in  primary  care  or  general 
surgeiy  training.  The  commenter 
asserted  that  this  statutory  requirement 
does  not  suggest  a  need  for  use  of  all 
slots  or  any  particular  need  to  analyze 
the  use  of  slots,  if  any,  for  any  slots  not 
used  for  primary  care  or  general  surgery. 
The  commenter  argued  that  Congress 
did  not  place  any  other  requirements  on 
the  use  of  the  slots  and  clearly  is 
allowing  for  25  percent  of  the  slots  used 
to  be  for  nonprimar\’  care  training.  The 
commenter  gave  an  example  where  if 
the  primar\'  care  average  is  12.2  and  the 
hospital  wras  awarded  10  section  5503 
slots,  the  commenter  believes  that,  in 
•  year  5.  to  determine  compliance  with 
the  statutory  75-percent  requirement 
and  primary  care  average,  the  only 
analysis  should  be  whether  the  hospital, 
in  year  5,  is  training  at  least  12.2 
residents  in  primary  care  and  also  at 
least  an  additional  7.5  FTEs  in  primary 
care  or  general  surgery.  The  commenter 
believed  that  it  should  not  matter  what, 
if  anything,  the  hospital  might  be  doing 
with  the  other  2.5  FTEs  of  the  10 
aw'arded  section  5503  slots.  The 
commenter  added  that  it  would  be 
difficult  to  determine  use  of  all  awarded 
slots  without  knowing  precisely  what 


figure  in  year  5  will  be  compared  to 
what  figure  from  another  year  or  years. 

Commenters  also  requested  that  CMS- 
permit  hospitals  to  choose  to  start  the  5- 
year  ev'aluation  period  either  to  be  July 
1,  2011,  or  July  1,  2012.  Commenters 
stated  that  although  section  5503  is 
effective  July  1,  2011,  the  section  5503 
awards  were  not  announced  until  after 
the  start  of  the  July  1.  2011  academic 
year,  and  therefore,  unless  a  hospital 
had  already  recruited  residents  to 
positions  during  the  2010  match 
program,  there  is  no  way  for  any 
hospital  to  actually  have  used  any  of  the 
section  5503  aw'arded  positions  for  the 
period  of  Julv  1.  2011  through  June  30, 
2012. 

Response:  VVe  have  considered  all  the 
public  comments  w'e  received  and  we 
are  convinced  that,  with  respect  to 
starting  a  brand  new  program,  it  is 
possible  that  even  if  a  hospital  began  in 
earnest  the  process  of  seeking 
accreditation  for  and  starting  a  new 
program  right  after  the  section  5503 
slots  w'ere  awarded  in  August  2011,  half 
of  the  slots  may  not  be  filled  by  the 
third  12-month  cost  reporting  period  of 
the  5-year  evaluation  period. 
Nevertheless,  we  emphasize  that  our 
proposal  that  hospitals  must  fill  at  least 
half  of  their  slots  in  years  1,  2,  or  3  was 
based  on  the  statutory'  directive  that,  in 
distributing  the  slots,  CMS  should  take 
into  account  the  demonstrated 
likelihood  of  the  hospital  filling  the 
additional  slots  within  the  first  three 
cost  reporting  periods  beginning  on  or 
a/fer  July  1,  2011.  Arguably,  our 
proposal  was  less  restrictive  than  this 
directive,  in  that  hospitals  would  have 
to  fill  only  half  of  their  slots,  and  not 
all  of  the  slots,  and  do  so  in  either  the 
first,  second,  pr  third  12-month  cost 
reporting  period  of  the  5-year  evaluation 
period.  However,  in  this  final  rule, 
based  on  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  a  policy  that  differs  from  what 
we  proposed. 

As  we  explain  further  below,  we  will 
be  modifying  the  hospital  cost  report  to 
require  hospitals  to  report  the  number  of 
FTE  residents  that  they  have  added 
because  of  their  section  5503  slots.  The 
hospitals  must  specify  on  the  cost 
report,  of  the  additional  FTEs  added 
because  of  secTion  5503,  the  number 
that  are  in  a  new  program(s),  if  any,  and 
the  new  program  specialty(ies),  and  the 
number  that  are  expansions  to  an 
existing  program(s),  if  any,  and  the 
expanded  program’s  or  programs’ 
specialty(ies).  This  information  will 
assist  the  Medicare  contractor  in 
determining  how  many  slots  are  being 
used  and  the  purpose  for  which  they  are 
being  used,  at  least  for  cost  reports  that 


have  not  yet  been  filed  in  the  5-year 
evaluation  period.  VVe  received  many 
comments  convincing  us  of  the 
complexity  and  devotion  of  time  and 
resources  associated  with  starting  a  new 
program,  but  commenters  did  not  do  the 
same  regarding  the  process  for 
expanding  existing  programs.  In  fact, 
after  noting  that  the  ACCME  process  for 
starting  a  new  program  is  more  complex 
than  for  expanding  an  existing  program, 
two  commenters  also  pointed  out  that, 
consequently,  CMS  has  already 
distinguished  between  new  programs 
and  program  expansions  with  regard  to 
the  type  of  documentation  required  in 
the  section  5503  application  process 
(that  is,  the  documentation 
requirements  for  applications  seeking 
slots  to  start  a  new  program  were 
somewhat  less  stringent  than  the 
documentation  requirements  for 
expanding  existing  programs  (75  FR 
72168}).  Those  commenters  asked  that 
CMS  continue  to  distinguish  between 
new  programs  and  program  expansions, 
presumably  by  being  less  stringent  with 
regard  to  the  requirements  imposed 
when  slots  must  be  filled  for  new 
programs.  These  comments  highlighting 
the  differences  in  the  level  of  difficulty 
betw'een  starting  a  new  program  and 
expanding  an  existing  program,  and  the 
general  lack  of  comments  voicing 
concern  over  our  proposals  with  regard 
to  expanding  existing  programs,  confirm 
our  belief  that  it  is  much  easier  for  a 
hospital  to  expand  an  existing  program 
than  to  start  a  new  one.  Therefore,  in 
this  final  rule,  we  are  continuing  to 
distinguish  between  new  programs  and 
expansions  of  existing  programs,  and 
with  regard  to  expansions  of  existing 
programs,  we  believe  that  a  hospital 
should  be  able  to  achieve  its  expansions 
fully  by  its  fourth  12-month  cost 
reporting  period.  With  regard  to 
establishing  new  programs,  we 
understand  that  a  new  program  may  not 
yet  be  fully  grown  by  its  final  (full  or 
partial)  cost  report.  As  we  explain 
further  below,  we  are  finalizing  a  policy 
wherein  the  Medicare  contractor  would 
remove  from  the  final  cost  report  the 
section  5503  slots  that  are  unused  in  a 
hospital’s  final  (full  or  partial)  cost 
report  in  the  5-year  evaluation  period. 
We  are  concerned  that  hospitals  may 
seek  to  suddenly  expand  existing 
primary  care  or  general  surgery 
programs  in  the  final  (full  or  partial) 
cost  report  as  a  means  of  holding  on  to 
their  section  5503  slots,  only  to  reverse 
those  expansions  after  June  30,  2016, 
and  use  the  section  5503  slots  for  some 
other  purpose  inconsistent  with  the 
policy  goals  of  section  5503.  We  believe 
it  is  reasonable  and  fair  to  choose  the 


Federal  Re^ster/Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


53429 


fourth  12-month  cost  report  as  the  year 
in  which  a  hospital  must  have  achieved 
its  full  program  expansion(s)  because 
this  is  one  year  more  than  the  statutory 
requirement  at  section  ISSelhKSKCKi) 
of  the  Act  that  the  Secretary  shall  take 
into  account  the  demonstrated 
likelihood  that  a  hospital  would  fill  the 
slots  within  the  first  3  cost  reporting 
periods  beginning  on  or  after  July  1, 

2011.  We  hope  that  this  final  policy 
encourages  hospitals  to  achieve  the  full 
expansion  by  their  fourth  12-month  cost 
report,  and  to  maintain  that  full 
expansion  in  the  final  cost  report.  We 
believe  that,  in  this  manner,  the  hospital 
would  be  demonstrating  at  least  2  years 
of  commitment  to  the  expanded 
program(s),  and  as  a  result,  the  hospital' 
may  be  less  likely  to  reverse  the 
expansion  after  June  30,  2016. 

Accordingly,  we  are  finalizing  a 
policy  wherein  if  a  hospital  uses  any 
section  5503  slots  for  program 
expansions,  the  Medicare  contractor 
will  review  those  slots  used  for  program 
expansions  and,  in  determining  the 
number  of  applicable  unused  slots  to 
remove,  compare  the  number  of  FTEs 
associated  with  program  expansion  in 
the  fourth  12-month  cost  reporting 
period  to  that  in  the  final  cost  report 
(full  or  partial).  If  the  final  cost  report 
indicates  a  number  of  FTEs  associated 
with  program  expansion  that  is  more 
than  the  number  of  FTEs  associated 
with  program  expansion  in  the  fourth 
12-month  cost  reporting  period,  the 
Medicare  contractor  would  ignore  the 
additional  expansion  in  the  final  cost 
report  in  calculating  the  applicable 
unused  slots  because,  as  noted  above, 
we  believe  the  full  expansion  should 
have  been  achieved  in  the  fourth  12- 
month  cost  reporting  period.  Effective 
for  portions  of  cost  reports  on  or  after 
July  1,  2016,  we  would  remove  those 
additional  expanded  FTEs  (thereby 
reducing  the  section  5503  award)  that  • 
are  over  and  above  the  FTEs  associated 
with  program  expansion  in  the  fourth 
12-month  cost  reporting  period.  If  the 
number  of  FTEs  associated  with 
program  expansion  in  the  final  cost 
report  is  equal  to  or  less  than  the 
number  of  FTEs  associated  with 
program  expansion  in  the  fourth  12- 
month  cost  reporting  period,  the 
hospital’s  section  5503  award  would  be 
reduced  by  removing  any  FTE  slots  that 
are  unused  in  the  final  (full  or  partial) 
cost  report,  effective  for  portions  of  cost 
rejjorts  on  or  after  July  1,  2016. 

For  example,  assume  Hospital  X  was 
awarded  20  slots  under  section  5503.  In 
its  fourth  12-month  cost  reporting 
period,  it  has  added  16  FTEs,  10  of 
which  are  associated  with  a  new  family 
medicine  program,  and  6  are  associated 


with  an  expanded  surgery  program.  In 
its  final  cost  report,  Hospital  X  has 
expanded  its  internal  medicine  program 
by  3  FTEs,  and  it  continues  to  train  the 
6  surgery  residents  and  the  10  family 
medicine  residents  added  in  its  fourth 
cost  reporting  period.  One  slot  of  the  20 
section  5503  slots  remains  unused  in 
the  final  cost  report.  Because  we  believe 
all  program  expansions  should  have 
occurred  no  later  than  the  fourth  12- 
month  cost  reporting  period,  effective 
July  1,  2016,  the  Medicare  contractor 
would  remove  the  three  (internal 
medicine)  FTE  slots.  In  addition, 
effective  July  1,  2016,  the  Medicare 
contractor  would  remove  the  one 
unused  FTE  slot.  Therefore,  effective 
July  1,  2016,  Hospital  X’s  section  5503 
cap  would  be  16,  not  20. 

Alternatively,  Hospital  Y  was 
awarded  20  slots  under  section  5503.  In 
its  fourth  12-month  cost  reporting 
period,  it  has  added  16  FTEs,  10  of 
which  are  associated  with  a  new  family 
medicine  program,  and  6  are  associated 
with  an  expanded  surgery  program.  In 
its  final  cost  report.  Hospital  Y 
continues  to  train  the  6  surgery 
residents  and  add  1  family  medicine 
resident,  so  Hospital  Y  is  training  11 
family  medicine  residents.  Hospital  Y 
has  maintained  the  same  level  of 
p'rogram  expansions  in  its  final  cost 
report  as  in  its  fourth  12-month  cost 
report  (that  is,  6  surgery  residents). 

Three  slots  of  the  20  section  5503  slots 
are  unused  in  the  final  cost  report. 
Therefore,  the  Medicare  contractor 
would  only  remove  the  3  FTE  unused 
slots  effective  for  portions  of  cost 
reporting  periods  on  or  after  July  1, 

2016.  Hospital  Y’s  section  5503  cap 
would  be  17,  not  20,  effective  for 
portions  of  cost  reporting  periods  on  or 
after  July  1,  2016. 

VVe  are  revising  the  proposed 
regulations  text  to  conform  to  the  final 
policy  regarding  reduction  of  the  section 
5503  cap  awards  effective  for  portions  of 
cost  reports  on  or  after  July  1,  2016,  due 
to  unused  slots.  Specifically,  we  are 
revising  the  regulations  text  at 
§  413.79(n)(2)(ii)  to  state  that  if  a 
hospital  received  a  section  5503  cap 
award,  and  does  not  use  all  of  the  award 
in  its  final  (12-month  or  partial)  cost 
report  of  the  5-year  period  beginning 
July  1,  2011,  and  ending  June  30,  2016, 
the  Medicare  contractor  will  remove  the 
applicable  unused  slots,  and  the 
hospital’s  section  5503  award  will  be 
reduced  for  portions  of  cost  reporting 
periods  on  or  after  July  1,  2016.  The 
number  of  applicable  unused  slots  is 
equal  to  the  difference  between  the 
number  of  slots  awarded  and  the 
number  of  slots  used.  In  determining  the 


applicable  slots  used,  the  following 
amounts  are  added,  as  relevant: 

(1)  If  a  hospital  uses  the  section  5503 
slots  to  expand  an  existing  program(s), 
the  used  slots  are  equal  to  the  lesser  of 
the  number  of  slots  used  for  an 
expansion(s)  in  the  fourth  12-month 
cost  report  or  the  final  cost  report. 

(2)  If  a  hospital  uses  the  section  5503 
slots  to  start  a  new  program(s),  the  used 
slots  are  equal  to  the  number  of  slots 
used  for  a  new  program(s)  in  the  final 
cost  report. 

(3)  Tne  portion,  if  any,  of  the  section 
5503  slots  used  for  cap  relief,  subject  to 
the  75  percent  test  and  the  3-year 
primary  care  average  requirement. 

Because  we  are  directing  the 
contractors  to  only  remove  the 
applicable  unused  slots  awarded  under 
section  5503,  effective  for  portions  of 
cost  reporting  periods  on  or  after  July  1, 
2016,  it  is  important  to  define  what  we 
mean  by  “used”  versus  “unused”  slots. 
As  one  commenter  argued  in  great 
detail,  there  is  no  statutory  requirement 
to  use  “all”  the  awarded  section  5503 
slots.  The  only  statutory  requirements 
are  to  make  certain  that  the  hospital 
trains  primary  care  residents  at  or  above 
its  primary  care  average  and,  also,  that  . 
75  percent  of  the  positions  attributable 
to  the  additional  slots  are  in  primary 
care  or  general  surgery  training.  The 
commenter  asserted  that  it  should  not 
matter  what,  if  anything,  the  hospital 
might  be  doing  with  the  other  25 
percent  of  its  section  5503  slots.  The 
commenter  argued  that  Congress  did  not 
place  any  other  requirements  on  the  use 
of  the  slots  and  clearly  is  allowing  for 
25  percent  of  the  slots  used  to  be  for  • 
non-primary  care  training. 

We  believe  that  the  intent  of  section 
5503  was  to  provide  Medicare-funded 
slots  to  hospitals  in  States  that  had 
documented  shortages  of  physicians,  in 
primary  care  or  otherwise,  and, 
therefore,  the  slots  are  intended  to  pay 
for  additional  FTE  residents  that  the 
hospitals  in  those  States  were 
previously  not  training.  That  is,  the 
section  5503  slots  were  not  intended  to 
cover  existing  residency  positions  (that 
is,  cap  relief),  but  to  be  used  to  create 
new  residency  positions  either  through 
starting  new  programs  or  expanding 
existing  programs.  In  fact,  hospitals 
were  precluded  from  applying  for 
section  5503  slots  for  cap  relief,  and  no 
place  was  provided  on  the  section  5503 
application  form  to  eyen  apply  for  cap 
relief  (75  FR  72171,  72173  and  72174). 
Furthermore,  in  light  of  the  75-percent 
requirement,  the  intent  of  section  5503 
is  that  a  sizeable  majority  of  the 
additional  resident  slots  are  to  be  filled 
with  new  primary  care  or  general 
surgery  residents.  Arguably,  it  is 
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acceptable  if  25  percent  of  the 
remaining  5503  slots  are  used  for  '  • 
additional  nonprimary  care  programs, 
considering  that  the  States  that  were 
awarded  the  slots  have  shortages  of 
multiple  kinds  of  physicians,  not  just 
primary  care  and  general  surgery. 
Nevertheless,  it  appears  that,  based  on 
the  language  in  the  November  24,  2010 
final  rule  with  comment  period 
implementing  section  5503  (75  FR 
72198),  hospitals  may  use  25  percent  of 
their  section  5503  slots  for  cap  relief. 

While  we  believe  that  it  is  not 
desirable  to  use  any  amount  of  section 
5503  slots  for  cap  relief,  we  are  not 
instructing  the  contractor  to 
automatically  disallow  the  portion  of 
slots  used  for  cap  relief  if  the  3-year 
primary  care  average  and  the  75-percent 
tests  are  met.  However,  it  is  important 
for  hospitals  to  understand  that 
application  of  any  amount  of  section 
5503  slots  toward  cap  relief  constitutes 
a  definite  "use”  of  those  section  5503 
slots:  therefore,  section  5503  slots 
utilized  for  cap  relief  count  wdth  respect 
to  the  determination  of  whether  75 
percent  of  a  hospital's  section  5503  slots 
are  being  used  for  training  additional 
primary  care  or  general  surgery 
residents,  and  whether  the  total  primary 
care  FTE  count  equals  at  least  the  3-year 
primary  care  average  number.  We 
emphasize  that  we  are  not  instituting  a 
new  policy  in  this  final  rule  with  regard 
to  using  slots  for  cap  relief.  As  stated 
above,  it  appears  that,  based  on 
language  in  the  November  24,  2010  final 
rule  with  comment  period 
implementing  section  5503,  using  25 
percent  of  the  slots  for  cap  relief  is 
permissible  (75  FR  72198).  This  existing 
policy  would  apply  to  cost  reports  that 
hospitals  have  already  filed  after  July  1, 
2011  (the  effective  date  of  section  5503), 
and  certainly  applies  to  cost  reports  that 
have  not  yet  been  filed.  For  example, 
assume  Hospital  A  has  a  cap  of  100 
FTEs,  and  is  training  110  residents. 
Hospital  A  has  a  fiscal  year  end  of 
December  31  and  was  awarded  a  total  of 
20  slots  under  section  5503.  On  July  1, 
2011,  Hospital  A  did  add  one  more 
primary'  care  resident,  which  equates  to 
.5  FTE  on  the  December  31,  2011  cost 
report.  Also,  on  its  December  31,  2011 
cost  report  (Form  CMS-2552-10,  line 
8.01  of  Worksheet  E,  Part  A,  and  line 
4.01  of  Worksheet  E-4),  Hospital  A 
reported  “10”  section  5503  slots  as  its 
cap  increase  (that  is,  half  of  the  20  ' 
section  5503  slots  applicable  to  July  1, 
2011  through  December  31,  2011),  and 
it  reported  110.5  unweighted  FTEs  as  its 
current  year  allowable  allopathic  and 
osteopathic  FTE  count  (Fm-m  CMS- 
2552—10,  line  10  on  Worksheet  E,  Part 


A  and  line  6  Worksheet  E-4).  In  effect. 
Hospital  A  “used”  all  of  its  section  5503 
slots,  w’hich  meant  that  the  9.5  FTEs  by 
which  Hospital  A  previously  exceeded 
its  cap  of  100  are  now  covered  by  10  of 
the  section  5503  slots,  generating 
payment  on  the  December  31,  2011  cost 
report  for  an  additional  9.5  preexisting 
FTEs  (for  purposes  of  simplicity,  we 
have  disregarded  the  effects  of  the 
rolling  average  calculation).  However, 
Ho.spital  A  has  only  added  0.5  of  an 
additional  slot  in  primary  care,  while 
9.5  of  the  other  section  5503  slots  are 
used  for  cap  relief.  In  this  example,  the 
75-percent  test  is  not  met.  Thus,  in 
accordance  with  the  regulations  at 
§413.79(n)(2)(iv),  all  20  of  Hospital  A’s' 
section  5503  slots  would  be  removed. 

Consider  the  difference  in  reporting 
with  Hospital  B.  Hospital  B  also  has  a 
cap  of  100  FTEs  and  is  training  110 
residents.  Hospital  B  has  a  fiscal  year 
end  of  December  31  and  was  awarded 
a  total  of  20  slots  under  section  5503. 

On  July  1,  2011,  Hospital  B  did  add  one 
more  primary  care  resident,  w'hich 
equates  to  .5  FTE  on  the  December  31, 
2011  cost  report.  On  its  December  31, 
2011  cost  report  (CMS  Form  2552-10, 
line  8.01  of  Worksheet  E,  Part  A,  and 
line  4.01  of  Worksheet  E-4),  Hospital  B 
reported  “0.66”  section  5503  slots  as  its 
cap  increase.  By  reporting  0.66  FTEs, 
the  hospital  would  be  reporting  0.5  of 
its  section  5503  cap  associated  with  the 
0.5  additional  primary  care  FTE,  plus  25 
percent  more  for  cap  relief  (that  is,  0.5 
is  75  percent  of  0.66,  and  0.16  is  25 
percent  of  0.66).  Hospital  B’s  adjusted 
cap  for  FYE  12/31/11  is  100  +  0.66  = 
100.66.  Hospital  B  reported  110.5 
unweighted  FTEs  as  its  current  year 
allowable  allopathic  and  osteopathic 
FTE  count  (CMS  Form  2552-10,  line  10 
on  Worksheet  E,  Part  A  and  line  6  on 
Worksheet  E-4).  Hospital  B  would  be 
paid  for  100.66  FTEs  on  its  December 
31,  2011  cost  report  (disregarding  the 
rolling  average).  Hospital  B  has 
permissibly  “used”  75  percent  of  its 
section  5503  slots  for  an  additional 
primary  care  resident  and  25  percent  for 
other  purposes,  such  as  cap  relief. 

These  examples  demonstrate  how  cap 
relief  constitutes  “use”  of  section  5503 
slots,  and  also  show  that  in  the  5-year 
evaluation  period,  a  hospital  should  not 
automatically  report  (that  is,  use)  all  of 
its  section  5503  cap  increase  (on  Form 
CMS-2552-10,  line  8.01  of  Worksheet 
E,  Part  A,  and  on  line  4.01  of  Worksheet 
E-4),  but  should  only  report  (that  is, 
use)  a  portion  that  at  least  is  equal  to  the 
additional  primary  care/general  surgery 
FFEs  added,  with  no  more  than  an 
additional  25  percent  allowed  to  be 
reported  for  other  purposes.  (We  plan  to 
update  the  cost  report  instructions  to 


reflect  this  directive.)  We  reiterate  that 
a  hospital  is  responsible  for  meeting  the 
75-percent  test  based  on  whatever 
amount  of  section  5503  cap  increase  it 
reports  on  its  cost  report  (Form  CMS- 
2552-10,  line  8.01  of  Worksheet  E,  Part 
A,  and  line  4.01  of  Worksheet  E-4) 
during  each  year  of  the  5-year 
evaluation  period.  If  use  of  slots  for  cap 
relief  results  in  the  hospital  using  less 
than  75  percent  of  the  slots  in  a  year  for 
primary  care  and/or  general  surgery 
residents,  the  hospital  risks  losing  all  of 
section  5503  slots  from  the  earliest  cost 
reporting  period  that  is  reopenable  in 
which  it  would  be  determined  that  the 
hospital  did  not  meet  the  requirements 
in  accordance  with  §  413.79(n)(2)(iv).  - 
For  example,  in  year  5  (that  is  the  final 
cost  report),  a  hospital  that  was  awarded 
10  slots  is  training  6  new  primary  care/ 
general  surgery  residents  in  a  new 
program.  That  means  in  order  to  meet 
the  75-percent  test  in  year  5,  the  most 
that  can  be  used  for  cap  relief  or  non¬ 
primary  care  is  2  FTEs  (2  is  25  percent 
of  8),  and  an  amount  of  8  may  be 
reported  on  Form  CMS-2552-10,  line 
8.01  of  Worksheet  E,  Part  A,  and  on  line 
4.01  of  Worksheet  E-4,  and  the 
remaining  2  FTEs  would  be  removed  by 
the  contractor  effective  for  portions  of 
cost  reporting  periods  on  or  after  July  1, 
2016.  If  this  hospital  had  reported  all  10 
of  its  section  5503  slots  on  line  8.01  of 
Worksheet  E,  Part  A,  and  on  line  4.01 
of  Worksheet  E-4  in  year  5,  while 
actually  only  adding  6  primary  care/ 
general  surgery  residents  in  the  new 
program,  this  hospital  would  fail  the  75 
percent  test.  Under  the  regulations  at 
§  413.79(n)(2)(iv),  this  hospital  would 
lose  all  10  of  its  section  5503  cap  slots, 
from  the  earliest  cost  reporting  period 
that  is  reopenable  in  which  it  would  be 
determined  that  the  hospital  did  not 
meet  the  requirements. 

In  order  for  the  Medicare  contractors 
to  determine  whether  a  hospital  is 
complying  with  the  75-percent  test  and 
the  3-year  primary  care  average 
requirement,  hospitals  would  have  to 
provide  their  contractors  with 
information  as  part  of  the  cost  report 
(possibly  on  Worksheet  S-2,  Part  I  of  the 
CMS  Form  2552-10),  the  following  for 
IME  and  direct  GME  separately: 

(1)  The  baseline  FTE  count,  which  is 
used  for  determining  w'hether  FTEs  are 
added  in  cost  reports  in  the  5-year 
evaluation  period.  The  baseline  FTE 
count  is  the  total  unweighted  allopathic 
and  osteopathic  FTE  count  from  the 
,  hospital’s  12-month  cost  report  that 
immediately  precedes  the  cost  report 
that  includes  July  1,  2011.  (That  is,  the 
baseline  cost  report  for  June  30 
providers  would  be  July  1,  2010  through 
June  30,  2011:  for  December  31 
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providers,  this  would  be  January  1,  2010 
through  December  31,  2010;  for 
September  30  providers,  this  would  be 
October  1,  2009  through  September  30, 
2010).  (On  the  CMS  Form  2552-96,  the 
baseline  FTE  count  is  on  line  3.08  of 
Worksheet  E,  Part  A,  and  on  line  3.05 
of  Worksheet  E-3,  Part  IV.  On  the  CMS 
Form  2552-10,  the  baseline  FTE  count 
is  on  line  10  of  Worksheet  E,  Part,  and 
on  line  6  of  Worksheet  E-4j. 

(2)  The  number  of  additional  FTEs 
above  the  baseline  FTE  count  that  were 
added  in  the  current  cost  reporting 
period,  because  of  the  section  5503 
award.  (These  FTEs  are  part  of  the 
current  year  FTE  count,  and  would  be 
included  on  CMS  Form  2552-10,  line  10 
of  Worksheet  E,  Part  A,  and  line  6  of 
Worksheet  E-4), 

(3)  Of  the  additional  FTEs  in  item  2, 
specify  each  new  program  specialty,  if 
any,  and  the  number  of  FTE  residents 
for  each  new  program. 

(4)  Of  the  additional  FTEs  in  item  2, 
specify  each  expanded  program 
specialty,  if  any,  and  the  number  of  FTE 
residents  for  each  program  expansion. 

(5)  The  amount  of  the  section  5503 
award  that  is  being  used  for  cap  relief, 
if  any. 

(6)  The  current  year’s  total 
unweighted  primary  care  FTE  count 
(excluding  obstetrics  and  gynecology). 
(The  3-year  primary  care  average  from 
the  3  most  recent  cost  reports  ending 
prior  to  March  23,  2010,  must  already  be 
reported  on  Worksheet  S-2,  Part  I,  line 
61). 

In  order  to  determine  compliance 
with  the  75-percent  test  and  the  3-year 
primary  care  average,  the  Medicare 
contractor  would  first  determine  the 
number  of  “used”  slots.  That  is,  the 
Medicare  contractor  would  compare  the 
amount  on  the  hospital’s  section  5503 
award  letter  to  the  section  5503  cap  line 
on  the  Medicare  cost  report  (line  8.01  of 
Worksheet  E,  Part  A,  and  line  4.01  of 
Worksheet  E-4).  Then,  the  Medicare 
contractor  would  determine  if  the 
hospital  reported  the  full  amount  of  its 
section  5503  cap  increase  on  the  section 
5503  cap  line  of  the  cost  report,  or  a 
partial  cap  increase.  The  amount  of  the 
section  5503  cap  increase  that  is 
reported  on  the  section  5503  cap  line 
(line  8.01  of  Worksheet  E,  Part  A,  and 
line  4.01  of  Worksheet  E-4)  is  the 
amount  of  the  “used”  slots,  and  it 
influences  the  additional  number  of  FTE 
residents  that  would  be  paid  for  in  the 
current  cost  report.  Therefore,  while  the 
sum  of  items  2  and  5  above  should 
equal  the  cap  increase  amount  reported 
on  the  section  5503  cap  line,  75  percent 
of  that  cap  increase  amount  reported  on 
the  section  5503  cap  line  must  be  used 
for  additional  primary  care  or  general 


surgery  FTEs  added  to  the  baseline 
number  of  FTEs. 

If  no  residents  were  added  on  the 
current  year  line  10  or  line  6  (item  2 
above),  but  the  hospital  reported  some 
or  all  of  its  section  5503  cap  increase  on 
line  8.01  of  Worksheet  E,  Part  A  or  line 
4.01  of  Worksheet  E-4,  the  section  5503 
cap  increase  is  being  used  for  cap  relief. 
The  75-percent  test  would  not  be  met, 
and  all  of  the  section  5503  cap  slots 
would  be  removed  in  accordance  with 
§  413.79(n)(2)(iv).  If  no  section  5503  cap 
increase  is  reported  on  the  section  5503 
cap  line  (line  8.01  of  Worksheet  E,  Part 
A  or  line  4.01  of  Worksheet  E-4).  the 
contractor  would  still  determine  if  the 
primary  care  average  requirement  is  met 
in  the  current  year.  Failure  to  comply 
with  either  the  75  percent  or  3-year 
primary  care  average  test  means 
permanent  removal  of  all  section  5503 
slots  from  the  earliest  applicable  cost 
reporting  period  under  the  regulations 
at  §413.79(n)(2)(iv). 

With  regard  to  the  Medicare 
contractor’s  review  of  a  hospital’s  final 
(full  or  partial)  cost  report,  if  the 
Medicare  contractor  determines  that  the 
hospital  complied  with  the  75-percent 
test  and  the  3-yeaf  primary  care  average 
requirement,  the  Medicare  contractor 
would  assess  the  number  of  applicable 
unused  slots,  in  accordance  with  the 
revised  regulations  text  at 
§413.79(n)(2)(ii).  Any  amount  of 
“unused”  section  5503  award,  that  is, 
the  portion  above  25  percent  of  the  total 
award  that  is  not  being  used  for 
nonprimary  care  “growth”  or  for  cap 
relief,  would  be  removed  permanently 
by  the  contractor  for  portions  of  cost 
reporting  periods  on  or  after  July  1, 

2016.  For  example,  in  year  5  (that  is,  the 
final  cost  report),  a  hospital  that  was 
awarded  10  slots  is  training  6  new 
primary  care/general  surgery  residents 
in  a  new  program.  That  means  the  most 
that  can  be  used  for  cap  relief  or 
nonprimary  care  is  2  FTEs  (2  is  25 
percent  of  8),  and  an  amount  of  8  may 
be  reported  on  line  8.01  of  Worksheet  E, 
Part  A,  and  on  line  4.01  of  Worksheet 
E— 4,  and  the  remaining  2  FTEs  would  be 
removed  for  portions  of  cost  reporting 
periods  on  or  after  July  1,  2016  by  the 
contractor.  (That  is,  effective  for 
portions  of  cost  reporting  periods  on  or 
after  July  1,  2016,  the  hospital’s  section 
5503  award  would  be  permanently 
reduced  by  2  FTEs).  If  this  hospital  had 
reported  all  10  of  its  section  5503  slots 
on  line  8.01  of  Worksheet  E,  Part  A,  and 
on  line  4.01  of  Worksheet  E-4  in  year 
5,  while  actually  only  adding  6  primary 
care/general  surgery  residents  in  the 
new  program,  this  hospital  would  fail 
the  75  percent  test.  Under  the 
regulations  at  §413.79(n)(2)(iv),  this 


hospital  would  lose  all  10  of  its  section 
5503  cap  slots,  effective  with  the  earliest 
cost  reporting  period  that  is  reopenable 
in  which  it  would  be  determined  that 
the  hospital  did  not  meet  the 
requirements. 

With  regard  to  the  commenters  who 
stated  that  any  hospital  that  received  an 
increase  for  a  new  program  should 
submit  to  CMS  a  5-year  plan  on  how  it 
plans  to  fill  its  slots,  we  believe  that  is 
superfluous.  Hospitals  that  received 
section  5503  slots  were  already  required 
to  demonstrate  in  their  initial 
application  a  commitment  to  fill  the 
slots  within  the  first  three  cost  reporting 
periods  of  receiving  the  slots.  Therefore, 
it  would  not  be  helpful  to  require 
hospitals  to  submit  additional  plans  for 
CMS  to  review.  We  also  do  not  see  the 
need  to  allow  hospitals  to  choose  the 
start  of  their  5-year  evaluation  period  to 
be  either  July  1,  2011  or  July  1,  2012.  If 
the  5-year  evaluation  period  begins  July 
1,  2012,  that  would  extend  the  5-year 
period  beyond  June  30,  2016,  and  we 
.stated  in  the  November  24,  2010  final 
rule  with  comment  period  that  the  5- 
year  probationarv  period  ends  on  June 
30,  2016  (75  FR  72200).  Because  we 
believe  w^e  have  modified  and 
significantly  relaxed  our  requirements 
for  hospitals  with  regard  to  the 
timeframe  for  filling  section  5503  slots, 
we  do  not  believe  it  is  necessary  to 
further  prolong  the  5-year  evaluation 
period  beyond  June  30,  2016. 

Comment:  One  commenter  did  not 
understand  CMS’  use  of  “and/or”  to 
describe  the  requirement  that  a  hospital 
must  fill  at  least  half  of  its  slots  in  its 
first  12-month  cost  reporting  period  of 
the  5-year  period,  and/or  in  its  second 
12-month  cost  reporting  period  of  the  5- 
year  period,  and/or  in  its  third  12- 
month  cost  reporting  period  of  the  5- 
year  period.  The  commenter  believed  it 
wmuld  be  clearer  to  state  that  a  hospital 
must  fill  “at  least  half  of  its  section  5503 
slots  in  at  least  one  of  the  following 
timeframes  *  *  *  its  second  12-month 
cost  reporting  period  of  the  5-year 
period,  or  its  third  12-month  cost 
reporting  period  of  the  5-year  period;  or 
its  fourth  12-month  cost  reporting 
period  of  the  5-year  period.”  Another 
commenter  asked  that  CMS  clarify  its 
language  regarding  use  of  all  the  slots  in 
the  fifth  year,  noting  that  the  proposed 
preamble  states  that  hospitals  would  be 
required  to  “fill  all  of  the  slots  they 
received  in  their  final  cost  reporting 
period  beginning  during  the  timeframe 
of  July  1,  2011  through  June  30,  2016” 
(emphasis  added  by  the  commenter), 
while  the  proposed  regulations  at  42 
CFR  413.79(n)(2)(ii)  state  that  the 
hospital  “must  fill  all  of  the  slots  it 
received  by  its  final  cost  reporting 
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period  beginning  during  the  timeframe 
of  July  1,  2011  through  June  30,  2016” 
(emphasis  added  by  the  commenterj. 

The  commenter  asked  that  CMS  not 
measure  a  hospital’s  compliance  with  a 
rate  of  usage  of  section  5503  slots  based 
on  a  single  year,  noting  that  a  hospital 
might  fill  all  of  its  slots  in  the  fourth 
year,  but  for  reasons  beyond  its  control, 
may  lose  one  of  the  residents  in  the  fifth 
year,  putting  the  hospital  at  risk  to  lose 
all  of  its  slots.  Yet  another  commenter 
noted  that  CMS  has  not  indicated  how 
it  would  measure  compliance  with  the 
requirement  that  “all”  awarded  slots  be 
filled  in  the  fifth  year  of  the  evaluation 
period.  The  commenter  suggested  that 
CMS  establish  a  baseline  and  indicate 
whether  it  is  a  single  year  FTE  count  or 
an  average  FTE  count  of  more  than  one 
year. 

Response:  VVe  regret  the  confusion  we 
caused  by  using  “and/or”  to  describe 
the  requirement  that  a  hospital  must  fill 
at  least  half  of  its  slots  in  its  first  12- 
month  cost  reporting  period  of  the  5- 
year  period,  and/or  in  its  second  12- 
month  cost  reporting  period  of  the  5- 
year  period,  and/or  in  its  third  12- 
month  cost  reporting  period  of  the  5- 
year  period.  In  any  case,  because  we  are 
not  finalizing  that  proposal,  this 
language  is  irrelevant  and  will  not  be 
included  in  the  final  regulations  text. 
Regarding  the  language  in  the  proposed 
preamble  that  states  that  hospitals 
would  be  required  to  “fill  all  of  the  slots 
they  received  in  their  final  cost 
reporting  period”  (emphasis  added  by 
the  commenterj,  while  the  proposed 
regulations  at  42  CFR  413.79(nj(2j(iij 
state  that  the  hospital  “must  fill  all  of 
the  slots  it  received  by  its  final  cost 
reporting  period”  (emphasis  added  by 
the  commenterj,  we  believe  that  “in” 
and  “by”  may  be  used  interchangeably. 
The  point  is  that  Medicare  counts  and 
pays  for  FTEs,  not  resident  positions,  as 
reported  on  the  Medicare  cost  report. 

We  have  stated  what  we  mean  by  the  5- 
year  evaluation  period,  and  described 
that  depending  on  a  hospital’s  fiscal 
year  end,  some  hospitals  will  have  five 
12-month  cost  reporting  periods  (if  they 
have  a  June  30  FYEJ,  while  other 
hospitals  would  have  first  a  partial  cost 
report,  then  four  12-month  cost  reports, 
and  then  finally  a  partial  cost  report,  so 
as  not  to  go  beyond  June  30,  2016, 
which  is  5  years  ft’om  the  effective  date 
of  July  1,  2011  (75  FR  72197  and  77  FR 
27983J.  VVe  also  have  stated  that,  for 
hospitals  with  other  than  a  June  30  FYE, 
in  order  to  measure  compliance  with  the 
75-percent  test  and  the  3-year  primary 
care  average  requirement,  an  annualized 
FTE  count  in  the  first  and  final  partial 
cost  reports  would  be  employed  (75  FR 


72197J.  Thus,  the  annualized  FTE  count 
and  the  annualized  FTE  resident  cap 
increase  in  that  final  full  or  partial  cost 
reporting  period  will  be  used  to 
determine  compliance  with  the  tests 
and  to  determine  the  amount  of  slots 
that  are  “unused.”  Finally,  as  we  stated 
in  response  to  the  previous  comment,  in 
this  final  rule,  unlike  in  the  proposed 
rule,  we  are  not  requiring  that  “all” 
awarded  slots  be  filled  in  the  fifth  year. 
Rather,  we  have  revised  the  regulation 
text  at  §413.79(nj(2j(iij  to  describe 
when  slots  would  be  removed,  in  the 
event  that  not  “all”  of  them  are  filled 
(that  is,  usedj  by  the  fifth  year. 
Furthermore,  in  the  previous  response, 
we  also  have  defined  a  base  year,  or 
baseline  number  of  FTEs.  for  the 
purpose  of  determining  “growth”  of 
additional  FTE  slots  added  in 
accordance  with  section  5503.  However, 
we  are  not  necessarily  measuring  a 
hospital’s  compliance  with  a  rate  of 
usage  of  section  5503  slots  based  on  a 
single  year  or  an  average  of  years.  As 
stated  in  the  November  24,  2010  final 
rule  (75  FR  72200  and  72201J,  CMS 
could  consider  an  average  of  a  hospital’s 
performance  over  more  than  1  year, 
rather  than  only  always  reviewing  each 
year  during  the  5  years  independently. 
Regardless  of  when  the  Medicare 
contractor  audits  a  hospital  to  determine 
if  it  is  meeting  the  criteria  within  the  5- 
year  period,  a  hospital  should  not  view 
this  policy  as  an  encouragement  to  have 
an  “off’  year  where  the  requirements 
need  not  be  met. 

Comment:  One  commenter  asked  how 
CMS  would  determine  if  a  hospital 
filled  half  of  its  section  5503  slots.  For 
example,  if  a  hospital  was  awarded  10 
slots,  would  CMS  or  a  MAC  seek  to 
confirm  that  the  hospital  is  training  3.75 
FTEs  above  its  primary  care  average, 
because  3.75  is  75  percent  of  5,  which 
is  half  of  the  10  awarded  slots?  The 
commenter  believed  such  an  approach 
makes  sense,  “as  it  provides  for  a  clear, 
straightforward  comparison  of  primary 
care/general  surgery  training  in  a 
particular  year  to  the  known, 
established  3-year  primary  care 
average.”  The  commenter  stated  that 
because  up  to  25  percent  of  the  awarded 
slots  can,  at  any  time,  be  used  for  any 
type  of  non-primary  care  residency 
training,  it  would  be  very  difficult  to 
demonstrate  use  of  all  5  slots  (that  is, 
half  the  awarded  lOj,  when  1.25  FTEs 
could  be  used  for  any  purpose  and  there 
would  be  no  clear  reference  point  to 
determine  that  nonprimary  care  training 
is  also  increased  by  a  specific  amount 
(given  that  there  is  no  nonprimary  care 
historical  reference — or  not  one  that  has 
been  clearly  identified  for  this  purposej. 


Response:  The  commenter’s  question 
was  asked  in  the  context  of  the 
proposed  policy,  v,'hich  proposed  to 
require  hospitals  to  fill  at  least  half  of 
their  section  5503  slots  in  at  least  one 
of  the  first  three  12-month  cost  reporting 
periods  of  the  5-year  evaluation  period. 

In  this  final  rule,  we  are  finalizing  a 
policy  wherein,  regardless  of  whether  a 
hospital  is  starting  new  programs, 
expanding  programs,  or  doing  a 
combination  of  both,  the  Medicare 
contractor  will  remove  the  portion  of 
the  section  5503  award  that  is  unused 
in  the  final  cost  report.  (However,  as 
explained  earlier,  in  the  case  of  slots 
used  to  expand  an  existing  program,  if 
the  number  of  slots  associated  with  a 
program  expansion  in  the  final  cost 
report  is  greater  than  the  number  of  slots 
associated  with  a  program  expansion  in 
the  fourth  12-month  cost  report,  the 
Medicare  contractor  would  remove 
those  additional  expanded  FTEs  that  are 
over  the  FTEs  associated  with  program 
expansion  in  the  fourth  12-month  cost 
reporting  period.!  We  agree  that,  of  the 
applicable  section  5503  cap  increase 
reported  on  a  hospital’s  cost  report  in 
the  5-year  evaluation  period,  25  percent 
of  the  cap  increase  amount  may  be  used 
for  any  purpose.  We  also  have  defined 
a  base  year,  or  baseline  number  of  FTEs, 
for  the  purpose  of  determining  “growth” 
of  additional  FTE  slots  added  in 
accordance  with  section  5503.  The 
baseline  for  determining  whether  FTEs 
are  added  in  each  cost  report  in  the  5- 
year  evaluation  period  is  the  total 
unweighted  allopathic  and  osteopathic 
FTE  count  firom  the  hospital’s  12-month 
cost  report  that  immediately  precedes 
the  cost  report  that  includes  July  1,  2011 
(that  is,  the  baseline  cost  report  for  June 
30  providers  would  be  July  1,  2010 
through  June  30,  2011;  for  December  31 
providers,  this  would  be  January  1,  2010 
through  December  31,  2010;  for 
September  30  providers,  this  would  be 
October  1,  2009  through  September  30, 
2010J.  (On  the  CMS  Form  2552-96,  the 
baseline  number  is  the  number  on  line 
3.08  of  Worksheet  E,  Part  A,  and  on  line 
3.05  of  Worksheet  E-3,  Part  IV.  On  the 
CMS  Form  2552-10,  the  baseline 
number  is  the  number  on  line  10  of 
Worksheet  E,  Part,  and  on  line  6  of 
Worksheet  E-4j.  We  believe  this  base 
year  provides  a  clear  reference  point  for 
determining  whether  both  primary  care/ 
general  surgery  or  nonprimary  care  . 
training  has  increased  during  the  5-year 
evaluation  period. 

Comment:  A  few  commenters 
supported  the  proposal  to  require 
hospitals  to  use  at  least  half  of  their 
section  5503  slots  in  either  the  first, 
second,  or  third  12-month  cost  reporting 
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period  of  the  5-year  period,  and  to  use 
all  of  their  slots  by  the  fifth  year,  stating 
that  the  proposed  standards  appear 
reasonable  and  consistent  with  statutory 
intent.  One  commenter  stated  that  the 
proposals  “drive  earlier  implementation 
of  new  positions  and  strengthen 
requirements  that  institutions  fulfill  the 
obligation  of  the  statute  regarding 
primary  care  and  general  surgery 
positions.”  With  regard  to  the  proposed 
requirement  that  Medicare  contractors 
determine  whether  a  hospital  filled  at 
least  half  of  its  section  5503  slots  in  any 
of  the  first  three  cost  reporting  periods, 
the  commenter  asked  that  CMS  add  to 
this  a  requirement  consistent  with 
Evaluation  Criterion  3  of  the  section 
5503  application  form,  which  was 
targeted  to  primary  care  programs  with 
a  “demonstrated  focus”  on  residents 
who  pursue  careers  in  primary  care. 
Hospitals  that  received  points  under 
Evaluation  Criterion  Three  had  to 
“demonstrate”  that  residents  graduating 
from  their  programs  actually  do  practice 
in  primary  care,  and  do  not  enroll  in 
nonprimary  care  subspecialty  programs 
or  work  as  something  other  than  a 
primary  care  practitioner.  CMS  stated 
that  a  threshold  of  greater  than  50 
percent  of  graduates  would  be 
acceptable  as  a  basis  to  demonstrate  that 
a  program  produces  physicians  who 
pursue  careers  in  primary  care.  The 
commenter  stated  that,  given  that 
Medicare  contractors  will  be  able  to 
identify  which  positions  are  filled  with 
primary  care  positions  after  the  third 
year,  CMS  should  utilize  the  50-percent 
threshold  and  require  Medicare 
contractors  to  identify  the  number  of 
graduates  who  remain  in  primary  care 
practice  in  the  fifth  year  after  medical 
school  (2  years  after  primary  care 
residency  completion),  and  remove  slots 
from  institutions  that  do  not  graduate 
over  50  percent  who  remain  in  primary 
care.  The  commenter  believed  that  this 
can  be  accomplished  by  counting  those 
residents  who  are  not  in  residency  or 
fellowship  training  in  their  fifth  year,  in 
relation  to  those  who  are  continuing 
training. 

One  commenter  that  supported  the 
proposal  is  a  hospital  that  consistently 
trains  residents  in  excess  of  its  caps  and 
that  is  not  located  in  a  State  with  a 
resident-to-population  ratio  in  the 
lowest  quartile  or  in  an  area  designated 
as  a  health  professional  shortage  area 
(HPSA),  and,  therefore  was  not  eligible 
to  receive  slots  from  redistribution 
under  section  5503.  The  commenter 
stated  that  if  hospitals  are  not  using  the 
caps  they  received,  the  slots  should 
become  available  to  hospitals  that  will 
use  them.  The  commenter  asserted  that 


there  is  no  guarantee  that  physicians 
trained  in  rural,  low  resident  to 
population  ratio  areas  or  HPSAs  will 
stay  in  those  areas.  Therefore,  the 
commenter  encouraged  CMS  to  develop 
a  methodology  with  appropriate  criteria 
to  redistribute  slots  not  used  under 
section  5503  to  those  hospitals  that  have 
consistently  trained  residents  over  their 
cap. 

Response:  We  appreciate  the 
commenters’  support  for  our  proposals. 
However,  we  have  considered  the 
comments  in  their  totality  and  are 
persuaded  by  those  comments  that 
opposed  our  proposed  policies,  and, 
therefore,  we  are  modifying  our 
proposed  policy  in  this  final  rule 
accordingly.  Moreover,  we  do  not 
believe  it  would  be  appropriate  to  adopt 
the  commenter’s  suggestion  of  removing 
slots*  from  hospitals  that  do  not  graduate 
over  50  percent  of  residents  who  train 
in  primary  care.  We  also  note  that 
distribution  of  slots  under  section  5503 
was  statutorily  directed  to  only  certain 
States. 

Comment:  One  commenter  noted  that, 
as  part  of  the  Medicare  contractors’ 
reviews  of  the  hospitals  that  received 
section  5503  slots,  CMS  proposed  that 
the  Medicare  contractors  would 
determine  whether  a  hospital  filled  at 
least  half  of  its  section  5503  slots  in  its 
first  12-month  period,  its  second  12- 
month  period,  and/or  its  third  12-month 
period.  The  commenter  stated  that,  for 
any  new  requirements  finalized  in  the 
final  rule,  CMS  should  provide  specific 
desk  review  and/or  audit  steps  for  the 
contractors  to  follow.  With  regard  to  the 
hospitals,  the  commenter  noted  that 
there  is  no  reporting  requirement  or 
mechanism  for  a  hospital  to  report  the  ' 
manner  in  which  it  fills  its  section  5503 
FTE  cap  slots,  making  it  difficult  for  a 
Medicare  contractor  to  determine 
whether  such  a  hospital  is  meeting  its 
requirements.  On  the  Medicare  cost 
report,  a  hospital  reports  its  FTE 
residents  in  total,  with  no  distinction  as 
to  whether  the  FTE  residents  were 
added  as  a  result  of  the  addition  of  the 
section  5503  FTE  cap  slots.  The 
commenter  recommended  that  CMS 
require  hospitals  that  received  Section 
5503  slots  to  report  how  they  filled  the 
slots  as  a  separate  data  submission. 
Because  these  hospitals  received  the 
benefit  of  additional  FTE  cap  slots,  the 
commenter  believed  it  is  not 
unreasonable  to  require  them  to  report 
how  they  meet  the  requirements 
accompanying  this  benefit.  If  the 
hospital  is  required  to  report  section 
5503  information  to  the  Medicare 
contractor,  the  commenter  stated  that  it 
is  possible  that  the  review  could  be  part 
of  the  desk  review  process.  However,  if 


the  hospital  is  not  required  to  submit 
information  specific  to  its  section  5503 
requirements,  the  commenter  believed 
that  the  contractor  might  have  to  review 
this  information  on  audit. 

Response:  We  will  provide  additional 
instructions  for  the  Medicare 
contractors  to  follow  in  the  desk  review 
and  audit  process.  As  stated  in  response 
to  the  comments  above,  we  also  are 
modifying  the  cost  report  for  hospitals 
to  provide  specific  information 
regarding  how  they  are  using  the  section 
5503  slots.  As  with  other  provisions, 
hospitals  are  required  to  supply  ~ 
information  and  documentation  to  the 
Medicare  contractor  upon  request. 

Comment:  One  commenter  noticed 
that  CMS  reiterated  in  the  proposed  rule 
(77  FR  27982)  the  policy  finalized  in  the 
November  24,  2010  final  rule  with 
comment  period  (75  FR  72196  and 
72197,  and  72200  and  72201),  that  CMS 
has  the  right  to  audit  at  any  time  during 
the  5-year  period  and  remove 
reallocated  slots.  The  commenter 
expressed  concern  that  this  policy 
“undercuts”  the  procedures  for  assuring 
that  slots  are  filled.  The  commenter 
argued  that  if  CMS  audits  and  removes 
slots  in  Year  1,  2,  or  4,  and  the  hospital 
had  not  yet  filled  half  or  all  of  the  slots, 
but  would  meet  the  requirement  in  Year 
3  or  Year  5,  CMS  “has  subverted  its  own 
rule.”  The  commenter  pointed  out  that 
CMS  already  has  the  authority  to 
investigate  civil  or  criminal  fraud  or 
abuse;  therefore,  the  commenter 
recommended  that  CMS  clarify  the 
circumstances  under  which  it  could 
conduct  such  audits  and  “not  subject 
providers  to  undefined  second- 
guessing.” 

Response:  Although  this  comment 
was  made  in  the  context  of  the  proposal 
which  we  have  revised  significantly  in 
this  final  rule,  this  comment  prompts  us 
to  provide  more  clarification  for  those 
who  may  be  unclear  about  the  rules  that 
are  applicable  during  the  5-year 
evaluation  period  between  July  1,  2011 
and  June  30,  2016.  The  commenter 
argued  that,  if  CMS  audits  and  removes 
slots  in  Year  1,  2,  or  4,  and  the  hospital 
had  not  yet  filled  half  or  all  of  the  slots, 
but  would  meet  the  requirement  in  Year 
3  or  Year  5,  CMS  “has  subverted  its  own 
rule.”  It  appears  that  the  commenter  is 
saying  that  by  auditing  and  perhaps 
removing  slots  for  failing  to  meet  the  75 
percent  test  or  the  3-year  primary  care 
average  requirement  in  years  prior  to 
Year  3  or  Year  5,  CMS  is  not  even  giving 
a  hospital  a  chance  to  meet  CMS’ 
proposed  rules.  However,  section 
1886(h)(8)(B)(ii)  of  the  Act  states  that  a 
hospital  that  receives  section  5503  slots 
“shall  ensure,  during  the  5-year  period 
beginning  on  the  date  of  such  increase” 
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(emphasis  added)  that  it  meets  those 
two  requirements.  Therefore,  whether  or 
not  a  hospital  meets  CMS’  proposed  (or 
even  modified  final)  rules  regarding  by 
when  and  how  many  of  the  awarded 
slots  must  be  filled  is  irrelevant  if.  at 
any  point  during  the  5-year  evaluation 
period,  the  hospital  fails  to  meet  the  75 
percent  test  or  the  3-year  primary  care 
average  requirement.  As  we  stated  in 
response  to  a  previous  comment, 
regardless  of  when  the  Medicare 
contractor  audits  a  hospital  to  determine 
if  it  is  meeting  the  criteria  every  year 
within  the  5-year  period,  a  hospital 
should  not  view  this  policy  as  an 
encourageme'nt  to  have  an  “off’  year 
where  the  requirements  need  not  be 
met.  Thus,  a  contractor  could  remove  all 
of  the  slots  awarded  to  the  hospital  in 
any  year  of  the  5-year  evaluation  period 
because  either  the  75  percent  test  or  the 
3-year  primary  care  average  was  not 
met.  even  if  the  hospital  does  fill  half  of 
its  section  5503  slots  by  its  third  12- 
month  cost  report,  or  fills  all  of  its  slots 
by  its  final  cost  reporting  period  (based 
on  the  proposed  policy),  "rherefore.  we 
disagree  with  the  commenter  that  we  are 
“subverting”  our  own  rules  by  reserving 
the  right  to  have  the  Medicare 
contractors  assess  as  many  times  as 
necessary  during  the  5-year  period  that 
the  hospital  is  meeting  the  .statutory 
criteria. 

Comment:  One  commenter  asked  that 
CMS  clarify  whether  the  analysis  of 
whether  a  hospital  meets  the  primary 
care  average  and  the  75  percent  test  will 
be  conducted  separately  for  IME  and 
direct  GME  respectively. 

Response:  The  primary  care  average 
and  the  75-percent  test  are  conducted 
separately  with  respect  to  IME  and 
direct  GME.  and  many  hospitals 
received  different  award  amounts  for 
IME  and  direct  GME. 

In  summary,  we  are  finalizing  a  policy 
under  section  5503  and  we  are  revising 
the  regulations  text  at  §  413.79(n)(2)(ii) 
to  state  that  if  a  hospital  received  a 
section  5503  cap  award,  and  does  not 
use  all  of  the  award  in  its  final  (12- 
month  or  partial)  cost  report  of  the  5- 
year  period  beginning  July  1.  2011  and 
ending  June  30.  2016,  the  Medicare 
contractor  will  remove  the  applicable 
unused  slots,  and  the  hospital’s  section 
5503  award  will  be  reduced  for  porttons 
of  cost  reporting  periods  on  or  after  July 
1,  2016.  The  number  of  applicable 
unused  slots  is  equal  to  the  difference 
between  the  number  of  slots  aw’arded 
and  the  number  of  slots  used.  In 
determining  the  applicable  slots  used, 
the  following  amounts  are  added,  as 
relevant: 

(1)  If  a  hospital  uses  the  section  5503 
slots  to  expand  an  existing  program(s). 


the  used  slots  are  equal  to  the  lesser  of 
the  number  of  slots  used  for  an 
expansion(s)  in  the  fourth  12-month 
cost  report  or  the  final  cost  report. 

(2)  If  a  hospital  uses  the  section  5503 
slots  to  start  a  new  program(s),  the  used 
slots  are  equal  to  the  number  of  slots 
used  for  a  new  program(s)  in  the  final 
cost  report. 

(3)  The  portion,  if  any,  of  the  section 
5503  slots  iLsed  for  cap  relief,  subject  to 
the  75  percent  test  and  the  3-year 
primary  care  average  requirement. 

We  akso  clarify  that  cap  relief 
constitutes  “use”  of  section  5503  slots, 
and  we  instruct  that,  in  the  5-year 
evaluation  period,  a  hospital  should  not 
automatically  report  (that  is,  use)  all  of 
its  section  5503  cap  increase  (on  Form 
GMS-1-2552-10,  line  8.01  of  WorLsheet 
E.  Part  A,  and  on  line  4.01  of  Worksheet 
E-4),  but  should  only  report  (that  is, 
use)  a  portion  that  at  least  is  equal  to  the 
additional  primary  care/general  surgery 
FTEs  added,  with  namore  than  an 
additional  25  percent  allowed  to  be 
reported  for  other  purposes.  We  reiterate 
that  a  hospital  is  responsible  for  meeting 
the  75-percent  test  based  on  whatever 
amount  of  section  5503  cap  increase  it 
reports  on  its  cost  report  (on  Form 
GMS-2552-10,  line  8.01  of  Worksheet 
E.  Part  A.  and  line  4.01  of  Worksheet  E- 
4)  during  each  year  of  the  5-year 
evaluation  period.  We  also  reiterate  that 
the  3-year  primary  care  average 
requirement  applies  immediately  on 
July  1,  2011,  regardless  of  when  a 
hospital  begins  to  use  its  additional 
section  5503  slots  in  the  5-year  period. 
This  is  because  the  3-year  primary  care 
average  test  applies  to  the  hospital’s  pre¬ 
section  5503  resident  complement  as 
well,  and  not  exclusively  to  the 
additional  FTE  residents  associated 
with  slots  awarded  under  section  5503. 

4.  Preservation  of  Resident  Gap 
Positions  From  Glosed  Hospitals 
(Section  5506  of  the  Affordable  Gare 
Act) 

a.  Background 

Under  existing  regulations  at 
§  413.79(h)  for  direct  GME  and 
§412.105(f)(l)(ix)  for  IME,  a  hospital 
that  is  training  FTE  residents  at  or  in 
excess  of  its  FTE  resident  caps  and  takes 
in  residents  displaced  by  the  closure  of 
another  teaching  hospital  may  receive  a 
temporary  increase  to  its  FTE  residents 
caps  so  that  it  may  receive  direct  GME 
and  IME  payment  associated  with  those 
displaced  FTE  residents.  However, 
those  temporary  FTE  resident  caps  are 
associated  with  those  specific  displaced 
FTE  residents,  and  the  temporary  caps 
expire  as  those  displaced  residents 
complete  their  training  program.  Thus, 


in  the  past,  if  a  teaching  hospital  clo.sed, 
its  direct  GME  and  IME  FTE  resident 
cap  slots  would  be  “lost,”  because  those 
cap  slots  are  associated  with  a  specific 
hospital’s  Medicare  provider  agreement, 
which  would  be  retired  upon  the 
hospital’s  closure.  Section  5506  of  the 
Affordable  Gare  Act  addressed  that 
situation  by  amending  section 
1886(h)(4)(H)  of  the  Act  to  add  a  new 
clause  (vi)  that  instructs  the  Secretary  to 
establish  a  process  by  regulation  under 
w'hich,  in  the  event  a  teaching  hospital 
closes,  the  Secretary  will  permanently 
increase  the  FTE  resident  caps  for 
hospitals  that  meet  certain  criteria  up  to 
the  number  of  the  closed  hospital’s  FTE 
resident  caps.  The  Secretary  is  directed 
to  ensure  that  the  total  number  of  F’TE 
resident  cap  slots  distributed  shall  be 
equal  to  the  amount  of  slots  in  the 
closed  hospital’s  direct  GME  and  IME 
FTE  resident  caps,  respectively.  Under 
exi.sting  regulations  at  §489.52  and 
§  413.79(h),  “closure  of  a  hospital” 
means  the  hospital  terminates  its 
Medicare  provider  agreement.  As 
finalized  in  the  November  24,  2010  final 
rule  with  comment  period  (75  FR 
72213),  we  also  specified  that  the  FTE 
resident  cap  slots  of  the  hospital  that 
closed  no  longer  exist  as  part  of  any 
other  hospital’s  permanent  FTE  resident 
cap. 

Section  1886(h)(4)(H)(vi)(II)  of  the 
Act.  as  added  by  section  5506(a)  of  the 
Affordable  Gare  Act,  specifies  that  the 
Secretary  shall  distribute  the  FTE  cap 
increases  in  the  following  priority  order, 
“with  preference  given  within  each 
category  to  hospitals  that  are  members 
of  the  same  affiliated  group”  (as  defined 
by  the  Secretary)  as  the  closed  hospital: 

•  First,  to  hospitals  located  in  the 
same  core-based  statistical  area  (GBSA) 
as,  or  in  a  GBSA  contiguous  to,  the 
hospital  that  closed. 

•  Second,  to  hospitals  located  in  the 
same  State  as  the  closed  hospital. 

•  Third,  to  hospitals  located  in  the 
same  region  of  the  country  as  the 
hospital  that  closed. 

•  Fourth,  only  if.the  slots  are  not  able 
to  be  fully  distributed  under  the  third 
priority  group,  to  qualifying  hospitals  in 
accordance  with  the  criteria  established 
under  section  5503  (“Distribution  of 
Additional  Residency  Positions”)  of  the 
Affordable  Gare  Act. 

For  a  detailed  discussion  on  these 
ranking  categories,  we  refer  readers  to 
the  November  24,  2010  final  rule  with 
comment  period  (75  FR  72214  and 
72215).  In  the  November  24,  2010  final 
rule  with  comment  period  (75  FR  72212 
through  72240),  we  also  finalized  the 
following  Ranking  Griteria: 

■  Ranking  Criterion  One.  The 
applying  hospital  is  requesting  the 
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increase  in  its  FTE  resident  cap(s) 
because  it  is  assuming  (or  assumed)  an 
entire  program  (or  programs)  from  the 
hospital  that  closed,  and  the  applying 
hospital  is  continuing  to  operate  the 
program(s)  exactly  as  it  had  been 
operated  by  the  hospital  that  closed 
(that  is,  same  residents,  possibly  the 
same  program  director,  and  possibly  the 
same  (or  many  of  the  same)  teaching 
staff). 

■  Ranking  Criterion  Two.  The 
applying  hospital  was  listed  as  a 
participant  of  a  Medicare  GME  affiliated 
group  on  the  most  recent  Medicare  GME 
affiliation  agreement  of  which  the 
closed  hospital  was  a  member  before  the 
hospital  closed,  and  under  the  terms  of 
that  Medicare  GME  affiliation 
agreement,  the  applying  hospital 
received  slots  from  the  hospital  that 
closed,  and  the  applying  hospital  will 
use  the  additional  slots  to  continue  to 
train  at  least  the  number  of  FTE 
residents  it  had  trained  under  the  terms 
of  the  Medicare  GME  affiliation 
agreement.  If  the  most  recent  Medicare 
GME  affiliation  agreement  of  which  the 
closed  hospital  was  a  member  before  the 
hospital  closed  was  with  a  hospital  that 
itself  has  closed  or  is  closing,  preference 
would  be  given  to  an  applying  hospital 
that  was  listed  as  a  participant  in  the 
next  most  recent  Medicare  GME 
affiliation  agreement  (but  not  one  which 
was  entered  into  more  than  5  years  prior 
to  the  hospital’s  closure)  of  which  the 
first  closed  hospital  was  a  member 
before  the  hospital  closed,  and  that 
applying  hospital  received  slots  from 
the  closed  hospital  under  the  terms  of 
that  affiliation  agreement. 

Ranking  Criterion  Three.  The 
applying  hospital  took  in  residents 
displaced  by  the  closure  of  the  hospital, 
hut  is  not  assuming  an  entire  program 
or  programs,  and  will  use  the  additional 
slots  to  continue  training  residents  in 
the  same  programs  as  the  displaced 
residents,  even  after  those  displaced 
residents  complete  their  training  (that 
is,  the  applying  hospital  is  permanently 
expanding  its  own  existing  programs). 

■  Ranking  Criterion  Four.  The 
applying  hospital  does  not  fit  into 
Ranking  Criterion  One,  Two,  or  Three, 
and  will  use  additional  slots  to  establish 
a  new  or  expand  an  existing  geriatrics 
residency  program. 

■  Ranking  Criterion  Five.  Applying 
hospital  does  not  meet  Ranking 
Criterion  One,  Two,  or  Three,  is  located 
in  a  HPSA,  and  will  use  all  the 
additional  slots  to  establish  or  expand  a 
primary  care  or  general  surgery 
residency  program. 

■  Ranking  Criterion  Six.  Applying 
hospital  does  not  meet  Ranking 
Criterion  One,  Two,  or  Three,  is  not 


located  in  a  HPSA,  and  will  use  all  the 
additional  slots  to  establish  or  expand  a 
primary  care  or  general  surgery 
residency  program. 

■  Ranking  Criterion  Seven.  Applying 
hospital  seeks  the  slots  for  purposes  that 
do  not  fit  into  any  of  the  above  ranking 
criteria. 

In  determining  which  hospitals 
should  receive  the  slots  associated  with 
the  closed  hospital,  in  addition  to 
considering  the  ranking  categories  and 
criteria  listed  above,  section 
1886(h)(4)(H)(vi)  of  the  Act,  as  added  by 
section  5506(a)  of  the  Affordable  Care 
Act,  states  that  the  Secretary  may  only 
award  slots  to  an  applying  hospital  “if 
the  Secretary  determines  that  the 
hospital  has  demonstrated  a  likelihood 
of  filling  the  positions  made  available 
under  this  clause  within  3  years.” 
“Within  3  years”  means  within  the  3 
academic  years  immediately  following 
the  application  deadline  to  receive  slots 
after  a  particular  hospital  closes  (75  FR 
72224).  For  example,  where  the 
application  deadline  is  April  1,  2011, 
the  immediately  following  academic 
year  is  July  1,  2011;  therefore,  hospitals 
must  demonstrate  the  likelihood  of 
filling  their  slots  by  June  30,  2014. 

Finally,  section  5506(d)  of  the 
Affordable  Care  Act  specifies  that  “the 
Secretary  shall  give  consideration  to  the 
effect  of  the  amendments  made  by  this 
section  on  any  temporary  adjustment  to 
a  hospital’s  FTE  cap  under  §  413.79(h) 

*  *  *  (as  in  effect  on  the  date  of 
enactment  of  this  Act)  in  order  to  ensure 
that  there  is  no  duplication  of  FTE  slots 

*  *  In  distributing  slots 
permanently  under  section  5506,  we 
need  to  be  cognizant  of  the  number  of 
FTE  residents  for  whom  a  temporary 
FTE  cap  adjustment  was  provided  under 
existing  regulations  at  §  413.79(h),  and 
when  those  residents  will  complete 
their  training,  at  which  point  the 
temporary  slot  associated  wdth  those 
displaced  residents  would  be  available 
for  permanent  redistribution. 

b.  Change  in  Amount  of  Time  Provided 
for  Submitting  Applications  Under 
Section  5506  of  the  Affordable  Care  Act 

In  the  August  3,  2010  proposed  rule 
(75  FR  46422),  we  proposed  to  establish 
■  an  application  process  for  hospitals  to 
apply  to  CMS  to  receive  an  increase  in 
FTE  caps  based  on  slots  from  closed 
hospitals.  Section  5506  of  the 
Affordable  Care  Act  did  not  specify  an 
application  deadline  for  hospitals  to 
request  an  increase  to  their  caps  when 
a  hospital  closes.  With  respect  to  the 
first  application  process,  which  applied 
to  all  teaching  hospital  closures  between 
March  23,  2008,  and  August  3,  2010,  we 
established  an  application  deadline  of 


April  1,  2011,  For  future  teaching 
hospital  closures,  we  finalized  a  policy 
whereby  we  would  inform  the  public 
through  an  appropriate  medium  that 
increases  to  hospitals’  FTE  resident  caps 
are  available  for  distribution  due  to  the 
closure  of  a  teaching  hospital,  and  the 
application  deadline  would  be  4  months 
following  the  issuance  of  that  notice  to 
the  public  (75  FR  72215). 

Prior  to  issuance  of  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule,  some 
representatives  of  the  provider 
community  had  commented  that 
providing  hospitals  with  4  months 
following  the  announcement  of  a 
teaching  hospital  closure  to  apply  for 
slots  under  section  5506  is  longer  than 
necessary.  They  asserted  that  such  a 
long  application  period  unnecessarily 
delays  CMS’  review  of  applications  and 
the  resulting  distribution  of  resident  cap 
slots  from  closed  hospitals  to  the 
applicants.  The  provider  representatives 
suggested  that  perhaps  a  2-month 
application  window  is  sufficient  and  is 
more  practical. 

As  we  discussed  in  the  FY  2013  iPPS/ 
LTCH  PPS  proposed  rule  (77  FR  27985), 
we  have  considered  the  suggestion  of 
the  provider  representatives,  and  after 
our  initial  experience  in  implementing 
section  5506  of  the  Affordable  Care  Act, 
we  agree  that  4  months  may  be  more 
time  than  is  needed  for  hospitals  to 
properly  prepare  and  submit  section 
5506  applications  to  CMS.  Accordingly, 
we  proposed  to  set  the  application 
deadline  for  future  section  5506 
applications  to  be  60  days  following 
CMS’  public  notice  of  a  hospital’s 
closure  and  the  availability  of  resident 
cap  slots  increases.  We  stated  that  we 
believe  that  reducing  the  application 
submission  timeframe  fi'om  4  months  to 
60  days  will  shorten  the  entire  process 
for  awarding  FTE  resident  cap  slots 
from  closed  hospitals  considerably. 

Comment:  Many  commenters 
supported  CMS’  proposal  for  a  60-day 
application  period  as  a  reasonable 
timeframe  and  commended  CMS’  efforts 
to  expedite  the  process  of  awarding 
section  5506  FTE  resident  cap  slots.  One 
commenter  did  not  support  the 
shortened  application  period  because 
the  commenter  believed  it  may  lead  to 
less  thoughtful  decision-making  and  it 
could  have  a  disproportionately  adverse 
effect  on  smaller  hospitals  with  fewer 
resources  at  their  disposal  when 
applying  for  additional  FTE  resident  cap 
slots. 

Another  commenter  supported  the  60- 
day  application  period  but  suggested 
that  CMS  use  the  IPPS  final  rule  as  a 
medium  to  issue  the  public  notice  of  a 
hospital’s  closure.  The  commenter 
believed  that  CMS’  issuance  of  the 
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public  notice  as  part  of  the  IPPS  final 
rule  instead  of  issuing  a  separate  public 
notice  would  ease  an  applicant 
hospital’s  administrative  burden  in  that 
the  hospital  would  have  advance 
knowledge  of  the  forthcoming  public 
notice  and  could  plan  accordingly. 

Response:  We  appreciate  the 
commenters’  support  for  our  proposal, 
and  at  the  same  time,  we  also 
understand  the  commenter’s  concerns 
regarding  a  shortened  application 
period.  As  noted  above,  we  initially 
implemented  a  4  month  application 
period  because  we  believed  that  4 
months  provided  adequate  time  for 
hospitals  to  gather  the  appropriate 
documentation  and  prepare  a  section 
5506  application  (75  FR  72215).  In  light 
of  the  public  comments  received  on  our 
proposed  policy  to  reduce  the  length  of 
the  application  period  to  60  days,  and 
our  understanding  of  the  efforts 
required  to  prepare  a  section  5506 
application,  we  believe  an  appropriate 
compromise  is  to  provide  for  a  90-day 
application  period  for  future  section 
5506  applications.  Therefore,  we  are 
finalizing  a  section  5506  application 
deadline  of  90  days  following  CMS’ 
public  notice  of  a  hospital’s  closure  and 
the  availability  of  resident  cap  slots 
increases. 

With  respect  to  the  comment 
suggesting  that  we  include  public  notice 
of  hospital  closures  in  the  IPPS  final 
rule,  we  believe  this  could 
unnecessarily  delay  the  section  5506 
award  process.  We  prefer  to  have  the 
flexibility  to  issue  public  notices  of 
hospital  closures  at  other  times  during 
the  year  and  not  limit  the  notices  to  the 
IPPS  final  rule,  and  we  believe  it  is  in 
hospitals’  best  interests  to  maintain 
such  flexibility. 

In  summary,  after  consideration  of  the 
public  comments  we  received,  we  are 
finalizing  a  section  5506  application 
period  of  90  days  following  CMS’  public 
notice  of  a  hospital’s  closure  and  the 
availability  of  resident  cap  slots 
increases. 

c.  Change  to  the  Ranking  Criteria  under 
Section  5506 

In  the  November  24,  2010  final  rule 
with  comment  period  (75  FR  72223),  we 
finalized  the  Ranking  Criteria  within 
each  of  the  three  first  statutory  priority 
categories  (that  is,  same  or  contiguous 
CBSAs,  same  State,  and  same  region)  to 
be  used  to  rank  applications.  For  each 
application,  we  assigned  slots  based  on 
Ranking  Criteria,  with  Ranking  Criterion 
One  being  the  highest  ranking  and 
Ranking  Criterion  Seven  being  the 
lowest.  For  a  complete  list  of  the 
Ranking  Criteria,  we  refer  readers  to 
section  IV.I.4.a.  of  this  preamble,  which 


discusses  the  background  for 
preservation  of  resident  cap  positions 
from  closed  hospitals  under  section 
5506  of  the  Affordable  Care  Act.  For  a 
detailed  discussion  of  the  ranking 
categories,  we  refer  readers  to  the 
November  24,  2010  final  rule  with 
comment  period  (75  FR  72212  through 
72240). 

After  reviewing  applications  from  the 
first  section  5506  application  process 
(those  applications  that  were  due  to 
CMS  on  April  1,  2011),  we  observed  that 
the  overwhelming  majority  of 
applications  fell  under  Ranking 
Criterion  Seven,  that  is,  the  applying 
hospital  seeks  the  slots  for  purposes  that 
do  not  fit  into  any  of  Ranking  Criterion 
One  through  Ranking  Criterion  Six. 
These  applications  included 
applications  from  hospitals  that  applied 
for  FTE  cap  slots  for  both  primary  care 
and/or  general  surgerv'  and  for 
nonprimary  care  specialties  as  well  as 
applications  for  general  cap  relief.  (A 
request  for  slots  only  for  primary  care 
and/or  general  surgery  programs  would 
qualify  under  either  Ranking  Criterion 
Five  or  Ranking  Criterion  Six.)  The 
sheer  number  of  applications  we 
received  under  Ranking  Criterion  Seven 
indicated  a  need  to  further  prioritize 
among  the  applicants  that  would 
previously  have  qualified  under 
Ranking  Criterion  Seven.  Therefore,  in 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  (77  FR  27985),  we  proposed  to 
replace  current  Ranking  Criterion  Seven 
with  the  two  separate  proposed  Ranking 
Criteria  listed  below.  We  noted  that  we 
were  not  proposing  to  make  any  changes 
to  Ranking  Criteria  One  through  Six.  We 
proposed  the  following  two  criteria  to 
replace  existing  Ranking  Criterion 
Seven: 

•  •  Proposed  Ranking  Criterion  Seven: 

The  program  does  not  meet  Ranking 
Criterion  One  through  Six,  and  the  slots 
for  which  the  hospital  is  applying  are 
for  a  primary  care  or  a  general  surgery 
program,  but  the  hospital  is  also 
applying  for  slots  under  Ranking 
Criterion  Eight. 

•  Proposed  Ranking  Criterion  Eight: 
Applying  hospital  seeks  the  slots  for 
purposes  that  do  not  fit  into  any  of  the 
above  ranking  criteria. 

The  proposal  to  modify  Ranking 
Criterion  Seven  is  consistent  with 
current  Medicare  policy  goals  to 
increase  residency  training  in  primary 
care  and  general  surgery,  because  we 
proposed  to  give  a  higher  ranking  to 
those  applications  from  hospitals 
applying  for  primary  care  and  general 
surgery  FTE  cap  slots,  as  well  as 
nonprimary  care  programs.  Under  the 
current  Ranking  Criteria,  when  a 
hospital  applies  for  additional  FTE  cap 


slots  for  primary  care  and/or  general 
surgery  as  well  as  nonprimary  care 
programs,  we  do  not  distinguish 
between  the  primary  care/general 
surgery  and  nonprimary  care 
applications.  Therefore,  because  the 
hospital  would  be  applying  for 
nonprimary  program(s),  all  the 
hospital’s  applications  would  fall  under 
proposed  Ranking  Criterion  Seven. 

Under  our  proposal,  although  the 
hospital’s  application  that  requests  FTE 
cap  slots  for  primary  care/general 
surgery  would  qualify  for  proposed 
Ranking  Criterion  Seven,  the 
application  for  nonprimary  care/general 
surgery  would  be  classified  as  proposed 
Ranking  Criterion  Eight. 

Following  is  an  example  of  how 
Ranking  Criteria  Seven  and  Eight  would 
be  assigned: 

Hospital  A  applies  for  slots  from 
closed  Hospital  B.  Hospital  A  is  seeking 
to  expand  its  internal  medicine  and 
dermatology  programs.  Under  the 
current  ranking  system,  both  of  Hospital 
A’s  applications  would  receive 
consideration  under  Ranking  Criterion 
Seven.  That  is,  the  internal  medicine 
application  is  ranked  equally  with  the 
dermatology  application  even  though 
internal  medicine  is  a  primary  care 
specialty.  Under  the  proposed  change  to 
the  Ranking  Criteria,  Hospital  A’s 
internal  medicine  program  would 
receive  consideration  under  proposed 
Ranking  Criterion  Seven  while  the 
dermatology  program  would  receive 
consideration  under  proposed  Ranking 
Criterion  Eight. 

Comment:  One  commenter  objected  to 
CMS’  policy  of  giving  higher  ranking  to 
hospitals  that  apply  for  FTE  cap  slots  for 
primary  care  or  general  surgery 
programs  only  than  to  hospitals  that 
apply  for  FTE  cap  slots  for  primary  care 
or  general  surgery  as  well  as  for  other 
nonprimary  care  or  nongeneral  surgery 
programs.  The  commenter  suggested 
that  CMS  rank  all  applications  for 
primary  care  or  general  surgery 
programs  equally,  regardless  of  the 
existence  or  nonexistence  of  other 
nonprimary  care  or  nongeneral  surgery 
applications.  Another  commenter  urged 
CMS  not  to  advance  the  creation  of 
primary  care  or  general  surgery 
programs  at  the  expense  of  other 
essential  yet  nonprimary  care  or 
nongeneral  surgery  specialties  such  as 
psychiatry. 

Response:  We  disagree  with  the  first 
commenter.  We  do  not  believe  that  a 
hospital  that  applies  for  slots  under 
section  5506  for  the  purpose  of  starting 
or  expanding  only  programs  in  primary 
care  and  general  surgery  should  be 
ranked  equally  with  a  hospital  that 
applies  for  the  purpose  of  starting  or 
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expanding  primary  care  and/or  general 
surgery  programs,  and  other  nonprimary 
care  programs  as  well.  VVe  continue  to 
believe  that  our  Ranking  Criteria,  which 
give  a  higher  ranking  to  hospitals  that 
apply  only  for  primary  care  or  general 
surgery  programs,  are  consistent  with 
the  expressed  goals  of  sections  5503  and 
5506  of  the  Affordable  Care  Act,  and  are 
in  keeping  with  the  important  policy 
objective  of  promoting  the  growth  in  the 
number  of  primary  care  and  general 
surgery  residents,  and  reducing  the 
shortage  of  primary  care  physicians  and 
general  surgeons.  Thus  far.  Congress  has 
not  identified  other  .specialties  for 
special  treatment.  However,  we  note 
that  under  Ranking  Criteria  One,  Two, 
and  Three,  hospitals  can  use  slots 
awarded  under  section  5506  for 
nonprimary  care  programs  because 
these  Ranking  Criteria  do  not  consider 
or  specify  a  program  type,  and  instead 
give  priority  to  hospitals  that  continue 
to  maintain  the  level  and  type  of 
training  that  were  occurring  prior  to  the 
hospital  closure. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposed  changes  to  the  . 
Ranking  Criteria  with  some 
modification.  As  proposed,  we  are 
replacing  current  Ranking  Criterion 
Seven  with  the  two  separate  Ranking 
Criteria  listed  below.  We  al^o  are 
modifying  our  proposed  language  for 
Ranking  Criterion  Seven  in  order  to 
highlight  and  clarify  how  Ranking 
Criterion  Seven  differs  from  Ranking 
Criterion  Five  and  Ranking  Criterion 
Six.  A  program  may  only  qualify  for 
Ranking  Criterion  Five  or  Six  if  the 
applying  hospital  will  use  all  of  its 
additional  slots  to  establish  or  expand 
primary  care  or  general  surgery 
programs.  Therefore,  a  hospital  that 
submits  several  applications  that 
include  requests  for  additional  FTE  slots 
for  purposes  other  than  solely  to 
establish  or  expand  primary  care  or 
general  surgery  programs  may  not  apply 
under  Ranking  Criterion  Five  or  Six  for 
additional  FTE  slots  for  its  primary  care 
or  general  surgery  programs.  Rather,  a 
hospital  that  is  applying  both  for  the 
purpose  of  establishing  or  expanding 
primary  care  or  general  surgery 
programs,  and  for  the  purpose  of 
establishing  or  expanding  nonprimary 
care  or  nongeneral  surgery  programs 
and/or  for  cap  relief  must  submit  an 
application  requesting  additional  FTE 
slots  under  Ranking  Criterion  Seven  for 
its  primary  care  or  general  surgery 
programs.  The  hospital’s  requests  for 
additional  FTE  slots  to  establish  or 
expand  a  nonprimary  care  or  nongeneral 
surgery  program  and/or  for  additional 


FTE  slots  for  cap  relief  would  properly 
be  made  under  Ranking  Criterion  Eight. 

In  summary,  we  are  finalizing  Ranking 
Criterion  Seven  as  follows: 

•  Ranking  Criterion  Seven;  The 
applying  hospital  will  use  additional 
slots  to  establish  or  expand  a  primary 
care  or  general  surgery  program,  but  the 
program  does  not  meet  Ranking 
Criterion  Five  or  Six  because  the 
hospital  is  also  separately  applying 
under  Ranking  Criterion  Eight  for  slots 
to  establish  or  expand  a  nonprimary 
care  or  non-general  surgery  program 
and/or  for  cap  relief. 

In  light  of  the  modifications  we  are 
making  in  this  final  rule  to  the  proposed 
Ranking  Criterion  Seven,  we  also 
believe  it  is  appropriate  to  modify  the 
language  of  proposed  Ranking  Criterion 
Eight  to  specify  the  types  of  applications 
that  would  properly  be  made  under  this 
Ranking  Criterion.  In  the  proposed  rule, 
we  proposed  to  replace  the  existing 
Ranking  Criterion  Seven  with  a  new 
Ranking  Criteria  Seven,  and  create  a 
new  Ranking  Criterion  Eight  for 
situations  where  an  “applying  hospital 
seeks  the  slots  for  purposes  that  do  not 
fit  into  any  of  the  above  ranking 
criteria.’’  We  are  modifying  this 
proposed  language  and  finalizing 
Ranking  Criterion  Eight  as  follows: 

•  Ranking  Criterion  Eight:  The 
applying  hospital  will  use  the 
additional  slots  to  establish  or  expand  a 
nonprimary  care  or  nongeneral  surgery 
program  or  for  cap  relief. 

We  note  that  we  did  not  propose,  nor 
are  we  making,  any  changes  to  Ranking 
Criteria  One  through  Six. 

d.  Effective  Dates  of  Slots  Awarded 
Under  Section  5506 

.  As  stated  previously,  section  5506(d) 
of  the  Affordable  Care  Act  instructs  the 
Secretary,  in  pertinent  part,  “  *  *  *  to 
ensure  that  there  is  no  duplication  of 
FTE  slots  *  *  *  .’’  Accordingly,  in 
distributing  slots  permanently  under 
section  5506,  we  need  to  be  cognizant 
of  the  number  of  FTE  residents  for 
whom  a  temporary  FTE  cap  adjustment 
was  provided  under  existing  regulations 
at  §  413.79(h),  when  those  residents  will 
complete  their  training,  and  at  which 
point  the  temporary  slots  associated 
with  those  displaced  residents  would  be 
available  for  permanent  redistribution. 
With  that  in  mind,  in  the  first 
distribution  of  section  5506  cap  slots 
from  hospitals  that  closed  between 
March  23,  2008,  and  August  3,  2010,  we 
used  the  following  several  effective 
dates  based  on  the  ranking  criterion 
under  which  a  hospital  applied: 

•  Date  of  hospital  closure.  This 
effective  date  could  have  applied  to 
Ranking  Criterion  Two.  It  also  could 


have  applied  to  Ranking  Criteria  One 
and  Three  if  there  were  no  temporary 
cap  adjustments  given  for  any  displaced 
FTE  residents. 

•  Cost  reporting  period  following  date 
of  hospital  closure.  This  effective  date 
could  have  been  used  for  awarding  slots 
to  hospitals  that  were  training  displaced 
FTE  residents  and  qualified  for  Ranking 
Criterion  One  or  Ranking  Criterion 
Three  because  they  were  taking  over  an 
entire  program  or  part  of  a  program  from 
a  closed  hospital  and  had  received  a 
temporary  cap  adjustment  to  train  those 
displaced  residents  under  42  CFR 
413.79(h). 

•  July  1  effective  date.  This  effective 
date,  which  could  have  been  retroactive, 
could  have  been  used  for  awarding  slots 
to  hospitals  that  qualified  under 
Ranking  Criteria  Four  through  Seven 
where  there  were  temporary  cap 
adjustments  made  for  displaced  FTE 
residents  that  completed  training  in  a 
program  on  a  specific  June  30. ' 

•  Date  of  award  announcement 
(January  30,  2012).  This  effective  date 
could  have  applied  to  hospitals  that 
qualified  under  Ranking  Criteria  Four 
through  Seven  either  where  there  were 
no  temporary  cap  increases  under  42 
CFR  413.79(h),  or  where  there  were 
temporary  cap  increases  but  those  slots 
associated  with  the  temporary  cap 
increases  were  already  accounted  for. 
That  is,  displaced  FTE  residents 
graduated  prior  to  a  specific  July  1,  and, 
therefore,  the  cap  slots  associated  with 
these  FTE  residents  had  already  been 
permanently  assigned  that  specific  July 
1,  but  the  closed  hospital  still  had 
remaining  cap  slots  available  for 
permanent  assignment. 

We  stated  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  27986)  that, 
based  on  comments  we  have  received 
from  hospitals  that  were  involved  in  the 
initial  phase  of  section  5506 
implementation  (hospitals  that  applied 
for  cap  slots  from  hospitals  that  closed 
between  March  23,  2008  and  August  3, 
2010),  we  believe  we  need  to  clarify 
certain  existing  policies  and  propose  a 
change  to  the  effective  dates  associated 
with  several  ranking  criteria. 

First,  we  clarified  in  the  proposed 
rule  the  effective  date  of  slots  awarded 
under  section  5506  with  respect  to 
Ranking  Criterion  Two.  Ranking 
Criterion  Two  applies  to  hospitals  that 
participated  in  a  Medicare  GME 
affiliation  agreement  with  the  closed 
hospital  (but  not  one  that  was  entered 
into  more  than  5  years  prior  to  the 
hospital’s  closure),  received  slots  from 
the  closed  hospital  as  part  of  the 
affiliation  agreement,  and  will  use  any 
additional  awarded  slots  to  continue  to 
train  at  least  the  same  number  of  FTE 
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resident  slots  it  trained  as  part  of  the 
affiliation  agreement.  For  hospitals  that 
qualih'  for  additional  slots  under 
Ranking  Criterion  Two,  we  award  the 
5506  slots  effective  on  a  permanent 
basis  with  the  date  of  the  hospital’s 
closure.  However,  for  hospitals  that 
qualify’  under  Ranking  Criteria  One  and 
Three  and  are  already  receiving 
temporary  cap  adjustments  for 
displaced  FTE  residents  under  42  CFR 
413.79(h),  we  award  the  5506  slots 
effective  on  a  permanent  basis  with  the 
cost  reporting  period  following  the  date 
of  the  hospital’s  closure.  Because  these 
hospitals  are  already  receiving 
temporary  cap  adjustments  for  their 
portion  of  their  cost  reporting  period 
following  the  closure,  for  administrative 
ease,  slots  became  permanent  due  to  the 
section  5506  award  effective  with  the 
cost  reporting  period  following  the  date 
of  the  hospital’s  closure.  However,  this 
policy,  applicable  to  hospitals  that 
qualify  under  Ranking  Criterion  One  or 
Three,  is  not  appropriate  for  hospitals 
that  qualih'  under  Ranking  Criterion 
Two  and  that  participated  in  a  Medicare 
GME  affiliation  agreement  with  the 
closed  hospital  and  received  cap  slots 
from  the  closed  hospital  as  part  of  that 
affiliation  agreement.  This  policy  is  not 
appropriate  because,  in  this  case,  there 
were  no  displaced  FTE  residents  from 
the  Medicare  GME  affiliation  agreement 
and,  therefore,  the  hospital  did  not 
receive  a  temporary  cap  adjustment.  For 
example,  if  Hospital  A  received  slots 
from  Hospital  B  as  part  of  an  affiliation 
agreement  so  that  FTE  residents  could 
train  at  Hospital  A  and  Hospital  B 
closes.  Hospital  A  lost  the  cap 
adjustment  it  received  from  Hospital  B 
as  part  of  the  affiliation  agreement  as  of 
the  date  of  the  hospital’s  closure,  and  a 
temporary  cap  adjustment  under  42  CFR 
413.79(h)  is  not  available  to  Hospital  A. 
In  this  case,  no  FTE  residents  are 
displaced. 

In  the  proposed  rule  and  in  this  final 
rule,  we  are  clarifv'ing  that,  for  hospitals 
qualifying  under  Ranking  Criterion  Two 
that  are  awarded  cap  slots  from  the 
closed  hospital,  the  award  is  effective 
with  the  date  of  the  hospital’s  closure. 
This  effective  date  allows  a  hospital 
applying  under  Ranking  Criterion  Two 
to  receive  funding  for  training  the 
additional  FTE  residents  it  was  training 
as  part  of  the  Medicare  GME  affiliation 
agreement  with  the  closed  hospital 
immediately  after  the  closure,  without 
having  to  wait  until  the  following  cost 
reporting  period  to  receive  that  cap 
adjustment.  We  note  that,  under  existing 
regulations  at  42  CFR  413.79(d), 
additional  FTEs  that  a  hospital  receives 
under  the  terms  of  a  Medicare  GME 


affiliation  agreement  are  subject  to  the 
3-year  rolling  average.  Therefore, 
hospitals  that  receive  permanent 
assignment  of  FTE  resident  cap  slots 
under  Ranking  Criterion  Two  do  not 
receive  an  exemption  from  the  rolling 
average.  With  regard  to  the  IME  intern 
and  resident-to-bed  (IRB)  ratio,  the 
existing  regulations  at  42  CFR 
412.105(a)(l)(i)  indicate  that  the 
numerator  of  the  prior  year  IRB  ratio 
may  be  adjusted  to  reflect  FTEs  added 
under  a  Medicare  GME  affiliation 
agreement.  The  affiliation  agreement 
would  terminate  when  the  hospital 
closes.  Thus,  on  the  cost  report  of  the 
hospital  that  receives  slots  under 
Ranking  Criterion  Two,  the  prior  year 
numerator  of  the  IRB  ratio  would  only 
be  adjusted  to  reflect  the  portion  of  the 
affiliated  FTEs  that  the  hospital  received 
prior  to  the  other  hospital’s  closure  and 
the  termination  of  the  affiliation 
agreement. 

As  we  did  in  the  proposed  rule,  we 
also  are  clarifying  that  when  there  are 
no  temporary  cap  adjustments  for 
displaced  FTE  residents  from  hospitals 
that  closed,  and  an  applying  hospital 
qualifies  under  Ranking  Criterion  One 
or  Ranking  Criterion  Three,  the  FTE 
resident  cap  slots  are  awarded  effective 
with  the  date  of  the  hospital’s  closure. 
This  was  indicated  in  the  November  24, 
2010  final  rule  with  comment  period  (75 
FR  72225),  but  we  understand,  based  on 
comments  received  after  the  initial 
phase  of  section  5506  slot  awards,  that 
this  policy  was  not  clearly  understood. 
These  slots  are  also  immediately 
included  in  apply'ing  the  rolling  average 
and  IRB  ratio  cap. 

We  proposed  to  change  the  effective 
date  of  an  award  of  additional  FTE  caps 
for  hospitals  that  qualify'  under  Ranking 
Criterion  Four  through  proposed 
Ranking  Criterion  Eight  where 
temporary  caps  were  given  for  displaced 
FTE  residents  (we  refer  readers  to 
section  IV.I.4.b.  of  this  preamble  for  a 
discussion  of  proposed  Ranking  Criteria 
Seven  and  Eight).  As  a  general  matter, 
hospitals  that  apply  under  Ranking 
Criterion  Four  through  proposed 
Ranking  Criterion  Eight  are  applying 
either  to  establish  or  expand  a  program 
or  to  seek  cap  relief.  In  the  proposed 
rule,  we  stated  that  we  do  not  believe 
that,  when  a  hospital  receives  additional 
cap  slots  to  establish  or  expand  a 
residency  training  program,  we  need  to 
award  the  cap  slots  retroactively  to  a 
previous  July  1  effective  date.  Rather, 
the  awarded  cap  slots  are  to  be  used  on 
a  prospective  basis  to  allow  hospitals  to 
expand  current  programs  or  establish 
new  ones.  We  understand  that  if  a 
hospital  is  applying  for  cap  relief  under 
proposed  Ranking  Criterion  Eight 


(previously  Ranking  Criterion  Seven), 
the  hospital  would  want  its  cap  slots 
awarded  retroactively  to  the  date  of  the 
hospital’s  closure  or  the  July  1  after  a 
specific  displaced  resident  has 
graduated  if  that  date  is  prior  to  the  date 
of  the  award  announcement.  However, 
we  stated  in  the  proposed  rule  that  we 
do  not  believe  such  a  policy  is 
consistent  with  the  spirit  of  the  BBA 
caps.  Furthermore,  the  purpose  of 
section  5506  is  for  hospitals  to  receive 
slots  from  the  closed  hospital  to 
facilitate  the  continuity  of  the  closed 
hospital’s  programs  and  to  promote 
stability  in  the  number  of  physicians  in 
a  community. 

The  proposed  Ranking  Criterion  Eight 
of  section  5506  does  not  serve  to 
encourage  the  continuity  of  the  closed 
hospital’s  programs;  it  merely  provides 
Medicare  funding  for  a  certain  amount 
of  slots  in  excess  of  the  BBA  caps. 
Accordingly,  we  indicated  in  the 
proposed  rule  that  we  believe  that 
hospitals  applying  for  cap  relief  under 
proposed  Ranking  Criterion  Eight 
should  only  receive  their  permanent  cap 
slots  effective  on  a  prospective  basis. 
Therefore,  while  under  the  initial 
section  5506  application  process,  it  was 
possible  for  an  applying  hospital  that 
qualified  under  Ranking  Criteria  Four 
through  Seven  to  receive  slots 
retroactive  to  the  July  1  after  a  specific 
displaced  FTE  resident’s  graduation 
date,  we  proposed  that,  for  hospitals 
that  qualify'  under  Ranking  Criteria  Four 
through  Eight  for  cap  slots  from  a  closed 
hospital  even  where  there  were 
temporary  caps  given  for  displaced  FTE 
residents,  the  applying  hospitals  would 
receive  the  permanent  FTE  cap  slots 
effective  no  earlier  than  the  date  of  the 
award  announcement.  That  is,  if  an 
applying  hospital  that  qualified  under 
Ranking  Criterion  Four  through 
proposed  Ranking  Criterion  Eight 
receives  cap  slots  associated  with  a 
displaced  FTE  resident  and  that  resident 
graduated  prior  to  the  date  of  the  award 
announcement,  the  earliest  the  applying 
hospital  could  receive  the  permanent 
cap  adjustment  would  be  the  date  of  the 
award  announcement.  If  a  hospital 
qualified  under  Ranking  Criterion  Four 
through  proposed  Ranking  Criterion 
Eight,  and  the  only  available  cap  slots 
are  temporarily  being  used  to  train 
displaced  FTE  residents  that  are 
expected  to  graduate  after  the  date  of 
the  award,  the  applying  hospital  will 
receive  the  permanent  slots  effective  the 
July  1  after  those  displaced  FTE 
residents  complete  their  training.  For 
example,  if  a  hospital  closed  January  1, 
2012,  and  the  section  5506  slot  awards 
were  announced  May  1,  2013,  but 
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residents  displaced  from  the  closed 
hospital  did  not  complete  their  training 
until  June  30,  2013,  the  applying 
hospital  will  receive  section  5506  slots 
for  those  displaced  residents  effective 
July  1,  2013,  following  the  completion 
of  training  of  those  displaced  residents. 
We  did  not  propose  to  change  the 
effective  date  of  section  5506  awards  for 
applying  hospitals  that  qualify  under 
Ranking  Criterion  Four  through 
proposed  Ranking  Criterion  Eight  where 
there  were  no  temporary  caps  given  for 
displaced  residents;  as  described  in  the 
November  24,  2010  final  rule  with 
comment  period  (75  FR  72227),  those 
applying  hospitals  will  continue  to 
receive  their  section  5506  cap  slots 
effective  with  the  date  of  the  award 
announcement. 

In  the  proposed  rule,  we  discussed 
another  option  to  consider  for  the 
effective  date  of  Ranking  Criteria  Four 
through  proposed  Ranking  Criterion 
Seven,  which  are  Ranking  Criteria 
associated  with  either  starting  a  program 
or  expanding  a  program,  would  be  to 
award  the  slots  in  accordance  with 
when  the  hospital  actually  needs  the 
slots,  as  asserted  in  the  hospital’s 
section  5506  application.  (The  proposed 
effective  date  for  proposed  Ranking 
Criterion  Eight  would  still  be  no  earlier 
than  the  date  of  the  award 
announcement.)  For  example,  assume  a 
hospital  applies  under  Ranking 
Criterion  Five  to  expand  an  internal 
medicine  program  by  nine  positions.  As 
described  in  its  section  5506 
application,  the  hospital  plans  that 
expansion  to  occur  beginning  on  July  1, 

2012,  and  at  that  time,  the  hospital 
would  add  three  residents,  on  July  1, 

2013,  the  hospital  would  add  another 
three  residents,  and  on  July  1,  2014,  the 
hospital  would  add  the  last  three 
internal  medicine  residents.  Therefore, 
the  effective  date  of  three  slots  could  be 
July  1,  2012,  the  effective  date  of  three 
additional  slots  would  be  July  1,  2013, 
and  the  effective  date  of  the  last  three 
slots  would  be  July  1,  2014.  We  stated 
that  we  were  interested  in  receiving 
public  comments  on  this  policy 
alternative.  We  still  proposed  that  the 
effective  date  for  proposed  Ranking 
Criterion  Eight  would  be  no  earlier  than 
date  of  the  award. 

Comment:  A  number  of  commenters 
addressed  our  clarifications  and 
proposals  of  the  effective  dates  for  all  of 
the  Ranking  Criteria.  Commenters 
agreed  that  cap  slots  received  under 
Ranking  Criterion  Two  should  be 
effective  with  the  date  of  the  hospital 
closure.  One  commenter  stated  that 
because  the  receiving  hospital  had 
already  been  using  the  cap  slots  from 
the  closed  hospital  as  part  of  a  Medicare 


GME  affiliation  agreement,  there  is  no 
reason  the  slots  should  be  awarded  any 
later  than  the  date  of  the  hospital 
closure.  The  commenter  added  that  it 
supported  making  slots  received  under 
Ranking  Criterion  Two  effective  with 
the  date  of  the  hospital  closure  because 
there  are  no  temporary  cap  adjustments 
and  exemptions  from  the  rolling  average 
applied  to  these  cap  slots. 

Other  commenters  believed  cap  slots 
from  closed  hospitals  .should  be 
awarded  on  an  “as-needed”  basis.  They 
stated  that,  therefore,  it  is  appropriate 
that  the  cap  slots  received  under 
Ranking  Criterion  Two  be  awarded 
when  the  hospital  closes  because  the 
receiving  hospital  would  need  the 
additional  cap  slots  as  of  the  date  of  the 
hospital’s  closure. 

Response:  We  agree  with  the 
commenters  that  cap  slots  received 
under  Ranking  Criterion  Two  should  be 
effective  with  the  date  of  the  hospital 
closure  because  the  receiving  hospital 
had  already  been  using  the  cap  slots 
from  the  closed  hospital  as  part  of  a 
Medicare  GME  affiliation  agreement, 
and  there  are  no  temporary  cap 
adjustments  and  exemptions  from  the 
rolling  average  applied  to  these  cap 
slots.  Therefore,  we  are  finalizing  our 
clarification  that,  if  a  hospital  is 
awarded  cap  slots  under  Ranking 
Criterion  Two,  those  cap  slots  are 
effective  with  the  date  of  the  Jiospital 
closure. 

Comment:  Some  commenters 
specifically  addressed  our  clarifications 
and  proposals  for  the  effective  dates  of 
Ranking  Criteria  Four  through  proposed 
Eight.  One  commenter  did  “not  believe 
that  it  is  appropriate  for  CMS  to 
institute  a  ‘one  size  fits  all’  policy  to 
determine  the  effective  dates  for  all 
awards,”  and  that  the  awards  should  be 
“driven  by  the  reasons  for  which  the 
slots  are  being  awarded.”  The 
commenter  believed  that  making  all 
awards  for  program  establishment  or 
expansion  under  Ranking  Criteria  Four 
through  Eight  prospectively  could  be 
appropriate  if  it  was  done  in  a  manner 
consistent  with  a  reasonable  policy 
regarding  the  application  of  the 
temporary  cap  adjustments  that 
hospitals  have  received  for  taking  in 
displaced  residents  and  it  is  done  in  a 
manner  that  does  not  “over  manage”  the 
distribution  of  the  slots  by  doling  them 
out  on  a  slot  by  slot  basis.  Another 
commenter  encouraged  CMS  to  award 
section  5506  slots  under  all  ranking 
criteria  prospectively. 

Other  commenters  recommended  that 
the  effective  date  for  section  5506  direct 
GME  and  IME  positions  be  the  date 
when  the  slots  are  needed  by  the 
awardee  hospital.  The  commenters 


believed  that  assigning  effective  dates 
based  on  this  principle  would  avoid 
confusion  and  some  of  the  problems 
hospitals  encountered  under  GMS’ 
current  system  for  assigning  effective 
dates.  Commenters  suggested  that,  for 
hospitals  that  begin  new  programs  (that 
is.  apply  for  slots  under  Ranking 
Criterion  Four,  Five,  or  Six),  section 
5506  slots  should  become  effective  on 
the  date  the  hospital’s  new  program 
begins.  The  commenters  recommended 
that,  for  administrative  simplicity,  the 
effective  date  should  be  the  same  for  all 
awarded  positions  (that  is,  all  slots 
become  effective  the  date  the  new 
program  begins).  For  a  hospital  that 
starts  and  is  awarded  slots  for  a  new 
program  that  happens  to  begin  in  the 
time  period  between  the  date  it  submits 
an  application  to  CMS  and  the  date 
CMS  announces  the  slot  award,  the 
commenters  recommended  that  the 
effective  date  be  retroactive  to  the  date 
the  hospital  actually  started  the  new 
program.  (The  commenters  noted  that 
this  issue  is  relevant  particularly  given 
the  large  time  lags  between  section  5506 
slot  application  deadlines  and  award 
announcements.) 

Response:  We  agree  with  the 
commenters  that  the-  effective  dates  of 
the  various  Ranking  Criteria  should  be 
driven  by  the  reasons  for  which  they  are 
awarded,  and  by  when  they  are  needed. 
However,  while  we  do  not  want  to  over¬ 
complicate  or  “over-manage”  the 
awarding  of  the  slots,  as  one  commenter 
cautioned  against,  we  do  believe  that  a 
certain  amount  of  discretion  and  control 
should  be  maintained  in  the  timing  of 
the  effective  dates.  Some  commenters 
stated  that  section  5506  slots  should 
become  effective  on  the  date  the 
hospital’s  new  program  begins,  and  that 
for  administrative  simplicity,  the 
effective  date  should  be  the  same  for  all 
awarded  positions  (that  is,  all  slots 
become  effective  the  date  the  new 
program  begins).  However,  these 
commenters  did  not  address  the  fact 
that  Ranking  Criteria  Four  through  the 
new  Eight  are  also  for  expansions  of 
existing  programs.  (The  new  Ranking 
Criterion  Eight  could  be  used  for 
hospitals  applying  for  slots  to  start  or 
expand  nonprimary  care  programs,  and/ 
or  for  cap  relief.)  The  timing  of  program 
expansions,  which  may  not  always 
require  separate  approval  from  the 
accrediting  body  if  the  hospital  is 
training  below  its  accredited  number  of 
positions,  may  be  more  challenging  to 
pinpoint.  Nevertheless,  we  believe  that 
slots  awarded  under  Ranking  Criteria 
Four  through  Seven  (and  Eight  if  the 
slots  are  for  starting  or  expanding  a 
nonprimary  care  program)  should  be 
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effective  only  with  the  date  that  they  are 
actually  needed,  or,  if  applicable,  only 
delayed  sufficiently  until  displaced 
residents  have  graduated,  freeing  up 
those  slots  for  use  under  Ranking 
Criteria  Four  through  Eight. 

Accordingly,  consistent  with  some 
commenters’  suggestion  and  our 
assessment  that  slots  awarded  under 
Ranking  Criteria  Four  through  Seven 
(and  Ranking  Criterion  Eight  if  the  slots 
are  for  starting  or  expanding  a 
nonprimary  care  program)  should  be 
effective  only  when  they  are  actually 
needed,  we  are  Finalizing  a  policy  as 
follows: 

For  hospitals  awarded  slots  under 
these  Ranking  Criteria,  in  the  hospital’s 
award  letter,  CMS  will  specify  the 
program  for  which  slots  are  being 
awarded,  whether  those  slots  are  for  a 
new  program,  or  for  an  expansion  of  a 
program,  the  number  of  FTE  slots 
awarded  for  that  program,  and  the 
Ranking  Criterion  under  which  those 
slots  are  awarded.  The  award  letter  will 
not  specify'  an  effective  date,  although  it 
may  indicate  that  the  slots  can  be  used 
no  earlier  than  a  certain  date  in  the 
instance  where  displaced  residents  need 
to  graduate  in  order  to  free  up  slots. 
Rather,  the  slots  would  be  “pending” 
with  the  Medicare  contractor,  and  the 
hospital  would  have  to  contact  its 
Medicare  contractor  and  submit 
documentation  proving  that  it  needs  a 
certain  number  of  its  slots  awarded 
under  Ranking  Criteria  Four  through 
Seven  (or  Ranking  Criterion  Eight,  as 
applicable,  fqf  nonprimary  care 
programs)  as  of  a  certain  date,  because 
the  hospital  has  filled  that  number  of 
positions  in  the  National  Resident 
Match  Program  (Match)  (or  other 
applicable  recruitment  process)  as  of 
that  date,  over  the  number  of  positions 
that  it  had  trained  in  that  program  in  the 
prior  academic  year. 

For  example,  for  a  subsequent  section 
5506  application  process,  a  hospital’s 
award  letter  would  state  that  it  is 
awarded  four  slots  to  expand  a 
n pediatrics  program  under  Ranking 
Criterion  Six.  The  hospital  would  not  be 
able  to  report  a  cap  increase  of  any  of 
the  four  I^Es  on  the  section  5506  line 
of  its  Medicare  cost  report  unless  it 
receives  permission  from  its  Medicare 
contractor  to  do  so.  Assume  that  in 
March  2014,  the  awardee  hospital 
documents  to  the  Medicare  contractor 
that  in  the  March  2014  Match,  it 
actually /i7/ed  {not  just  placed)  two  more 
positions  than  it  had  trained  in  that 
program  for  the  academic  year 
beginning  July  1,  2013.  In  this  manner, 
because  two  additional  slots  are  actually 
filled  as  compared  to  the  preceding  July 
1,  the  hospital  shows  the  Medicare 


contractor  that  effective  July  1,  2014,  it 
indeed  will  need  two  of  the  section 
5506  FTEs  that  it  was  awarded  under 
Ranking  Criterion  Six.  The  Medicare 
contractor  could  then  release  two  of  the 
four  slots  awarded  for  the  purpose  of 
expanding  a  pediatrics  program 
effective  July  1,  2014,  and  the  hospital 
could  report  two  FTEs  (or  some  prorated 
amount  if  the  hospital’s  FYE  is  other 
than  June  30)  on  the  section  5506  line 
of  its  Medicare  cost  report  that  includes 
July  1,  2014.  The  hospital  shall  not 
report  the  full  cap  increase  of  four  on 
the  section  5506  line  of  the  cost  report 
until  it  similarly  proves  that  it  has 
actually  filled  the  remaining  two 
positions.  The  documentation  process 
would  be  the  same  if  a  hospital  is 
awarded  slots  for  starting  a  new 
program  under  Ranking  Criteria  Four 
through  Seven  (or  Ranking  Criterion 
Eight,  as  applicable,  for  nonprimary  care 
programs).  That  is,  the  hospital  would 
have  to  prove  that  it  actually  has  filled 
slots  in  the  Match  (or  applicable 
process)  associated  with  the  new 
program  for  the  upcoming  academic 
year  before  the  Medicare  contractor 
would  release  the  appropriate  number 
of  slots  for  that  academic  year. 

Comment:  Regarding  cap  slots 
received  under  section  5506  for  cap 
relief  (previously  Ranking  Criterion 
Seven,  now  Ranking  Criterion  Eight  in 
this  final  rule),  commenters  stated  that 
those  cap  slots  should  be  awarded 
effective  with  the  date  of  the  hospital 
closure.  Commenters  stated  that 
following  the  principle  that  cap  slots 
should  be  assigned  to  receiving 
hospitals  on  an  “as-needed”  basis,  if  a 
hospital  applied  for  cap  relief,  it  would 
need  those  cap  slots  at  the  time  of  the 
hospital  closure.  One  commenter 
disagreed  with  the  proposal  to  assign 
cap  slots  for  cap  relief  at  the  earliest 
with  the  date  of  the  award 
announcement.  The  commenter  stated 
that  any  teaching  hospital  that  applied 
for  cap  relief  should  be  awarded  cap 
slots  at  the  earliest  point  they  are 
available.  The  commenter  stated  that 
“there  is  no  justifiable  policy  reason  to 
withhold  a  cap  increase  if  the  closed 
,  hospital’s  slots  are  available  to  be 
awarded  and  the  hospital  receiving  the 
award,  with  all  due  respect  to  CMS, 
never  claimed  in  its  application  that  it 
was  going  to  do  anything  different  on  a 
prospective  basis  (for  example,  expand 
a  program)  to  justify  its  need  for  the 
slots.”  The  commenter  stated  it  did  not 
understand  CMS’  statement  that 
retroactive  application  of  cap  slots 
received  for  cap  relief  is  not  consistent 
with  the  caps.  The  commenter  stated 
that  the  intent  of  section  5506  is  to 


redistribute  a  closed  teaching  hospital’s 
cap  to  other  teaching  hospitals,  many  of 
them  in  the  same  community,  and  that 
these  teaching  hospitals’  caps  are  what 
prevent  them  from  receiving  additional 
Medicare  funding  to  support  their 
operations  as  academic  centers.  The 
commenter  stated  that  for  CMS  to  delay 
awarding  cap  slots  that  they  were 
instructed  to  award  without  a  policy 
justification,  would  be  “extremely 
unfortunate.”  The  commenter  requested 
that  CMS  withdraw  its  proposal  related 
to  the  awarding  of  slots  for  cap  relief 
and  that  the  effective  date  for  these  cap 
slots  be  the  date  they  become  available. 

Response:  We  disagree  with  the 
commenter  who  stated  there  is  no 
justifiable  policy  reason  that  cap  slots 
awarded  for  cap  relief  cannot  be  applied 
retroactively.  VVhen  a  teaching  hospital 
closes,  this  occurrence  may  cause  a 
disruption  and  loss  of  a  GME 
infrastructure  and  a  source  of 
physicians  to  a  community  that  can  be 
a  daunting  task  to  rebuild  and  replace. 
The  purpose  of  section  5506  is  to 
attempt  to  preempt  such  disruption  and 
loss  by  encouraging  other  hospitals  in 
the  area  to  continue  the  training 
programs  of  the  closed  hospital,  not 
merely  to  use  the  section  5506  slots  for 
an  applicant  hospital’s  own  financial 
benefit  to  cover  its  unfunded  slots. 
Consistent  with  the  purpose  of  section 
5506,  we  developed  Ranking  Criteria  to 
give  preference  to  those  hospitals  that 
take  over  a  closed  hospital’s  entire 
program  or  part  of  a  program,  and  to 
hospitals  that  participated  in  a  Medicare 
GME  affiliation  agreement  with  the 
closed  hospital.  These  hospitals  have 
had  a  direct  relationship  with  the  closed 
hospital  and  are  helping  to  maintain  the 
residency  training  program(s)  of  that 
closed  hospital,  thereby  also  minimizing 
the  disruption  and  loss  to  the 
community  at  large.  Therefore,  because 
we  do  not  believe  that  there  is  a 
justifiable  policy  reason  to  award  slots 
for  cap  relief  retroactively,  we  are 
finalizing  a  policy  that  cap  slots 
received  under  Ranking  Criterion  Eight, 
specifically  for  cap  relief,  are  effective 
the  later  of  the  date  of  the  award 
announcement,  or  a  July  1  after 
displaced  FTE  residents  complete  their 
training  if  the  cap  slots  awarded  were 
associated  with  temporary  adjustments 
made  for  displaced  FTE  residents. 

Comment:  One  commenter  stated  that 
if,  for  purposes  of  the  Medicare  cost 
report,  hospitals  that  receive  cap  slots 
under  Ranking  Criterion  Two  are  treated 
differently  from  hospitals  that  receive 
cap  slots  under  other  Ranking  Criteria, 
Medicare  contractors  must  be  notified  of 
any  such  distinction.  The  commenter 
stated  that  the  distinction  would  affect 
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application  of  the  3-year  rolling  average 
and  the  IRB  ratio  cap.  The  commenter 
also  stated  that  Medicare  cost  report 
instructions  should  be  revised  to  reflect 
the  difference  between  Ranking 
Criterion  Two  and  other  Ranking 
Criteria. 

Response:  In  this  final  rule,  as  we 
explained  in  response  to  comments 
above,  because  we  are  no  longer 
employing  a  policy  where  temporary 
cap  increases  would  be  replaced  by 
permanent  cap  increases  on  the  cost 
report,  and  the  3-year  rolling  average 
and  the  IRB  ratio  cap  exemption  would 
no  longer  be  suspended  as  a 
consequence  of  receipt  of  permanent 
slots,  we  believe  the  cost  reporting  effect 
of  receipt  of  section  5506  slots  is  the 
same,  regardless  of  the  Ranking  Criteria 
under  which  the  slots  are  awarded.  That 
is,  on  the  applicable  cost  report  that  an 
FTE  cap  increase  is  effective,  whether 
retroactive  or  prospective,  the  hospital 
will  be  able  to  count  more  residents  ' 
under  the  increased  FTE  resident  cap  in 
that  cost  report.  Consequently,  more 
FTE  residents  would  be  drawn  into  the 
"rolling  average  for  IME  and  direct  GME, 
and  more  FTE  residents  would  be 
subject  to  the  IRB  ratio  cap  for  IME 
purposes.  Therefore,  we  do  not  believe 
there  is  any  distinction  regarding  the 
effect  of  reporting  section  5506  slots 
about  which  we  need  to  notify  Medicare 
contractors  or  hospitals.  However,  we 
note  that,  as  is  the  case  with  the  first 
two  rounds  of  section  5506  slot  awards, 
a  hospital  may  receive  a  number  of  slots 
with  various  effective  dates.  Therefore, 
it  is  important  that  a  hospital  not  report 
its  full  section  5506  cap  increase  on  the 
section  5506  cap  increase  line  (Form 
CMS-2552-10,  Worksheet  E,  Part  A, 
line  8.02  for  IME,  and  Worksheet  E-4, 
line  4.02  for  direct  GME)  on  its  cost 
report  all  at  once,  but,  rather,  only 
report  the  portions  of  the  section  5506 
awards  as  they  become  effective. 

In  summary,  we  are  finalizing  our 
clarification  that  section  5506  slots 
awarded,  under  Ranking  Criterion  Two 
are  effective  the  date  of  the  hospital 
closure.  In  response  to  public 
comments,  we  are  finalizing  a  policy 
that  the  effective  date  for  Ranking 
Criteria  Four  through  Seven  is  the  later 
of  when  a  hospital  can  demonstrate  to 
the  Medicare  contractor  that  the  slots 
associated  with  a  new  program  or 
expanded  program  are  actually  filled 
and,  therefore,  are  needed  as  of  a 
particular  date  (usually  July  1,  possibly 
retroactive),  or  the  July  1  after  displaced 
residents  complete  their  training. 
Regarding  Ranking  Criterion  8,  if  slots 
are  for  starting  or  expanding  a 
nonprimary  care  program,  the  effective 
date  is  the  same  as  that  for  Ranking 


Criteria  Four  through  Seven.  If  the  slots 
are  for  cap  relief,  the  effective  date  is  the 
date  of  the  CMS  award  announcement, 
or  the  July  1  after  displaced  residents 
complete  their  training,  whichever  date 
is  later. 

Thus  far,  we  have  discussed  our 
proposed  clarifications  regarding  when 
various  effective  dates  have  been  used 
(that  is,  the  date  of  closure,  or  the  cost 
reporting  period  following  the  date  of 
the  closure,  or  a  July  1  date),  and  our 
proposal  to  change  the  effective  date  of 
Ranking  Criteria  Four  through  proposed 
(now  finalized)  Ranking  Criterion  Eight 
when  temporary  cap  adjustments  for 
displaced  residents  were  given  (to  be  no 
earlier  than  the  date  of  the  award 
announcement).  However,  due  to 
concerns  expressed  by  recipients  of 
slots  under  the  first  round  of  section 
5506,  particularly  regarding  the 
interaction  with  the  rolling  average  as 
the  retroactive  section  5506  slots 
become  effective,  in  the  proposed  rule, 
we  solicited  public  comments  on 
alternative  approaches  to  implementing 
section  5506.  While  bearing  in  mind 
that  section  5506(d)  of  the  Affordable 
Care  Act  instructs  the  Secretary  “*  *  * 
to  ensure  that  there  is  no  duplication  of 
FTE  slots  *.  *  *,”  we  stated  that  we 
would  be  interested  in  public  comments 
regarding  whether  to  either  make  the 
effective  dates  prospective  for  all 
section  5506  slots  awarded  under  all 
ranking  criteria,  or,  in  certain  instances 
such  as  when  slots  are  awarded  under 
Ranking  Criteria  One  or  Three,  make  the 
effective  dates  of  the  section  5506  slots 
seamless  with  the  expiration  of 
applicable  temporary  cap  adjustments 
under  §  413.79(h).  We  also  solicited 
public  comments  on  whether  the 
regulatory  temporary  cap  adjustment  for 
residents  displaced  ft’om  closed 
hospitals  under  §  413.79(h)  is  still 
necessary  and  appropriate,  now  that 
there  is  a  provision  in  the  statute  that 
addresses  permanent  reassignment  of 
slots  from  closed  teaching  hospitals. 
Alternatively,  we  stated  that  we  would 
be'  interested  in  comments  regarding 
whether  the  regulatory  temporary  cap 
adjustment  for  displaced  residents 
under  § 413.79(h)  should  be  preserved, 
but  the  exemption  from  the  rolling 
average  for  those  displaced  FTE 
residents  should  be  eliminated.  We 
indicated  that  these  options  should  be 
considered  by  commenters  not  only  in 
the  context  of  section  5506  slots  that 
have  already  been  assigned,  but  also  in 
the  context  of  future  teaching  hospital 
closures,  and  how  previously  awarded 
section  5506  slots  that  have  not  as  yet 
been  filled  might  interact  with 
eligibility  for  temporary  cap 


adjustments  for  additional  displaced 
residents  in  the  future. 

Comment:  Commenters  supported  the 
concept  of  making  the  effective  dates  of 
the  section  5506  awards  under  Ranking 
Criteria  One  and  Three  seamless  with 
the  expiration  of  applicable  temporary 
cap  adjustments  (that  is,  at  the  time 
when  a  displaced  resident  graduates). 
The  commenters  stated  that  this  would 
allow  the  temporary  cap  adjustment  and 
the  exemption  from  the  rolling  average 
and  IRB  ratio  cap  to  apply  for  the 
duration  of  time  that  the  displaced 
residents  are  in  training. 

Response:  We  appreciate  the 
commenters’  support.  To  accommodate 
seamless  awards  under  Ranking  Criteria 
One  and  Three,  we  are  modifying  the 
CMS  Application  Form  (formerly,  the 
Evaluation  Form)  to  instruct  a  hospital 
applying  under  Ranking  Criteria  One 
and  Three  to  list  the  names  and 
graduation  dates  of  specific  displaced 
residents  whom  the  hospital  believes  it 
has  seamlessly  replaced  or  will  be 
seamlessly  replacing  with  new  PGYl 
residents  upon  graduation  of  the 
displaced  residents.  Similarly,  in  the 
award  letters,  we  will  specify  whether 
slots  are  being  awarded  under  Ranking 
Criterion  One  or  Three,  the  amount  of 
FTEs  awarded,  and  the  names  and 
graduation  dates  of  specific  displaced 
residents  of  whom  we  believe  the 
hospital  has  proven  that  it  has  or  will 
be  seamlessly  replacing.  The  effective 
date  of  these  slots  will  be  the  day  after 
the  applicable  graduation  date(s). 

Comment:  One  commenter  requested 
clarification  on  the  “seamless” 
requirement  for  Ranking  Criterion  One 
and  Ranking  Criterion  Three.  The 
commenter  stated  that  under  Ranking 
Criterion  One 'and  Ranking  Criterion 
Three,  a  hospital  applying  for  additional 
cap  slots  must  demonstrate  that  it  will 
continue  to  train  FTE  residents  in  the 
same  program  as  the  closed  hospital 
without  any  lapse  in  training.  The 
commenter  stated,  for  example,  that  if  a 
hospital  applied  to  take  over  part  of  a 
closed  hospital’s  program  under 
Ranking  Criterion  Three,  which  means 
it  is  also  training  some  of  the  FTE 
residents  that  were  displaced  from  that 
closed  hospital’s  program,  the  applying 
hospital  must  be  able  to  demonstrate 
that  once  those  displaced  FTE  residents 
graduate  on  June  30,  it  will  immediately 
fill  those  positions  with  new  FTE 
residents  the  next  day  on  July  1.  The 
commenter  stated  that  if  a  teaching 
hospital  closes  even  just  a  couple  of 
months  after  the  start  of  the  academic 
year  (July  1),  it  is  very  difficult  for  a 
hospital  applying  under  Ranking 
Criterion  One  or  Ranking  Criterion 
Three  to  fill  a  slot  vacated  by  a 
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displaced  PTE  resident{s)  who  is 
graduating  June  30  of  that  academic  year 
bv  July  1  of  the  following  academic 
year.  The  commenter  stated  that 
recruitment  for  most  residency  training 
programs  is  organized  in  accordance 
with  the  National  Resident  Matching 
Program  .schedule.  This  schedule 
generally^requires  that  the  Match  quotas 
for  specialty  programs  must  be 
submitted  by  january  31  and  that  the 
Match  quotas  for  subspecialty  programs 
be  submitted  even  earlier  than  the 
January  deadline  for  specialty  programs. 
Therefore,  if  a  hospital  took  in  a 
displaced  FTE  resident  who  was 
scheduled  to  graduate  the  upcoming 
June  30.  it  would  likely  be  impossible 
for  the  hospital  to  fill  that  slot  vacated 
by  the  displaced  FTE  resident 
immediately  with  the  following  July  1. 
The  commenter  stated  it  understands 
CMS'  goal  of  requiring  hospitals  that 
apply  under  Ranking  Criterion  One  or 
Ranking  Criterion  Three  to  seamlessly 
fill  slots  vacated  by  displaced  FTE 
residents.  However,  the  commenter 
requested  that  CMS  clarify  its  policy  to 
state  that  for  those  hospitals  that  apply 
under  Ranking  Criterion  One  and 
Ranking  Criterion  Three,  in  situations 
where  FTE  residents  will  graduate  the 
next  June  30.  the  applying  hospital  is 
required  to  demonstrate  that  it  will  fill 
the  slots  vacated  by  the  displaced  FTE 
residents  by  July  1  of  the  second 
academic  year  following  the  hospital 
closure. 

Response:  We  acknowledge  that  the 
timeline  used  by  the  National  Resident 
Match  Program  or  other  resident  match 
services  can  make  it  difficult,  if  not 
impossible,  to  seamlessly  fill  the  slots  of 
a  displaced  resident  graduating  on  June 
30  in  the  instance  where  a  teaching 
hospital  closes  (or  its  programs  close) 
after  the  date  (for  example.  January  31) 
that  positions  must  be  placed  in  the 
Match  for  the  upcoming  academic  year 
beginning  July  1.  However,  we  are  not 
convinced  that  the  same  challenge 
exists  even  in  instances  where  a 
hospital  closes,  or  the  programs  close,  at 
any  point  after  “just  a  couple  of 
months”  following  the  start  of  an 
academic  year,  as  the  commenter 
asserted.  With  regard  to  allopathic  and 
osteopathic  programs,  because  the 
deadline  for  submitting  the  Match  quota 
is  approximately  the  end  of  January,  we 
believe  December  31  of  the  same 
academic  year  is  a  reasonable  date  to 
use  for  the  purpose  of  determining  the 
feasibility  of  seamlessly  replacing 
displaced  residents  who  are  scheduled 
to  graduate  on  the  upcoming  June  30. 
Therefore,  we  are  stating  in  this  final 
rule  that,  in  the  instance  where  a 


teaching  hospital  closed  after  December 
31  of  an  academic  year,  in  order  for  a 
hospital  to  qualify  under  Ranking 
Criterion  One  or  Ranking  Criterion 
Three  for  cap  slots  associated  with 
displaced  FTE  residents  that  will 
graduate  June  30  of  the  academic  year 
in  which  the  applying  hospital  took  in 
the  displaced  FTE  residents,  the 
applying  hospital  must  be  able  to 
demonstrate  that  it  will  fill  slots  vacated 
by  displaced  FTE  residents  by  July  1  of 
the  second  academic  year  following  the 
hospital  closure.  For  example,  if  a 
hospital  closes  January  1,  2013.  an 
applying  hospital  must  be  able  to 
demonstrate  that  it  will  fill  any 
positions  vacated  by  displaced  FTE 
residents  who  will  graduate  June  30. 
2013,  by  July  1,  2014.  However,  in  the 
instance  where  a  teaching  hospital 
closed  before  December  31  of  an 
academic  year,  in  order  for  a  hospital  to 
qualih’  under  Ranking  Criterion  One  or 
Ranking  Criterion  Three  for  cap  slots 
associated  with  displaced  FTE  residents 
that  will  graduate  June  30  of  the 
academic  year  in  which  the  applying 
hospital  took  in  the  displaced  FTE 
residents,  the  applying  hospital  must  be 
able  to  demonstrate  that  it  will 
“seamlessly”  fill  slots  vacated  by 
displaced  FTE  residents  by  July  1;  that 
is,  the  day  immediately  after  the  June  30 
that  the  displaced  FTE  residents 
graduate. 

Comment:  Commenters  stated  that 
even  though  section  5506  exists  to 
permanently  redi.stribute  slots  from  a 
closed  teaching  hospital,  the  temporary 
cap  adjustments  for  displaced  residents 
in  the  regulations  at  §  413.79(h)  must 
continue  to  exist.  The  commenters 
argued  that  the  temporary  cap 
adjustment  for  displaced  residents 
policy  in  regulations  at  §  413.79(h)  and 
section  5506  are  two  provisions  that 
serve  different  purposes  and  should  be 
view'ed  independently;  section  5506 
should  not  be  viewed  as  a  replacement 
for  the  temporary  cap  adjustment.  The 
commenters  stated  that  the  temporary 
cap  adjustment  addresses  an  immediate 
crisis  situation,  protecting  displaced 
residents  and  providing  immediate 
payment  to  hospitals  taking  in  the 
displaced  residents,  while  section  5506 
is  intended  to  address  a  long-term 
situation,  and  the  entire  process  can 
easily  take  up  to  2  years  to  complete. 
Commenters  pointed  out  that  a  hospital 
that  takes  in  displaced  residents  and 
applies  for  section  5506  slots  has  no 
guarantee  that  it  will  be  aw^arded 
permanent  slots  under  the  section  5506 
program,  and  “given  this  lack  of 
certainty,  the  mere  possibility  of  being 
awarded  section  5506  slots  is  simply  not 


enough  of  an  incentive  for  the  hospital 
to  take  on  displaced  residents.”  One 
commenter  stated  that  CMS  should 
exercise  “extreme  caution  before 
assuming  that  .section  5506  can  be  or 
should  be  viewed  as  a  replacement  for 
the  temporary  cap  adjustment  policy  in 
any  meaningful  way.” 

Commenters  also  asserted  that  if  the 
temporary  cap  adjustment  was  removed 
from  the  regulations,  the  pool  of 
potential  hospitals  willing  to  ab.sorb  the 
displaced  residents  would  likely  shrink. 
The  commenters  stated  that,  for  a 
variety  of  practical  and  personal 
reasons,  displaced  residents  are  not 
always  able  to  (and  some  may  not  desire 
to)  continue  their  residency  training  in 
the  same  geographic  location  as  the 
closed  hospital,  and  hospitals  that  are 
not  located  in  the  same  state  as  the 
closed  hospital  would  not  be  in  a 
position  to  receive  slots  permanently 
under  section  5506.  One  commenter 
noted  that  significant  financial  barriers 
still  exist  for  many  hospitals  despite 
Medicare’s  payment  policies,  because 
the  temporary  cap  adjustment  policy 
only  accounts  for  the  Medicare  share  of 
teaching  hospital  costs,  and  not  others, 
such  as  Medicaid,  which  generally  does 
not  have  a  policy  like  Medicare’s  to 
address  displaced  residents. 

Commenters  also  opposed  the  concept 
raised  in  the  proposed  rule  of 
maintaining  the  temporary  cap 
adjustment  but  of  eliminating  the 
exemption  from  the  3-year  rolling 
average.  Commenters  argued  that 
teaching  hospitals  should  not  have  to 
face  a  short-term  loss  of  funding  due  to 
the  immediate  application  of  the  3-year 
rolling  average  (and  IRB  ratio  cap)  when 
taking  in  displaced  residents.  One 
commenter  added  that,  although  CMS 
did  not  directly  ask  for  comments  on  the 
exemption  from  the  IRB  ratio  cap,  this 
exemption  is  also  an  important  piece  of 
the  temporary  cap  adjustment  policy 
and  should  be  preserved. 

Response:  After  considering  the 
public  comments  received,  we  agree 
that  the  temporary  cap  adjustment 
policy  in  the  regulations  at  §  413.79(h) 
and  the  permanent  cap  adjustments 
provided  by  section  5506  serve  both 
different  and  necessary  roles.  We 
particularly  agree  that  elimination  of  the 
temporary  cap  adjustment  may 
influence  the  willingness  of  hospitals  in 
states  or  geographic  areas  outside  the 
state  or  geographic  vicinity  of  the  closed 
hospital  to  take  in  displaced  residents. 
Therefore,  we  are  not  making  any 
changes  to  the  regulations  at  §  413.79(h), 
and  are  preserving  the  attending 
exemptions  from  the  3-year  rolling 
average  and  the  IRB  ratio  cap  for  the 
duration  of  a  displaced  resident’s 
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training  in  the  program  from  which  he/ 
she  was  displaced. 

In  summary,  we  are  finalizing  the 
policy  that  the  effective  dates  of  the 
section  5506  slots  awarded  under 
Ranking  Criteria  One  and  Three  are 
seamless  with  the  expiration  of 
applicable  temporary  cap  adjustments 
(that  is,  at  the  time  when  a  displaced 
resident  graduates).  To  accommodate 
seamless  awards  under  Ranking  Criteria 
One  and  Three,  we  are  modifying  the 
CMS  Application  Form  (formerly,  the 
Evaluation  Form)  to  instruct  a  hospital 
applying  under  Ranking  Criteria  One 
and  Three  to  list  the  names  and 


graduation  dates  of  specific  displaced 
residents  whom  the  hospital  believes  it 
has  seamlessly  replaced  or  will  be 
seamlessly  replacing  with  new  PGYl 
residents  upon  graduation  of  the 
displaced  residents.  We  also  are  stating 
in  this  final  rule  that  in  the  instance- 
where  a  teaching  hospital  closed  after 
December  31  of  an  academic  year,  in 
order  for  a  hospital  to  qualify  under 
Ranking  Criterion  One  or  Ranking 
Criterion  Three  for  cap  slots  associated 
with  displaced  FTE  residents  that  will 
graduate  June  30  of  the  academic  year 
in  which  the  applying  hospital  took  in 
the  displaced  FTE  residents,  the 


applying  hospital  must  be  able  to 
demonstrate  that  it  will  fill  slots  vacated 
by  displaced  FTE  residents  by  July  1  of 
the  second  academic  year  following  the 
hospital  closure.  Lastly,  in  this  final 
rule,  we  are  not  making  any  changes  to 
the  regulations  at  §  413.79(h),  and  we 
are  preserving  the  attending  exemptions 
from  the  3-year  rolling  average  and  the 
IRB  ratio  cap  for  the  duration  of  a 
displaced  resident’s  training  in  the 
program  from  which  he/she  was 
displaced. 

Following  is  a  chart  of  the  Ranking 
Criteria  and  the  effective  dates  we  are 
finalizing: 


Ranking  criterion  Effective  date 

One:  The  applying  hospital  is  requesting  the  increase  in  its  FTE  resident  cap(s)  because  it  is  assuming  (or  The  day  after  the  graduation 
assumed)  an  entire  program  (or  programs)  from  the  nospital  that  closed,  and  the  applying  hospital  is  date(s)  of  actual  displaced  resi- 

continuing  to  operate  the  program(s)  exactly  as  it  had  been  operated  by  the  hospital  that  closed  (that  is,  dent(s). 

same  residents,  possibly  the  same  program  director,  and  possibly  the  same  (or  many  of  the  same) 
teaching  staff).  i 

Two:  The  applying  hospital  was  listed  as  a  participant  of  a  Medicare  GME  affiliated  group  on  the  most  re-  Date  of  the  hospital  closure. 
cent  Medicare  GME  affiliation  agreement  of  which  the  closed  hospital  was  a  member  before  the  hospital  \ 
closed,  and  under  the  terms  of  that  Medicare  GME  affiliation  agreement,  the  applying  hospital  received  \ 
slots  frqm  the  hospital  that  closed,  and  the  applying  hospital  will  use  the  additional  slots  to  continue  to 
train  at  least  the  number  of  FTE  residents  it  had  trained  under  the  terms  of  the  Medicare  GME  affiliation 
agreement.  If  the  most  recent  Medicare  GME  affiliation  agreement  of  which  the  closed  hospital  was  a 
member  before  the  hospital  closed  was  with  a  hospital  that  itself  has  closed  or  is  closing,  preference 
•  would  be  given  to  an  applying  hospital  that  was  listed  as  a  participant  in  the  next  most  recent  Medicare 
GME  affiliation  agreement  (but  not  one  which  was  entered  into  more  than  5  years  prior  to  the  hospital's 
closure)  of  which  the  first  closed  hospital  was  a  member  before  the  hospital  closed,  and  that  applying 
hospital  received  slots  from  the  closed  hospital  under  the  terms  of  that  affiliation  agreement. 

Three:  The  applying  hospital  took  in  residents  displaced  by  the  closure  of  the  hospital,  but  is  not  assuming  The  day  after  the  graduation 
an  entire  program  or  programs,  and  will  use  the  additional  slots  to  continue  training  residents  in  the  date(s)  of  actual  displaced  resi- 

same  programs  as  the  displaced  residents,  even  after  those  displaced  residents  complete  their  training  dent(s). 

(that  is,  the  applying  hospital  is  permanently  expanding  its  own  existing  programs). 

Four:  The  program  does  not  meet  Ranking  Criteria  1,  2,  or  3,  and  the  applying  hospital  will  use  additional  The  later  of  when  hospital  can 
slots  to  establish  a  new  or  expand  an  existing  geriatrics  residency  program.  demonstrate  to  the  Medicare 

contractor  that  the  slots  associ¬ 
ated  with  a  new  program  or  pro¬ 
gram  expansion  are  actually 
I  filled,  and  therefore,  are  needed 
j  as  of  a  particular  date  (usually 
I  July  1,  possibly  retroactive),  or 
*  1  the  July  1  after  displaced  resi- 

j  dents  complete  their  training. 

Five:  The  program  does  not  meet  Ranking  Criteria  1  through  4,  the  applying  hospital  is  located  in  a  HPSA,  \ 
and  will  use  all  the  additional  slots  to  establish  or  expand  a  primary  care  or  general  surgery  residency 
program. 

Six:  The  program  does  not  meet  Ranking  Criteria  1  through  5,  and  the  applying  hospital  is  not  located  in  a 
HPSA.  and  will  use  all  the  additional  slots  to  establish  or  expand  a  primary  care  or  general  surgery  resi¬ 
dency  program. 

Seven:  The  applying  hospital  will  use  additional  slots  to  establish  or  expand  a  primary  care  or  general  sur¬ 
gery  program,  but  the  program  does  not  meet  Ranking  Criterion  5  or  6  because  the  hospital  is  also  sep¬ 
arately  applying  under  Ranking  Criterion  8  for  slots  to  establish  or  expand  a  nonprimary  care  or  non¬ 
general  surgery  program  and/or  for  cap  relief. 

Eight:  The  .program  does  not  meet  Ranking  Criteria  1  through  7,  and  the  applying  hospital  will  use  addi-  If  slots  are  for  starting  or  expanding 

tional  slots  to  establish  or  expand  a  nonprimary  care  or  a  non-general  surgery  program  or  for  cap  relief.  a  nonprimary  care  program,  the 

effective  date  is  same  as  that  for 
Ranking  Criteria  Four  through 
Seven.  If  slots  are  for  cap  relief, 
the  effective  date  is  the  effective 
*  date  of  CMS’  award  announce¬ 

ment,  or  the  July  1  after  dis- 
j  placed  residents  complete  their 

1  training,  whichever  is  later. 


53444 


Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


e.  Clarification  of  Relationship  Between 
Ranking  Criteria  One,  Two,  and  Three 

In  the  November  24.  2010  final  rule 
with  comment  period,  as  part  of  the 
response  to  a  comment  we  received 
requesting  that  the  order  of  Ranking 
Criterion  One  (regarding  an  applicant 
hospital  that  assumes  an  entire  program 
from  a  closed  hospital)  and  Ranking 
Criterion  Two  (regarding  an  applicant 
hospital  that  received  slots  under  the 
terms  of  a  Medicare  GME  affiliation 
agreement  from  a  closed  hospital)  be 
switched,  we  stated;  “Furthermore,  the 
commenter  need  not  be  concerned  that 
hospitals  that  would  fit  into  Ranking 
Criterion  Two  would  be  at  a 
disadvantage  and  deprived  of  their  fair 
share  of  slots  to  hospitals  that  would  fit 
under  Ranking  Criterion  One.  In  fact, 
Ranking  Criteria  One  and  Two  are  not 
competing  with  each  other,  and 
hospitals  fitting  into  each  category 
would  get  their  ‘fair’  share  of  slots.  For 
example,  assume  a  hospital  with  an  FTE 
resident  cap  of  100  closes.  Hospital  A 
assumes  the  entire  programs  in  which 
80  FTE  residents  were  training  when  the 
hospital  closed.  Hospital  B  had  been 
receiving  20  FTE  slots  from  the  closed 
hospital  under  the  terms  of  a  Medicare 
GME  affiliation  agreement.  Hospital  A 
applies  for  80  slots  under  Ranking 
Criterion  One  and,  all  other  things  being 
equal,  is  awarded  80  slots.  Hospital  A 
could  apply  for  more  than  80  slots,- but 
it  could  only  receive  consideration 
under  Ranking  Criterion  One  for  a 
maximum  of  80  slots.  Therefore,  20  slots 
would  remain  for  Hospital  B  to  apply 
for  and  receive  under  Ranking  Criterion 
Two.  Accordingly,  we  do  not  believe  it 
is  necessary  to  reorder  Ranking  Criteria 
One  and  Two”  (75  FR  72218). 

Prior  to  the  issuance  of  the  proposed 
rule,  we  had  been  made  aware  that  it 
may  not  always  be  true  that  Ranking 
Criteria  One,  Two,  and  even  Three  are 
not  competing  with  each  other.  For 
example,  m  the,  case  where  the  closed 
hospital  was  training  residents  in  excess 
of  its  FTE  resident  caps,  it  is  possible  for 
hospitals  to  apply  under  Ranking 
Criteria  One,  Two,  and/or  Three  for 
more  slots  than  are  available.  However, 
under  the  policy  expressed  in  the 
response  quoted  above  from  the 
November  24,  2010  final  rule  with 
comment  period,  because  a  hospital  that 
takes  over  an  entire  program  from  the 
closed  hospital  is  ranked  under  Ranking 
Criterion  One,  and  a  hospital  that 
received  slots  from  a  Medicare  GME 
affiliation  agreement  from  the  closed 
hospital  is  ranked  under  Ranking 
Criterion  Two,  all  the  slots  could  be 
assigned  to  the  hospital  under  Ranking 
Criterion  One,  leaving  no  slots  for 


hospitals  ranked  under  Ranking 
Criterion  Two  or  Three.  (We  note  that  in 
the  first  round  of  section  5506  awards 
associated  with  hospitals  that  closed 
between  March  23,  2008,  and  August  3, 
2010,  this  turned  out  not  to  be  a  concern 
because  even  in  the  case  where  a  closed 
hospital  was  training  residents  in  excess 
of  its  FTE  caps  at  the  time  of  closure, 
there  were  no  applicants  for  the  slots 
that  simultaneously  qualified  under 
Ranking  Criteria  One,  Two,  and/or 
Three).  For  example,  a  hospital  that 
closed  has  an  FTE  resident  cap  of  10, 
but  when  it  closed,  it  was  training  15 
FTEs  in  an  internal  medicine  program. 
Hospital  A  assumes  at  least  90  percent 
of  the  internal  medicine  program;  that 
is.  the  “entire”  program  (a  hospital  that 
takes  on  90  percent  of  the  residents 
training  in  a  particular  program  at  the 
closed  hospital  within  5  yems  prior  to 
the  hospital’s  closure  or  at  the  time  of 
the  hospital’s  closure  would  be  deemed 
to  have  assumed  an  “entire”  program 
(75  FR  72218)).  Ninety  percent  of  the 
internal  medicine  program  is  13.5  FTEs. 
Because  Hospital  A  took  over  the 
“entire”  internal  medicine  program,  it 
applies  for  slots  under  Ranking 
Criterion  One.  Hospital  B  applies  under 
Ranking  Criterion  Three  because  it 
assumes  the  other  10  percent  of  the 
program,  or  1.5  FTEs.  However,  because 
the  closed  hospital’s  FTE  resident  cap 
was  limited  to  10,  it  would  seem  that  all 
10  slots  would  be  assigned  to  Hospital 
A  under  Ranking  Criterion  One,  leaving 
no  slots  for  Hospital  B  under  Ranking 
Criterion  Three.  Conversely,  if  Ranking 
Criteria  One  and  Three  were  ranked  as 
equals,  the  10  slots  could  be  prorated  so 
that  both  Hospital  A  and  Hospital  B 
each  receive  a  “fair”  share. 

Another  example  might  be  one  in 
which  a  closed  hospital  that  was 
training  residents  in  excess  of  its  FTE 
resident  cap  of  10  “lent”  2  of  those  10 
cap  slots  to  Hospital  C  under  the  terms 
of  a  Medicare  GME  affiliation 
agreement.  Although  under  the  terms  of 
the  Medicare  GME  affiliation  agreement, 
the  hospital’s  FTE  resident  cap  was 
reduced  from  10  to  8,  the  hospital 
actually  trained  9  FTEs,  and  continued 
to  do  so  until  it  closed.  Hospital  D  then 
assumes  the  9  FTEs,  or  the  entirety  of 
the  program  that  remained  at  the  closed 
hospital  when  it  closed.  Again,  one 
policy  approach  would  be  to  rank  the 
ranking  criteria  in  descending  order, 
and  assign  all  10  slots  to  Hospital  D 
since  Hospital  D  qualifies  under 
Ranking  Criterion  One.  Alternatively, 
another  policy  approach  would  be  to 
treat  Ranking  Criteria  One  apd  Two  as 
equals,  and  then  a  prorata  share  of  the 


10  slots  could  be  given  each  to  Hospital 
C  and  Hospital  D. 

After  consideration  of  these  scenarios, 
we  stated  in  the  proposed  rule  that  we 
believe  that  in  the  case  where  the  closed 
hospital  was  training  residents  in  excess 
of  its  FTE  resident  caps,  prorating 
among  hospitals  that  qualify  under 
Ranking  Criteria  One,  Two,  and  Three  is 
not  warranted.  This  is  because  we 
believe  that  a  hospital  that  assumes  an 
entire  pfogram  from  the  closed  hospital 
should  be  ranked  highest,  as  it  has  taken 
the  boldest  step  to  ensuring  the 
continuity  of  the  closed  hospital’s 
program.  As  we  explained  first  in  the 
August  3,  2010  proposed  rule  (75  FR 
46423)  and  again  in  the  November  24, 
2010  final  rule  with  comment  period  (75 
FR  72218),  “We  note  that  we  are 
proposing  this  ranking  criterion 
regarding  affiliated  hospitals  as  second, 
after  the  first  ranking  criterion  regarding 
applying  hospitals  that  assume  an  entire 
program  or  programs  from  the  closed 
hospital  because,  even  though  section 
5506  of  the  Affordable  Care  Act  directs 
the  Secretary  to  give  preference  to 
members  of  the  same  affiliated  group, 
we  believe  that  a  hospital  that  assumes 
the  responsibility  for  an  entire  program 
or  programs  demonstrates  a 
commitment  to  maintain  the  programs 
to  an  even  greater  degree  than  does  a 
hospital  that  was  affiliated  with  the 
hospital  that  closed  and  may  only  be 
maintaining  a  portion  of  the  residency 
program  or  programs.”  Similarly,  we 
believe  that  because  section  5506  of  the 
Affordable  Care  Act  does  give 
preference  to  members  of  the  same 
affiliated  group  as  the  closed  hospital, 
hospitals  qualifying  for  Ranking 
Criterion  Two  should  receive  slots  first 
before  hospitals  qualifying  for  slots 
under  Ranking  Criterion  Three.  While 
we  would  encourage  a  hospital  to 
.  assume  a  part  of  a  closed  hospital’s 
program  if  it  does  not  have  the  capacity 
to  assume  the  entire  program,  such  a 
hospital  would  be  ranked  under 
Ranking  Criterion  Three,  still  receiving 
preference  before  all  hospitals  that  did 
not  necessarily  have  any  relationship 
with  the  closed  hospital  and  that  qualify 
under  Ranking  Criteria  Four  and  below. 
As  we  stated  in  the  November  24,  2010 
final  rule  with  comment  period  (75  FR 
72226),  “we  would  still  assign  the  slots 
to  hospitals  qualifying  under  Ranking 
Criteria  One,  Two,  and  Three  in 
descending  order.”  Therefore,  in  the 
instance  where  a  closed  hospital  is 
training  residents  in  excess  of  its  FTE 
resident  caps  when  it  closes,  we  are 
clarifying  that  we  would  not  prorate  a 
closed  hospital’s  FTE  resident  caps 
among  applicant  hospitals  that  qualify 
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under  Ranking  Criteria  One,  Two,  and 
Three. 

We  did  not  receive  any  public 
comments  on  this  clarification  regarding 
the  relationship  between  Ranking 
Criteria  One,  Two,  and  Three. 

Therefore,  we  are  finalizing  the 
clarification. 

f.  Modifications  to  the  Section  5506 
CMS  Evaluation  Form 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27989),  we 
proposed  to  make  numerous  changes  to 
the  Section  5506  CMS  Evalnation  Form. 
Most  of  the  changes  were  not 
substantive,  but  were  intended  to  clarify 
the  requirements  on  the  form,  and 
therefore,  we  did  not  list  them  each 
individually.  In  the  proposed  rule,  we 
indicated  that  there  were  several 
proposed  changes  that  were  more 
substantive,  and  we  enumerated  those. 
First,  we  proposed  to  change  the  name 
of  the  CMS  Evaluation  Form  to  the  CMS 
Application  Form.  We  believe  this  is  a 
more  appropriate  name,  as  it  is  the  form 
used  by  hospitals  to  apply  for  slots 
under  section  5506.  Second,  we 
identified  several  instances  on  the 
proposed  CMS  Application  Form  where 
we  proposed  to  prompt  the  applicant  to 
specify  whether  the  application  is  for  a 
particular  program,  or  for  general  cap 
relief,  or  for  slots  associated  with  a 
Medicare  GME  affiliation  agreement 
with  the  closed  hospital  (which  we  did 
not  do  on  the  preceding  form).  Third, 
we  proposed  to  clarify  the  titles  of  the 
Demonstrated  Likelihood  Criteria  (DLC). 
Specifically,  the  proposed  title  for 
Demonstrated  Likelihood  Criterion  1  is 
“Establishing  a  New  Residency 
Program”,  the  proposed  title  for 
Demonstrated  Likelihood  Criterion  2  is 
“Taking  Over  All  or  Part  of  an  Existing 
Residency  Program  from  the  Closed 
Hospital,  or  Expanding  an  Existing 
Residency  Program,”  the  proposed  title 
for  Demonstrated  Likelihood  Criterion  3 
is  “Receiving  Slots  for  General  Cap 
Relief,”  and  the  proposed  title  for 
Demonstrated  Likelihood  Criterion  4  is 
“Receiving  Slots  by  Virtue  of  Medicare 
GME  Affiliated  Group  Agreement  with 
Closed  Hospital.”  Fourth,  we  proposed 
to  add  a  category  under  Demonstrated 
Likelihood  Criterion  2  stating  that  if  the 
hospital  currently  has  unfilled  positions 
in  a  residency  program  that  have 
previonsly  been  approved  by  the 
ACGME,  AOA,  or  the  ABMS,  and  the 
hospital  is  now  seeking  to  fill  those 
positions,  the  hospital  must  attach 
documentation  clearly  showing  its 
current  number  of  approved  positions, 
and  its  current  number  of  filled 
positions  (as  proof  of  the  unfilled 
positions).  Fifth,  we  proposed  to  change 


the  wording  in  Ranking  Criteria  Four, 
Five,  and  Six,  respectively,  from  “The 
applying  hospital  does  not  meet 
Ranking  Criteria  1,  2,  or  3”  to  “The 
program  does  not  meet  Ranking 
Criterion  1,  2,  or  3”  because  the  latter 
is  more  accurate.  That  is,  it  is  possible 
for  a  hospital  to  qualify  under  Ranking 
Criterion  1,  2,  or  3  for  a  particular 
program,  and  also  to  apply  for  slots 
separately  under  Ranking  Criterion  4,  5, 
or  6  for  a  different  program.  Sixth,  we 
proposed  to  add  a  new  Ranking 
Criterion  7:  The  program  does  not  meet 
Ranking  Criteria  1  through  6,  and  the 
slots  for  which  the  hospital  is  applying 
are  for  a  primary  care  or  a  general 
surgery  program,  but  the  hospital  is  also 
applying  for  slots  under  Ranking 
Criterion  Eight.  We  also  proposed  to 
renumber  what  had  been  the  previous 
Ranking  Criterion  Seven  to  be  the 
proposed  Ranking  Criterion  Eight. 

Lastly,  in  the  proposed  rule,  we 
included  the  proposed  revised  CMS 
Section  5506  Application  Form: 

Comment:  One  commenter  supported 
the  proposed  changes  to  the  CMS 
Evaluation  Form  and  believed  that  its 
use  will  improve  the  application  and 
review  process  for  section  5506  awards. 

Response:  We  appreciate  the 
commenter’s  support,  and  we  are 
finalizing  our  proposed  changes  with 
some  modifications.  In  response  to 
public  comments  on  Ranking  Criteria 
One  and  Three,  we  are  making 
additional  changes  to  the  CMS 
Evaluation  Form  (finalized  as  the  CMS 
Application  Form)  under  Ranking 
Criteria  One  and  Three  where  hospitals 
applying  under  those  Ranking  Criteria 
must  list  the  names  and  graduation 
dates  of  specific  displaced  residents 
whom,  upon  their  graduation,  the 
hospital  seamlessly  replaces  (or  intends 
to  seamlessly  replace)  with  new 
residents. 

Following  is  the  finalized  revised 
CMS  Section  5506  Application  Form: 

CMS  Application  Form 

As  Part  of  the  Application  for  the 
Increase  in  a  Hospital’s  FTE  Cap(s) 
under  Section  5506  of  the  Affordable 
Care  Act:  Preservation  of  FTE  Cap  Slots 
from  Teaching  Hospitals  that  Close 

Directions:  Please  fill  out  the 
information  below  for  each  residency 
program  for  which  the  applicant 
hospital  intends  to  use  the  increase  in 
its  FTE  cap(s).  If  the  hospital  is 
applying  for  general  FTE  cap  relief  (an 
increase  in  the  hospital’s  FTE  cap(s)  in 
recognition  of  already  training 
residents  in  excess  of  the  hospital’s 
cap(s)),  that  application  must  be 
sulamitted  separately  from  an 


individual  program  request.  If  the 
hospital  is  applying  for  slots  associated 
with  a  Medicare  GME  affiliation 
agreement  with  a  hospital  that  closed, 
that  application  must  also  be  submitted 
separately  from  an  individual  program 
request. 

NAME  OF  HOSPITAL; 

MEDICARE  PROVIDER  NUMBER 
(CCN): 

NAME  OF  MEDICARE  CONTRACTOR: 

CORE-BASED  STATISTICAL  AREA 
(CBSA  in  which  the  hospital  is 
physically  located — write  the  5  digit 
code  here): 

COUNTY  NAME  (in  which  the  hospital 
is  physically  located): 

Complete  the  following,  as 
applicable: 

1.  Name  Of  Specialty  Training 
Program: 

2.  General  FTE  Cap  Relief: 

3.  Medicare  GME  Affiliated  Group: 


(Check  one): 

□  Allopathic  Program 

□  Osteopathic  Program 

NUMBER  OF  FTE  SLOTS  REQUESTED 
FOR  SPECIFIC  PROGRAM  (OR 
HOSPITAL  OVERALL  IF  SEEKING 
GENERAL  CAP  RELIEF  OR  SLOTS 
ASSOCIATED  WITH  A  MEDICARE 
GME  AFFILIATED  GROUP)  AT  YOUR 
HOSPITAL: 

Direct  GME:  IME: 

Section  A:  Demonstrated  Likelihood 
Criteria  (DLC)  of  Filling  the  FTE 
Slots 

The  applicant  hospital  must  provide 
documentation  to  demonstrate  the 
likelihood  of  filling  requested  slots 
under  section  5506  within  the  3 
academic  years  immediately  following 
the  application  deadline  to  receive  slots 
after  a  particular  hospital  closes.  Please 
indicate  the  specific  use  for  which  you 
are  requesting  an  increase  in  your 
hospital’s  FTE  cap(s).  If  you  are 
requesting  an  increase  in  the  hospital’s 
FTE  cap(s)  for  a  combination  of  DLCl, 
DLC2,  or  DLC3,  you  must  complete  a 
separate  CMS  Application  Form  for 
each  DLC  and  specify  the  distinct 
criterion  from  the  list  below  within  each 
Form. 
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Demonstrated  Likelihood  Criterion  1: 
Establishing  a  New  Residency  Program 

The  hospital  does  not  have  sufficient 
room  under  its  direct  GME  FTE  cap  or 
IME  FTE  cap,  or  both,  and  will  establish 
a  new  residency  program  in  the 
specialty.  (The  hospital  must  check  at 
least  one  of  the  following.) 

□  Application  for  approval  of  tlie 
new  residency  program  has  been 
submitted  to  the  ACGME,  AOA  or  the 
ABMS  (The  hospital  must  attach  a 
copy.) 

□  The  hospital  has  submitted  an 
institutional  review  document  or 
program  information  form  concerning 
the  new  program  in  an  application  for 
approval  of  the  new  program.  (The 
hospital  must  attach  a  copy.) 

□  The  hospital  has  received  written 
correspondence  from  the  ACGME,  AOA 
or  ABMS  acknowledging  receipt  of  the 
application  for  the  new  program,  or 
other  types  of  communication  from  the 
accrediting  bodies  concerning  the  new 
program  approval  process  (such  as 
notification  of  site  visit).  (The  hospital 
must  attach  a  copvO 

□  The  hospital  has  other 
documentation  demonstrating  that  it  has 
made  a  commitment  to  start  a  new 
program  (The  hospital  must  attach  a 
copy.). 

Demonstrated  Likelihood  Criterion  2: 
Taking  0\'er  All  or  Part  of  an  Existing 
Residency  Program  from  the  Closed 
Hospital,  or  Expanding  an  Existing 
Residency  Program 

The  hospital  does  not  have  sufficient 
room  under  its  direct  GME  FTE  cap  or 
IME  FTE  cap,  or  both,  and  a)  has 
permanently  taken  over  the  closed 
hospital’s  entire  residency  program,  or 
b)  is  permanently  expanding  its  own 
previously  established  and  approved 
residency  program  resulting  from  taking 
over  part  of  a  residency  program  from 
the  closed  hospital,  or  c)  is  permanently 
expanding  its  own  existing  residency 
program.  (The  hospital  must  check  at 
least  one  of  the  following.) 

Hospitals  applying  for  slots  under 
option  a)  which  correlates  to  Ranking 
Criterion  1  or  b)  which  correlates  to 
Ranking  Criterion  3  must  list  the  names 
and  graduation  dates  of  specihc 
displaced  residents  who.  upon  their 
graduation,  have  been  or  will  be 
seamlessly  replaced  by  new  residents. 
This  list  may  be  added  as  an 
attachment  to  this  application. 

□  Application  for  approval  to  take 
over  the  closed  hospital’s  residency 
program  has  been  submitted  to  the 
ACGME,  AOA,  or  the  ABMS,  or 
approval  has  been  received  from  the 
ACGME.  AOA.  or  the  ABMS.  (The 
hospital  must  attach  a  copy.) 


□  Application  for  approval  of  an 
expansion  of  the  number  of  approved 
positions  in  its  residency  program 
resulting  from  taking  over  part  of  a 
residency  program  from  the  closed 
hospital  has  been  submitted  to  the 
AGGME,  AOA  or  the  ABMS,  or  approval 
has  been  received  from  the  ACGME, 
AOA,  or  the  ABMS.  (The  hospital  must 
attach  a  copy.) 

□  Application  for  approval  of  an 
expansion  of  the  number  of  approved 
positions  in  its  residency  program  has 
been  submitted  to  the  ACGME,  AOA  or 
the  ABMS,  or  approval  has  been 
received  from  the  ACGME,  AOA,  or  the 
ABMS.  (The  hospital  must  attach  a 
copy.) 

□  The  hospital  currently  has  unfilled 
positions  in  its  residency  program  that 
have  previously  been  approved  by  the 
ACGME,  AOA,  or  the  ABMS,  and  is 
now  seeking  to  fill  those  positions.  (The 
hospital  must  attach  documentation 
clearly  showing  its  current  number  of 
approved  positions,  and  its  current 
number  of  filled  positions). 

□  The  hospital  has  submitted  an 
institutional  review  document  or 
program  information  form  concerning 
the  program  in  an  application  for 
approval  of  an  expansion  to  the  program 
(The  hospital  must  attach  a  copy). 

Demonstrated  Likelihood  Criterion  3: 
Receiving  Slots  for  General  Cap  Relief 

□  The  hospital  does  not  have 
sufficient  room  under  its  direct  GME 
FTE  cap  or  IME  cap,  or  both,  and  is 
seeking, an  increase  in  its  FTE  cap(s)  for 
general  cap  relief  for  residents  that  it  is 
already  training. 

Demonstrated  Likelihood  Criterion  4: 
Receiving  Slots  by  Virtue  of  Medicare 
GME  Affiliated  Group  Agreement  with 
Closed  Hospital 

□  The  hospital  was  listed  as  a 
participant  of  a  Medicare  GME  affiliated 
group  on  the  most  recent  Medicare  GME 
affiliation  agreement  of  which  the 
closed  hospital  was  a  member  before  the 
hospital  closed,  and  under  the  terms  of 
that  Medicare  GME  affiliation 
agreement,  the  applying  hospital 
received  slots  from  the  hospital  that 
closed,  and  the  applying  hospital  will 
use  the  additional  slots  to  continue  to 
train  at  least  the  number  of  FTE 
residents  it  had  trained  under  the  terms 
of  the  Medicare  GME  affiliation 
agreement.  If  the  most  recent  Medicare 
GME  affiliation  agreement  of  which  the 
closed  hospital  was  a  member  before  the 
hospital  closed  was  with  a  hospital  that 
itself  has  closed  or  is  closing,  the 
applying  hospital  was  listed  as  a 
participant  in  the  next  most  recent 
Medicare  GME  affiliation  agreement 


(but  not  one  which  was  entered  into 
more  than  5  years  prior  to  the  hospital’s 
closure)  of  which  the  first  closed 
hospital  was  a  member  before  the 
hospital  closed,  and  that  applying 
hospital  received  slots  from  the  closed 
hospital  under  the  terms  of  that 
affiliation  agreement.  (Copies  of  EACH 
of  the  following  must  be  attached.) 

■  Copies  of  the  recent  Medicare 
GME  affiliation  agreement  of  which  the 
applying  hospital  and  the  closed 
hospital  were  a  member  of  before  the 
hospital  closed. 

■  Copies  of  the  most  recent 
accreditation  letters  for  all  of  the 
hospital’s  training  programs  in  which 
the  hospital  had  a  shared  rotational 
arrangement  (as  defined  at  §  413.75(b)) 
with  the  closed  hospital. 

Section  B.  Level  Priority  Category 

(Place  an  “X”  in  the  appropriate  hox 
that  is  applicable  to  the  level  priority 
category  that  describes  the  applicant 
hospital.) 

□  First,  to  hospitals  located  in  the 
same  core-based  statistical  area  (CBSA) 
as,  or  in  a  CBSA  contiguous  to,  the 
hospital  that  closed. 

□  Second,  to  hospitals  located  in  the 
same  State  as  the  closed  hospital. 

□  Third,  to  hospitals  located  in  the 
same  region  as  the  hospital  that  closed. 

□  Fourth,  if  the  slots  have  not  yet 
been  fully  distributed,  to  qualifying 
hospitals  in  accordance  with  the  criteria 
established  under  section  5503, 
“Distribution  of  Additional  Residency 
Positions’’ 

Section  C.  Ranking  Criteria 

(Place  an  “X”  in  the  box  for  each 
criterion  that  is  appropriate  for  the 
applicant  hospital  and  for  the  program 
for  which  the  increase  in  the  FTE  cap 
is  requested.) 

□  Ranking  Criterion  One.  The 
applying  hospital  is  requesting  the 
increase  in  its  FTE  resident  cap(s) 
because  it  is  assuming  (or  assumed)  an 
entire  program  (or  programs)  from  the 
hospital  that  closed,  and  the  applying 
hospital  is  continuing  to  operate  the 
program  (s)  exactly  as  it  had  been 
operated  by  the  hospital  that  closed 
(that  is,  same  residents,  possibly  the 
same  program  director,  and  possibly  the 
same  (or  many  of  the  same)  teaching 
staff). 

□  Ranking  Criterion  Two.  The 
applying  hospital  was  listed  as  a 
participant  of  a  Medicare  GME  affiliated 
group  on  the  most  recent  Medicare  GME 
affiliation  agreement  of  which  the 
closed  hospital  was  a  member  before  the 
hospital  closed,  and  under  the  terms  of 
that  Medicare  GME  affiliation 
agreement,  the  applying  hospital 
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received  slots  from  the  hospital  that 
closed,  and  the  applying  hospital  will 
use  the  additional  slots  to  continue  to 
train  at  least  the  number  ofFTE 
residents  it  had  trained  under  the  terms 
of  the  Medicare  GME  affiliation 
agreement.  If  the  most  recent  Medicare 
GME  affiliation  agreement  of  which  the 
closed  hospital  was  a  member  before  the 
hospital  closed  was  with  a  hospital  that 
itself  has  closed  or  is  closing,  preference 
would  be  given  to  an  applying  hospital 
that  was  listed  as  a  participant  in  the 
next  most  recent  Medicare  GME 
affiliation  agreement  (but  not  one  which 
was  entered  into  more  than  5  years  prior 
to  the  hospital’s  closure)  of  which  the 
first  closed  hospital  was  a  member 
before  the  hospital  closed,  and  that 
applying  hospital  received  slots  from 
the  closed  hospital  under  the  terms  of 
that  affiliation  agreement. 

□  Ranking  Criterion  Three.  The 
applying  hospital  took  in  residents 
displaced  by  the  closure  of  the  hospital, 
but  is  not  assuming  an  entire  program 
or  programs,  and  will  use  the  additional 
slots  to  continue  training  residents  in 
the  same  programs  as  the  displaced 
residents,  even  after  those  displaced 
residents  complete  their  training  (that 
is,  the  applying  hospital  is  permanently 
expanding  its  own  existing  programs). 

□  Ranking  Criterion  Four.  The 
program  does  not  meet  Ranking  Criteria 
1,  2,  or  3,  and  the  applying  hospital  will 
use  additional  slots  to  establish  a  new 
or  expand  an  existing  geriatrics 
residency  program. 

□  Ranking  Criterion  Five:  The 
program  does  not  meet  Ranking  Criteria 
1  through  4,  the  applying  hospital  is 
located  in  a  HPSA,  and  will  use  all  the 
additional  slots  to  establish  or  expand 
a  primary  care  or  general  surgery 
residency  program. 

□  Ranking  Criterion  Six:  The 
program  does  not  meet  Ranking  Criteria 
1  through  5,  and  the  applying  hospital 
is  not  located  in  a  HPSA,  and  will  use 
all  the  additional  slots  to  establish  or 
expand  a  primary  care  or  general 
surgery  residency  program. 

□  Ranking  Criterion  Seven:  The 
applying  hospital  will  use  additional 
slots  to  establish  or  expand  a  primary 
care  or  general  surgery  program,  but  the 
program  does  not  rrieet  Ranking 
Criterion  5  or  6  because  the  hospital  is 
also  separately  applying  under  Ranking 
Criterion  8  for  slots  to  establish  or 
expand  a  nonprimary  care  or  non¬ 
general  surgery  program  and/or  for  cap 
relief. 

□  Ranking  Criterion  Eight:  The 
program  does  not  meet  Ranking  Criteria 
1  through  7,  and  the  applying  hospital 
will  use  additional  slots  to  establish  or 
expand  a  nonprimary  care  or  a  non¬ 


general  surgery  program  or  for  cap 
relief. 

Application  Process  and  CMS 
Central  Office  and  Regional  Office 
Mailing  Addresses  for  Receiving 
Increases  in  FTE  Resident  Caps 

In  order  for  hospitals  to  be  considered 
for  increases  in  their  FTE  resident  caps, 
each  qualifying  hospital  must  submit  a 
timely  application.  The  following 
information  must  be  submitted  on 
applications  to  receive  an  increase  in 
FTE  resident  caps: 

■  The  name  and  Medicare  provider 
number,  and  Medicare  contractor  (to 
which  the  hospital  submits  its  cost 
report)  of  the  hospital. 

■  The  total  number  of  requested  FTE 
resident  slots  for  direct  GME  or  IME.  or 
both. 

■  A  completed  copy  of  the  CMS 
Application  Form  for  each  residency 
program  for  which  the  hospital  intends 
to  use  the  requested  increase  in  FTE 
residents. 

■  Source  documentation  to  support 
the  assertions  made  by  the  hospital  on 
the  CMS  Application  Form. 

■  FTE  resident  counts  for  direct  GME 
and  IME  and  FTE  resident  caps  for 
direct  GME  and  IME  reported  by  the 
hospital  in  the  most  recent  as-filed  cost 
report.  (If  the  CMS  Form  2552-96  is 
applicable,  include  copies  of 
Worksheets  E,  Part  A,  E-3,  Part  IV,  and 
if  a  hospital  received  an  increase  to  its 
FTE  cap(s)  under  section  422  of  the 
MMA,  a  copy  of  E-3,  Part  VI.  If  the  CMS 
Form  2552-10  is  applicable,  include 
copies  of  Worksheets  E,  Part  A,  and  E- 
4). 

■  An  attestation,  signed  and  dated  by 
an  officer  or  administrator  of  the 
hospital  who  signs  the  hospital’s 
Medicare  cost  report,  of  the  following 
information: 

“I  hereby  certify  that  I  understand 
that  misrepresentation  or  falsification  of 
any  information  contained  in  this 
application  may  be  punishable  by 
criminal,  civil,  and  administrative 
action,  fine  and/or  imprisonment  under 
federal  law.  Furthermore,  I  understand 
that  if  services  identified  in  this 
application  were  provided  or  procured 
through  payment  directly  or  indirectly 
of  a  kickback  or  were  otherwise  illegal, 
criminal,  civil,  and  administrative 
action,  fines  and/or  imprisonment  may 
result.  I  also  certify  that,  to  the  best  of 
my  knowledge  and  belief,  it  is  a  true, 
correct,  and  complete  application 
prepared  from  the  books  and  records  of 
the  hospital  in  accordance  with 
applicable  instructions,  except  as  noted. 
I  further  certify  that  I  am  familiar  with 
the  laws  and  regulations  regarding 


Medicare  payment  to  hospitals  for  the 
training  of  interns  and  residents.” 

5.  Notice  of  Closure  of  Teaching 
Hospitals  and  Opportunity  To  Apply  for 
Available  Slots 

a.  Background 

Section  5506  of  the  Affordable  Care 
Act  authorizes  the  Secretary  to 
redistribute  residency  cap  slots  after  a 
hospital  that  trained  residents  in  an 
approved  medical  residency  program(s) 
closes.  Specifically,  section  5506 
amended  the  Act  by  adding  a  subsection 
(vi)  to  section  1886(h)(4)(H)  and 
modifying  the  language  at  section 
1886(d)(5)(B)(v)  to  instruct  the  Secretary 
to  establish  a  process  to  increase  the 
FTE  resident  caps  for  other  hospitals 
based  upon  the  FTE  resident  caps  in 
teaching  hospitals  that  closed  “on  or 
after  a' date  that  is  2  years  before  the 
date  of  enactment”  (that  is  March  23, 
2008).  In  the  CY  2011  OPPS/ASC  final 
rule  with  comment  period  issued  on 
No\  ember  24,  2010  (75  FR  72212),  we 
established  regulations  and  an 
application  process  for  qualifying 
hospitals  to  apply  to  CMS  to  receive 
direct  GME  and  IME  FTE  resident  cap 
slots  from  a  hospital  that  closed.  The 
procedures  we  established  apply  both  to 
teaching  hospitals  that  closed  after 
March  23,  2008,  and  on  or  before 
August  3,  2010,  and  to  teaching 
hospitals  that  closed  after  August  3, 

2010.  For  teaching  hospitals  that  closed 
on  or  after  March  23,  2008,  and  on  or 
before  August  3,  2010,  we  established 
an  application  deadline  of  April  1,  2011, 
for  a  hospital  to  request  cap  slots  from 

a  closed  hospital(s).  We  also  stated  in 
the  CY  2011  OPPS/ASC  final  rule  with 
comment  period  (75  FR  72215)  that 
hospitals  that  close  at  any  point  after 
August  3,  2010,  will  fall  into  additional 
categories  of  applications,  for  which  we 
would  provide  a  separate  notice  with  a 
future  application  deadline. 

b.  Notice  of  Closure  of  Teaching 
Hospitals 

We  have  learned  of  the  closure  of 
several  teaching  hospitals  that  occurred 
after  August  3,  2010.  This  notice  serves 
to  notify  the  public  of  the  closure  of 
teaching  hospitals,  and  to  initiate 
another  round  of  the  section  5506 
application  and  selection  process.  (We 
note  that  the  first  round  applied  to 
closed  teaching  hospitals  listed  at  76  FR 
13294  (March  11,  2011),  with  an 
application  deadline  of  April  1,  2011; 
and  the  second  round  applied  to  one 
closed  teaching  hospital  as  discussed  at 
76  FR  55917  (September  9,  2011),  with 
an  application  deadline  of  December  1, 

2011. )  The  following  closed  teaching 
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hospitals  are  part  of  a  new  application 
process  under  section  5506: 


Provider 

No. 

Provider  name 

— 

City  and  state 

CBSA  Code 

Terminating  date 

IME  cap  (in¬ 
cluding  ±  MMA 
Sec.  422  ’  and 
ACA  Sec. 

.  55032 

adjustments) 

_ _ 

Direct  GME  cap  (in¬ 
cluding  ±  MMA  Sec. 
422  ’  and  ACA  Sec. 
55032  adjustments) 

120010  .!.... 

Hawaii  Medical  Cen¬ 
ter  East. 

Honolulu,  HI . 

26180 

January  5,  2012  . 

15.73 

16.12 

140301  . 

Oak  Forest  Hospital 

Oak  Forest,  IL  . 

16974 

August  31 ,  201 1  . 

0 

4.40  -  section  422 
decrease  2.37  = 
2.033 

360101  . 

Huron  Hospital . 

East  Cleveland,  OH  .. 

17460 

_ 

October  3,  201 1  . 

50.06 

50.85  +.17  section 

422  increase  - 
.10  section  422  re¬ 
duction  =  50.92^ 

’Section  422  of  the  Medicare  Prescription  Drug,  Improvement,  and  Modernization  Act  of  2003  (MMA),  Public  Law  108-173,  redistributed  un¬ 
used  residency  slots  effective  July  1 ,  2005. 

2  Section  5503  of  the  Affordable  Care  Act  (ACA),  Public  Law  111-148,  redistributed  unused  residency  slots  effective  July  1,  2011. 

3 Oak  Forest  Hospital’s  1996  direct  GME  FTE  cap  is  4.40.  Under  section  422  of  the  MMA,  the  hospital  received  a  decrease  of  2.37  to  its  direct 
GME  FTE  cap:  4.40  -  2.37  =  2.03. 

■*  Huron  Hospital's  1996  direct  GME  FTE  cap  is  50.85.  Under  section  422  of  the  MMA,  the  hospital  received  an  increase  of  0.17  to  its  direct 
GME  FTE  cap  and  a  decrease  of  0.10  to  its  direct  GME  FTE  cap:  50.85  +  0.17  -  0.10  =  50.92. 


c.  Application  Process  for  Available 
Resident  Slots 

Under  section  IV.I.4.  of  the  preamble 
of  this  final  rule,  in  response  to 
comments,  we  are  finalizing  a  policy 
that  provides  an  application  period  of 
90  days  following  notification  to  the 
public  of  a  hospital  closure.  Therefore, 
hospitals  wishing  to  apply  for  and 
receive  slots  from  the  above  hospitals’ 
FTE  resident  caps  must  submit 
applications  directly  to  the  CMS  Central 
Office  no  later  than  October  29,  2012. 
Unlike  in  the  first  2  rounds  of  section 
5506,  under  this  round,  hospitals  need 
not  submit  applications  to  their 
respective  CMS  Regional  Office.  The 
mailing  address  for  the  CMS  Central 
Office  is  included  on  the  application 
form.  Applications  must  be  received, 
not  postmarked,  by  the  October  29,  2012 
deadline  date. 

In  the  CY  2011  OPPS/ASC  final  rule 
with  comment  period,  we  did  not 
establish  a  deadline  by  when  CMS 
would  issue  the  final  determinations  to 
hospitals  that  receive  slots  under 
section  5506  of  the  Affordable  Care  Act. 
However,  we  will  review  all 
applications  received  by  the  October  29, 
2012  deadline  and  notify  applicants  of 
our  determinations  as  soon  as  possible. 

VVe  refer  readers  to  the  CMS  Web  site 
at:  http://i\'ww.cins.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcutelnpatientPPS/dgme.html  to 
download  a  copy  of  the  application 
form  (CMS  Section  5506  Application 
Form)  that  hospitals  are  to  use  to  apply 
for  slots  under  section  5506.  VVe  also 
refer  readers  to  this  same  Web  site  to 
access  a  copy  of  the  CY  2011  OPPS/ASC 
final  rule  with  comment  period  and  a 


list  of  additional  section  5506 
guidelines  for  an  explanation  of  the 
policy  and  procedures  for  applying  for 
slots,  and  the  redistribution  of  the  slots 
under  sections  1886{h){4)(H)(vi)  and 
1886(d)(5)(B)(v)  of  the  Act.  We  note  that 
in  section  IV.I.4.  of  the  preamble  of  this 
final  rule,  we  are  finalizing  additional 
policies  regarding  the  section  5506 
application  process  and  an  updated  and 
revised  CMS  Section  5506  Application 
Form  as  well. 

/.  Changes  to  the  Reporting 
Requirements  for  Pension  Costs  for 
Medicare  Cost-Finding  Purposes 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51693  through  51697),  we 
finalized  our  policy  for  reporting  costs 
of  qualified  defined  benefit  pension 
plans  for  Medicare  cost-finding 
purposes.  Specifically,  beginning  with 
cost  reporting  periods  on  or  after 
October  1,  2011,  a  provider’s  pension 
cost  for  cost-finding  purposes  equals  the 
cash  basis  contribution  deposits  plus 
any  carry  forward  contributions,  subject 
to  a  limitation.  Providers  with  current 
contributions  and  carry  forward 
contributions  in  excess  of  the  limit. may 
request  approval  of  excess 
contributions,  which  will  be  reviewed 
on  a  case-by-case  basis.  Some  or  all  of 
the  excess  contributions  will  be 
approved,  as  applicable,  if  it  is 
determined  that  all  or  a  portion  of  the 
excess  contribution(s)  are  reasonable 
and  necessary.  To  the  extent  that 
approval  is  granted,  that  portion  of  the 
excess  is  allowable  as  current  period 
pension  costs.  We  refer  readers  to  the 
FY  2012  IPPS/LTCH  PPS  final  rule  for 
full  details  on  this  policy. 


In  addition  to  finalizing  this  new 
policy  in  the  FY  2012  IPPS/LTCH  PPS 
final  rule,  we  stated  that  we  intended  to 
make  future  amendments  to  conform 
existing  regulations  to  this  final  policy 
(76  FR  51693).  The  existing  regulations 
at  42  CFR  413.24  and  413.100  specify 
that  pension  costs  of  qualified  defined 
benefit  plans  are  reported  on  an  accrual 
basis  of  accounting  method.  Sections 
413.24  and  413.100  provide  that 
revenue  is  reported  in  the  period  in 
which  it  is  earned,  regardless  of  when 
it  is  collected  and  expenses  are  reported 
in  the  period  in  which  they  are 
incurred,  regardless  of  when  it  is  paid. 
For  Medicare  payment  purposes,  the 
costs  are  generally  allowable  in  the  year 
in  which  the  costs  are  accrued  and 
claimed,  subject  to  specific  exceptions. 
Furthermore,  for  accrued  costs  to  be 
recognized  for  Medicare  payment  in  the 
year  of  the  accrual,  the  requirements 
must  be  met  with  respect  to  the 
liquidation  of  related  liabilities. 
Therefore,  to  conform  these  two  existing 
regulations  to  the  final  policy  we 
adopted  in  the  FY  2012  IPPS/LTCH  PPS 
final  rule  with  regard  to  pension  costs 
for  Medicare  cost- finding  purposes,  in 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  (77  FR  27991),  we  proposed  to 
amend  the  general  cost  reporting  rules 
under  §§413.24  and  413.100  to  note  the 
exception  for  recognizing  actual  pension 
contributions  funded  during  the  cost 
reporting  period  on  a  cash  basis.  We 
also  indicated  that  we  plan  to  revise 
section  2305.2  of  the  Provider 
Reimbursement  Manual  to  reflect  this 
policy  change. 

We  did  not  receive  any  public 
comments  on  our  proposal.  We  are 
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finalizing  our  proposed  amendments  to 
the  general  cost  reporting  rules  under 
§§413.24  and  413.100,  without 
modification,  to  note  the  exception  for 
recognizing  actual  pension 
contributions  funded  during  the  cost 
reporting  period  on  a  cash  basis. 

K.  Rural  Community  Hospital 
Demonstration  Program 

1.  Background 

Section  410A(a)  of  Public  Law  108- 
173  required  the  Secretary  to  establish 
a  demonstration  program  to  test  the 
feasibility  and  advisability  of 
establishing  “rural  coipmunity 
hospitals”  to  furnish  covered  inpatient 
hospital  services  to  Medicare 
beneficiaries.  The  demonstration  pays 
rural  community  hospitals  under  a 
reasonable  cost-based  methodology  for 
Medicare  payment  purposes  for  covered 
inpatient  hospital  services  furnished  to 
Medicare  beneficiaries.  A  rural 
community  hospital,  as  defined  in 
section  410A(f)(l),  is  a  hospital  that — 

•  Is  located  in  a  rural  area  (as  defined 
in  section  1886(d)(2)(D)  of  the  Act)  or  is 
treated  as  being  located  in  a  rural  area 
under  section  1886(d)(8)(E)  of  the  Act; 

•  Has  fewer  than  51  beds  (excluding 
beds  in  a  distinct  part  psychiatric  or 
rehabilitation  unit)  as  reported  in  its 
most  recent  cost  report: 

•  Provides  24-hour  emergency  care 
services;  and 

•  Is  not  designated  or  eligible  for 
designation  as  a  CAH  under  section 
1820  of  the  Act. 

Section  410A(a)(4)  of  Public  Law  108- 
173  specified  that  the  Secretary  was  to 
select  for  participation  no  more  than  15 
rural  community  hospitals  in  rural  areas 
of  States  that  the  Secretary  identified  as 
having  lovv  population  densities.  Using 
2002  data  from  the  U.S.  Census  Bureau, 
we  identified  the  10  States  with  the 
lowest  population  density  in  which 
rural  community  hospitals  were  to  be 
located  in  order  to  participate  in  the 
demonstration:  Alaska,  Idaho,  Montana, 
Nebraska,.  Nevada,  New  Mexico,  North 
Dakota,  South  Dakota,  Utah,  and 
Wyoming.  (Source:  U.S.  Census  Bureau, 
Statistical  Abstract  of  the  United  States: 
2003). 

CMS  originally  solicited  applicants 
for  the  demonstration  in  May  2004;  13 
hospitals  began  participation  with  cost 
report  years  beginning  on  or  after 
October  1,  2004.  In  2005,  4  of  these  13 
hospitals  withdrew  from  the  program 
and  converted  to  CAH  status.  This  left 
nine  hospitals  participating  at  that  time. 
In  2008,  we  announced  a  solicitation  for 
up  to  six  additional  hospitals  to 
participate  in  the  demonstration 
program.  Four  additional  hospitals  were 


selected  to  participate  under  this 
solicitation.  These  four  additional 
hospitals  began  under  the 
demonstration  payment  methodology 
with  the  hospital’s  first  cost  reporting 
period  starting  on  or  after  July  1,  2008. 

At  that  time,  13  hospitals  were 
participating  in  the  demonstration. 

Five  hospitals  (3  of  the  hospitals  were 
among  the  13  hospitals  that  were 
original  participants  in  the 
demonstration  program  and  2  of  the 
hospitals  were  among  the  4  hospitals 
that  began  the  demonstration  program 
in  2008)  withdrew  from  the 
demonstration  program  during  CYs 
2009  and  2010.  (Three  of  these  hospitals 
indicated  that  they  would  be  paid  more 
for  Medicare  inpatient  services  under 
the  rebasing  option  allowed  under  the 
SCH  methodology  provided  for  under 
section  122  of  the  Medicare 
Improvements  for  Patients  and 
Providers  Act  of  2008  (Pub.  L.  110—275). 
One  hospital  restructured  to  become  a 
CAH,  and  one  hospital  closed.)  In  CY 
2011,  one  hospital  that  was  among  the 
original  set  of  hospitals  that  participated 
in  the  demonstration  withdrew  from  the 
demonstration.  These  actions  left  7  of 
the  originally  participating  hospitals 
(that  is,  hospitals  that  were  selected  to 
participate  in  either  2004  or  2008), 
participating  in  the  demonstration 
program  as  of  June  1,  2011. 

Sections  3123  and  10313  of  the 
Affordable  Care  Act  (Pub.  L.  111-148) 
amended  section  410A  of  Public  Law 
108-173,  which  established  the  rural 
community  hospital  demonstration 
program.  Sections  3123  and  10313  of 
the  Affordable  Care  Act  changed  the 
rural  community  hospital 
demonstration  program  in  several  ways. 
First,  it  required  the  Secretary  to 
conduct  the  demonstration  program  for 
an  additional  5-year  period  that  begins 
on  the  date  immediately  following  the 
last  day  of  the  initial  5-year  period. 
Further,  the  Affordable  Care  Act 
requires,  in  the  case  of  a  rural 
community  hospital  that  is  participating 
in  the  demonstration  program  as  of  the 
last  day  of  the  initial  5-year  period,  the 
Secretary  to  provide  for  the  continued 
participation  of  such  rural  hospital  in 
the  demonstration  program  during  the 
5-year  extension,  unless  the  hospital 
makes  ah  election,  in  such  form  and 
manner  as  the  Secretary  may  specify,  to 
discontinue  participation  (section 
410A(g)(4)(A)  of  Public  Law  108-173,  as 
added  by  section  3123(a)  of  the 
Affordable  Care  Act  and  further 
amended  by  section  10313  of  such  Act). 
In  addition,  the  Affordable  Care  Act 
provides  that,  during  the  5-year 
extension  period,  the  Secretary  shall 
expand  the  number  of  States  with  low 


population  densities  determined  by  the 
Secretary  to  20  (section  410A(g)(2)  of 
Public  Law  108-173,  as  added  by 
section  3123(a)  and  amended  by  section 
10313  of  the  Affordable  Care  Act). 
Further,  the  Secretary  is  required  to  use 
the  same  criteria  and  data  that  the 
Secretary  used  to  determine  the  States 
under  section  410A(a)(2)  of  Public  Law 
108-173  for  purposes  of  the  initial  5- 
year  period.  The  Affordable  Care  Act 
also  allows  not  more  than  30  rural 
community  hospitals  in  such  States  to 
participate  in  the  demonstration 
program  during  the  5-year  extension 
period  (section  410A(g)(3)  of  Public  Law 
108-173,  as  added  by  section  3123(a)  of 
the  Affordable  Care  Act  and  as  further 
amended  by  section  10313  of  such  Act). 

We  published  a  solicitation  for 
applications  for  additional  participants 
in  the  rural  community  hospital 
demonstration  program  in  the  Federal 
Register  on  August  30,  2010  (75  FR 
52960).  Applications  were  due  on 
'  October  14,  2010.  The  20  States  with  the 
lowest  population  density  that  are  ' 
eligible  for  the  demonstration  program 
are:  Alaska,  Arizona,  Arkansas, 

Colorado,  Idaho,  Iowa,  Kansas,  Maine, 
Minnesota,  Mississippi,  Montana, 
Nebraska,  Nevada,  New  Mexico,  North 
Dakota,  Oklahoma,  Oregon,  South 
Dakota,  Utah,  and  Wyoming  (Source: 

U.S.  Census  Bureau,  Statistical  Abstract 
of  the  United  States:  2003).  We 
approved  19  new  hospitals  for 
participation  in  the  demonstration 
program.  We  determined  that  each  of 
these  new  hospitals  would  begin 
participating  in  the  demonstration  with 
its  first  cost  reporting  period  beginning 
on  or  after  April  1,  2011.  These 
hospitals  were  notified  of  this  start  date 
in  the  award  letter  that  was  sent  to  them 
dated  February  24,  2011 

Three  of  these  19  hospitals  declined 
participation  prior  to  the  start  of  the  cost 
report  periods  for  which  they  would 
have  begun  the  demonstration.  In 
addition  to  the  7  hospitals  that  were 
selected  in  either  2004  or  2008  and  that 
are  still  participating,  the  new  selection 
led  to  a  total  of  23  hospitals  in  the 
demonstration  as  of  April  2011. 

In  addition,  section  410A(c)(2)  of 
Public  Law  108-173  required  that,  “[ijn 
conducting  the  demonstration  program 
under  this  section,  the  Secretary  shall 
ensure  that  the  aggregate  payments 
made  by  the  Secretary  do  not  exceed  the 
amount  which  the  Secretary  would  have 
paid  if  the  demonstration  program 
under  tRis  section  was  not 
implemented.”  This  requirement  is 
commonly  referred  to  as  “budget 
neutrality.”  Generally,  when  we 
implement  a  demonstration  program  on 
a  budget  neutral  basis,  the 
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demonstration  program  is  budget 
neutral  in  its  own  terms:  in  other  words, 
the  aggregate  payments  to  the 
participating  hospitals  do  not  exceed 
the  amount  that  would  be  paid  to  those 
same  hospitals  in  the  absence  of  the 
demonstration  program.  Typically,  this 
form  of  budget  neutrality  is  viable 
when,  by  changing  payments  or  aligning 
incentives  to  improve  overall  efficiency, 
or  both,  a  demonstration  program  may 
reduce  the  use  of  some  services  or 
eliminate  the  need  for  others,  resulting 
in  reduced  expenditures  for  the 
demonstration  program’s  participants. 
These  reduced  expenditures  offset 
increased  payments  elsewhere  under 
the  demonstration  program,  thus 
ensuring  that  the  demonstration 
program  as  a  whole  is  budget  neutral  or 
yields  savings.  However,  the  small  scale 
of  this  demonstration  program,  in 
conjunction  with  the  payment 
methodology,  makes  it  extremely 
unlikely  that  this  demonstration 
program  could  be  viable  under  the  usual 
form  of  budget  neutrality.  Specifically, 
cost-based  payments  to  participating 
small  rural  hospitals  are  likely  to 
increase  Medicare  outlays  without 
producing  any  offsetting  reduction  in 
Medicare  expenditures  elsewhere. 
Therefore,  a  rural  community  hospital’s 
participation  in  this  demonstration 
program  is  unlikely  to  yield  benefits  to 
the  participant  if  budget  neutrality  were 
to  be  implemented  by  reducing  other 
payments  for  these  same  hospitals. 

In  the  past  eight  IPPS  final 
regulations,  spanning  the  period  for 
w'hich  the  demonstration  program  has 
been  implemented,  we  have  adjusted 
the  national  inpatient  PPS  rates  by  an 
amount  sufficient  to  account  /or  the 
added  costs  of  this  demonstration 
program,  thus  applying  budget 
neutrality  across  the  payment  system  as 
a  whole  rather  than  merely  across  the 
participants  in  the  demon.stration 
program.  As  we  discussed  in  the  FYs 
2005  through  2012  IPPS  final  rules  (69 
FR  49183;  70  FR  47462;  71  FR  48100; 

72  FR  47392;  73  FR  48670;  74  FR  43922, 
75  FR  50343,  and  76  FR  51698, 
respectively),  we  believe  that  the 
language  of  the  statutory  budget 
neutrality  requirements  permits  the 
agency  to  implement  the  budget 
neutrality  provision  in  this  manner.  In 
light  of  the  statute’s  budget  neutrality 
requirement,  in  the  FY  2013  IPPS/LTCH 
proposed  rule  (77  FR  27991  through 
27995)  we  proposed  a  methodology  to 
calculate  a  budget  neutrality  adjustment 
factor  to  the  FY  2013  national  IPPS  rate. 
In  this  final  rule,  we  are  adopting  the 
propo.sed  methodology  for  calculating 
the  budget  neutrality  adjustment  to  the 


FY  2013  national  IPPS  rates  and 
finalizing  the  budget  neutrality 
adjustment  factor  to  be  made  to  the  FY 
2103  national  IPPS  rate. 

In  general  terms,  in  each  of  these 
previous  years,  we  used  available  cost 
reports  for  the  participating  hospitals  to 
derive  an  estimate  of  the  additional 
costs  attributable  for  the  demonstration. 
We  used  finalized,  or  settled,  cost 
reports,  as  available,  and  “as  submitted” 
cost  reports  for  hospitals  for  w’hich 
finalized  cost  reports  w^ere  not  available. 
.Annual  market  basket  percentage 
increase  amounts  provided  by  the  CMS 
Office  of  the  Actuary  reflecting  the 
grow  th  in  the  prices  of  inputs  for 
inpatient  hospitals  w'ere  applied  to 
these  cost  amounts.  An  annual  update 
factor  provided  by  the  CMS  Office  of  the 
Actuary  reflecting  growth  in  the  volume 
of  inpatient  operating  services  w'as  also 
applied.  For  the  budget  neutrality 
calculations  in  the  IPPS  final  rules  for 
FYs  2005  through  2011,  the  annual 
volume  adjustment  applied  was  2 
percent:  for  the  IPPS  final  rule  for  FY 
2012,  it  was  3  percent.  For  a  detailed 
discussion  of  our  budget  neutrality 
offset  calculations,  we  refer  readers  to 
the  IPPS  final  rule  applicable  to  the 
fiscal  year  involved. 

In  general,  for  FYs  2005  through  2009, 
we  based  the  budget  neutrality  offset 
estimate  on  the  estimated  cost  of  the 
demonstration  in  an  earlier  given  year. 
For  these  periods,  we  derived  that 
estimated  cost  by  subtracting  the 
estimated  amount  that  would  otherwise 
be  paid  without  the  demonstration  in  an 
earlier  given  year  from  the  estimated 
amount  for  the  same  year  that  would  be 
paid  under  the  demonstration  under  the 
reasonable  cost-based  methodology 
authorized  by  section  410A  of  Public 
Law  108-173.  The  reasonable  co.st-based 
methodology  authorized  by  section  ' 
410A  of  Public  Law'  108-173,  as 
amended,  is  hereafter  referred  to  as  the 
“reasonable  cost  methodology”  (We 
ascertained  the  estimated  amount  that 
would  be  paid  in  an  earlier  given  year 
under  the  reasonable  cost  methodology 
and  the  estimated  amount  that  w'ould 
otherwise  be  paid  without  the 
demonstration  in  an  earlier  given  year 
from  “as  submitted”  cost  reports  that 
were  submitted  by  the  hospitals  prior  to 
the  inception  of  the  demonstratfon.)  We 
then  updated  the  estimated  cost 
described  above  to  the  current  year  by 
multiplying  it  by  the  market  basket 
percentage  increases  applicable  to  the 
years  involved  and  the  applicable 
annual  volume  adjustments.  For  the  FY 
2010,  RY2010  IPPS/LTCH  PPS  final 
rule,  data  from  finalized  cost  reports 
reflecting  the  participating  hospitals’ 
experience  under  the  demonstration 


were  available.  Specifically,  the 
finalized  cost  reports  for  tbe  first  2  years 
of  the  demonstration,  that  is.  co5t 
reports  for  cost  reporting  years 
beginning  in  FYs  2005  and  2006  (CYs 
2004,  2005,  and  2006)  were  available. 
These  data  showed  that  the  actual  costs 
of  the  demonstration  for  these  years 
exceeded  the  amounts  originally 
estimated  in  the  respective  final  rules 
for  the  budget  neutrality  adjustment.  In 
the  FY  2010  IPPS/LTCH  PPS  final  rule, 
we  included  in  the  budget  neutrality 
offset  amount  an  amount  in  addition  to 
the  estimate  of  the  demonstration  costs 
in  that  fiscal  year.  This  additional 
amount  was  based  on  the  amount  that 
the  costs  of  the  demonstration  for  FYs 
2005  and  2006  exceeded  the  budget 
neutrality  offset  amounts  finalized  in 
the  IPPS  rules  applicable  for  those 
years. 

As  in  the  FY  2010  IPPS/LTCH  PPS 
final  rule,  we  have  continued  to  propose 
a  methodology  for  calculating  the 
budget  neutrality  offset  amount  to 
account  for  both  the  estimated 
demonstration  costs  in  the  upcoming 
fiscal  year  and  an  amount  by  which  the 
actual  demonstration  costs 
corresponding  to  an  earlier  year  (which 
would  be  determined  once  we  have 
finalized  cost  reports  for  that  year) 
exceeded  the  budget  neutrality  offset 
amount  finalized  in  the  corresponding 
year’s  IPPS  final  rule.  However,  we  note 
that  because  of  a  delay  affecting  the 
settlement  process  for  cost  reports  for 
IPPS  hospitals  occurring  on  a  larger 
scale  than  merely  for  the  demonstration, 
we  have  been  unable  to  finalize  this 
component  of  the  budget  neutrality 
offset  amount  accounting  for  the  amount 
by  which  the  actual  demonstration  costs 
in  a  given  year  exceeded  the  budget 
neutrality  offset  amount  finalized  in  the 
corresponding  year’s  IPPS  final  rule  for 
cost  reports  of  demonstration  hospitals 
dating  to  those  beginning  in  FY  2007. 
(For  only  a  small  fraction  of  the 
hospitals  that  have  participated  in  the 
demonstration  from  FY  2007  to  FY  2010 
have  cost  reports  been  finalized  in  any* 
year,  making  the  overall  calculation  of 
this  component  of  the  budget  neutrality 
impossible  at  this  time  for  any  given 
year.) 

2.  Budget  Neutrality  Offset  Amount  for 
FY  2013 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27993  and  27994), 
we  revisited  the  issue  of  which  cost 
reports  to  propose  to  use  for  calculating 
the  FY  2013  budget  neutrality  offset 
amount.  Although  we  used  finalized 
cost  reports  where  available  for  the  FYs 
2010,  2011,  and  2012  IPPS/LTCH  PPS 
final  rules,  for  FY  2013,  we  proposed  to 
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use  the  “as  submitted”  cost  report  for 
each  hospital  participating  in  the 
demonstration  for  the  cost  report  period 
ending  in  CY  2010  in  estimating  the 
costs  of  the  demonstration.  In  the 
proposed  rule,  we  stated  that  we  believe 
a  way  to  streamline  our  methodology  for 
calculating  the  budget  neutrality  offset 
amount  would  be  to  use  cost  reports  all 
with  the  same  status  (that  is,  only  “as 
submitted”  cost  reports  as  opposed  to  a 
mix  of  “as  submitted”  and  “settled” 
cost  reports)  from  the  same  time  period 
for  all  hospitals  participating  in  the 
demonstration  (as  opposed  to  cost 
reports  of  varying  statuses  from  varying 
years  for  the  various  hospitals  as  has 
been  done  previously).  Therefore, 
because  “as  submitted”  cost  reports 
ending  in  CY  2010  are  the  most  recent 
complete  set  of  cost  reports  for  all 
demonstration  hospitals,  we  proposed 
to  use  these  cost  reports  for  our  budget 
neutrality  offset  estimate.  Further, 
because  “as  submitted”  cost  reports 
ending  in  CY  2010  are  recent  available 
cost  reports,  we  stated  that  we  believe 
they  would  be  an  accurate  predictor  of 
the  costs  of  the  demonstration  in  FY 
2013  because  they  give  us  a  recent 
picture  of  the  participating  hospitals’ 
costs. 

In  revisiting  the  issue  of  which 
datasets  to  propose  to  use  in  the  budget 
neutrality  offset  amount  calculation,  we 
also  revisited  the  methodology  for 
calculating  the  budget  neutrality  offset 
amount.  In  the  proposed  rule,  we 
■  proposed  changes  to  that  methodology 
in  an  effort  to  further  improve  and 
refine  it.  VVe  noted  that  the  proposed 
methodology  varied,  in  part,  from  that 
Finalized  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51698  through 
51707).  Specifically^in  proposing 
refinements  to  the  methodology,  our 
objective  was  to  simplify  the  calculation 
so  that  it  included  as  few  steps  as 
possible.  In  addition,  we  proposed  to 
incorporate  different  update  factors  (the 
market  basket  percentage  increase  and 
the  applicable  percentage  increase,  as 
applicable,  to  several  years  of  data  as 
opposed  to  solely  using  the  market 
basket  percentage  increase)  for  the 
calculation  of  the  budget  neutrality 
offset  amount.  As  explained  in  greater 
detail  below,  we  stated  that  we  believed 
this  approach  would  maximize  the 
precision  of  our  calculation  because  it 
would  more  closely  replicate  payments 
made  with  and  without  the 
demonstration. 

We  noted  that,  although  we  were 
proposing  changes  to  certain  aspects  of 
the  budget  neutrality  offset  amount 
calculation,  several  core  components  of 
the  methcrdology  would  remain 
unchanged.  For  example,  we  were 


continuing  to  propose  to  include  in  the 
budget  neutrality  offset  amount  the 
estimate  of  the  demonstration  costs  for 
the  upcoming  fiscal  year  and  the 
amount  by  which  the  actual 
demonstration  costs  corresponding  to  an 
earlier  year  (which  would  be 
determined  once  we  have  finalized  cost 
reports  for  that  year)  exceeded  the 
budget  neutrality  offset  amount 
finalized  in  the  corresponding  year’s 
IPPS  final  rule). 

The  proposed  methodology  for 
calculating  the  estimated  FY  2013 
demonstration  cost  for  the  23  currently 
participating  hospitals  was  as  follows; 

Step  1:  For  each  of  the  23 
participating  hospitals,  we  proposed  to 
identify  the  general  reasonable  cost 
amount  calculated  under  the  reasonable 
cost  methodology  for  covered  inpatient 
hospital  services  (as  indicated  on  the 
“as  submitted”  cost  report  for  the 
hospital’s  cost  reporting  period  ending 
in  CY  2010)  in  FY  2010.  The  general 
reasonable  cost  amount  calculated 
under  the  reasonable  cost  methodology 
for  any  applicable  year  was  thereafter 
referred  to  as  the  “reasonable  cost 
amount.” 

Because  section  410 A  of  Public  Law 
108-173  stipulates  swing-bed  services 
are  to  be  included  among  the  covered 
inpatient  hospital  services  for  which  the 
demonstration  payment  methodology 
applies,  we  also  proposed  to  include  the 
cost  of  these  services,  as  reported  on  the 
cost  reports  for  the  hospitals  that 
provide  swing-bed  services,  within  the 
general  total  estimated  FY  2010 
reasonable  cost  amount  for  covered 
inpatient  hospitals  services  under  the 
demonstration.  As  indicated  above,  we 
proposed  to  use  “as  submitted”  cost 
reports  for  the  hospital’s  cost  reporting 
period  ending  in  CY  2010  for  this 
calculation. 

We  proposed  to  sum  the  two  above- 
referenced  amounts  to  calculate  the 
general  total  estimated  FY  2010 
reasonable  cost  amount  for  covered 
inpatient  hospital  services  for  all  23 
hospitals. 

We  proposed  to  multiply  this  sum 
(that  is,  the  general  total  estimated  FY 
2010  reasonable  cost  amount  for 
covered  inpatient  hospital  services  for 
all  23  hospitals)  by  the  FYs  2011 
through  2013  IPPS  market  basket 
percentage  increases,  which  were 
formulated  by  the  CMS  Office  of  the 
Actuary.  We  also  proposed  to  then 
multiply  the  product  of  the  general  total 
estimated  FY  2010  reasonable  cost 
amount  for  all  23  hospitals  and  the 
market  basket  percentage  increases 
applicable  to  the  years  involved  by  a  3- 
percent  annual  volume  adjustment  for 
the  years  2011  through  2013 — the  result 


would  be  the  general  total  estimated  FY 
2013  reasonable  cost  amount  for 
covered  inpatient  hospital  services  for 
all  23  hospitals. 

We  proposed  to  apply  the  IPPS 
market  basket  percentage  increases 
applicable  for  FYs  2011  through  2013  to 
the  FY  2010  reasonable  cost  amount 
described  above  to  model  the  estimated 
FY  2013  reasonable  cost  amount  under 
the  demonstration.  We  proposed  to  use 
the  IPPS  market  basket  percentage 
increases  because  we  believe  that  these 
update  factors  appropriately  indicate 
the  trend  of  increase  in  inpatient 
hospital  operating  costs  under  the 
reasonable  cOst  methodology  for  the 
years  involved.  The  3-percent  annual 
volume  adjustment  was  stipulated  last 
year  by  the  CMS  Office  of  the  Actuary 
and  was  proposed  because  it  is  intended 
to  accurately  reflect  the  tendency  of 
hospitals’  inpatient  caseloads  to 
increase.  We  acknowledged  the 
possibility  that  inpatient  caseloads  for 
small  hospitals  may  fluctuate,  and 
proposed  to  incorporate  into  the 
estimate  of  demonstration  costs  a  factor 
to  allow  for  a  potential  increase  in 
inpatient  hospital  services. 

Step  2:  For  each  of  the  23  hospitals, 
we  proposed  to  identify  the  general 
estimated  amount  that  would  otherwise 
be  paid  in  FY  2010  under  applicable 
Medicare  payment  methodologies  for 
covered  inpatient  hospital  services  (as 
indicated  on  the  “as  submitted”  cost 
report  for  cost  reporting  periods  ending 
in  CY  2010)  if  the  demonstration  was 
not  implemented.  Similarly,  as  in  Step 
1,  for  the  hospitals  that  provide  swing- 
bed  services,  we  proposed  to  identify 
the  estimated  amount  that  generally 
would  otherwise  be  paid  for  these 
services  (as  indicated  on  the  “as 
submitted”  cost  report  for  cost  reporting 
periods  ending  in  CY  2010)  and  include 
it  in  the  total  FY  2010  general  estimated 
amount  that  would  otherwise  be  paid 
for  covered  inpatient  hospital  services 
without  the  demonstration.  We 
proposed  to  sum  these  two  amounts  in 
order  to  calculate  the  estimated  FY  2010 
total  payments  that  generally  would 
otherwise  be  paid  for  covered  inpatient 
hospital  services  for  all  23  hospitals 
without  the  demonstration. 

We  proposed  to  multiply  the  above 
amount  (that  is,  the  estimated  FY  2010 
total  payments  that  generally  would 
otherwise  be  paid  for  covered  inpatient 
hospital  services  for  all  23  hospitals 
without  the  demonstration)  by  the  FYs 
2011  through  2013  IPPS  applicable 
percentage  increases  and  a  3  percent 
annual  volume  adjustment  for  FYs  2011 
through  2013,  the  result  would  be  the 
general  total  estimated  FY  2013  costs 
that  would  be  paid  without  the 
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demonstration  for  covered  inpatient 
hospital  ser\'ices  for  the  23  participating 
hospitals.  In  the  proposed  rule,  we 
indicated  that  this  methodology  differs 
from  Step  1,  in  which  we  proposed  to 
apply  the  market  basket  percentage 
increases  to  the  sum  of  the  hospitals’ 
general  total  FY  2010  estimated 
reasonable  cost  amount  for  covered 
inpatient  hospital  services.  We  believe 
that  the  IPPS  applicable  percentage 
increases  are  appropriate  factors  to 
update  the  estimated  amounts  that 
generally  would  otherwise  be  paid 
without  the  demonstration.  This  is 
because  IPPS  payments  would 
constitute  the  majority  of  payments  that 
would  otherwise  be  made  without  the 
demonstration  and  the  applicable 
percentage  increase  is  the  factor  used 
under  the  IPPS  to  update  the  inpatient 
hospital  payment  rates.  Hospitals 
participating  in  the  demonstration 
would  be  participating  under  the  IPPS 
payment  methodology  if  they  were  not 
in  the  demonstration.  We  note  that  such 
use  of  the  applicable  percentage 
increase  would  represent  a  shift  from 
formulations  in  previous  years  of  the 
budget  neutrality  offset  amount.  In  the 
FY  2013  proposed  rule,  as  well  as  in 
this  FY  2013  final  rule,  we  are  trying  to 
increase  the  precision  of  the  different 
projections  for  estimating  the  reasonable 
cost  amounts  and  the  estimated 
payments  that  would  otherwise  be  paid 
without  the  demonstration. 

Step  3:  We  proposed  to  subtract  the 
amount  derived  in  Step  2  (representing 
the  sum  of  estimated  amounts  that 
generally  would  otherwise  be  paid  to 
the  23  hospitals  for  covered  inpatient 
hospital  services  for  FY  2013  if  the 
demonstration  was  not  implemented) 
from  the  amoun*  derived  in  Step  1 
(representing  the  sum  of  the  estimated 
reasonable  cost  amount  that  generally 
would  be  paid  under  the  demonstration 
to  all  23  hospitals  for  covered  inpatient 
hospital  services  for  FY  2013).  We 
proposed  that  the  resulting  difference 
would  be  the  amount  for  which  an 
adjustment  to  the  national  IPPS  rates 
would  be  calculated.  In  the  proposed 
rule,  we  indicated  the  resulting 
difference  was  $35,077,708.  For  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule, 
this  amount  was  the  estimated  amount 
for  which  an  adjustment  to  the  national 
IPPS  rates  was  calculated.  We  further 
indicated  this  estimated  amount  was 
based  on  the  specific  assumptions 
indentified  regarding  the  data  sources 
that  were  used,  that  is,  “as  submitted” 
recently  available  cost  reports. 

We  also  noted  that  if  updated  data 
become  available  prior  to  the  FY  2013 
final  rule,  we  propose  to  use  them  to  the 
extent  appropriate  to  estimate  costs  of 


the  demonstration  program  in  FY  2013. 
Therefore,  we  indicated  that  the 
estimated  budget  neutrality  offset 
amount  may  change  in  the  final  rule. 

Similar  to  previous  years,  we 
proposed  that  if  settled  cost  reports  for 
all  of  the  demonstration  hospitals  that 
participated  in  the  applicable  fiscal  year 
(FY  2007,  2008,  2009,  or  2010)  were' 
available  prior  to  the  FY  2013  IPPS/ 
LTCH  PPS  final  rule,  we  would  include 
in  the  budget  neutrality  offset  amount 
any  additional  amounts  by  which  the 
final  settled  costs  of  the  demonstration 
for  the  year  (FY  2007,  2008,  2009,  or 
2010)  exceeded  the  budget  neutrality 
offset  amount  applicable  to  such  year  as 
finalized  in  the  respective  year’s  IPPS 
final  rule.  (The  final  settled  costs  of  the 
demonstration  for  a  year  would  be 
calculated  by  subtracting  the  total 
amount  that  would  otherwise  be  paid 
under  the  applicable  Medicare  payment 
system  without  the  demonstration  for 
the  year  from  the  amount  paid  to  those 
hospitals  under  the  reasonable-cost 
methodology  for  such  year.) 

For  this  FV  2013  final  rule,  we  are 
adopting  without  modification  our 
proposal  to  use  the  “as  submitted”  cost 
report  for  each  hospital  participating  in 
the  demonstration  for  the  cost  report 
period  ending  in  CY  2010  in  estimating 
the  costs  of  the  demonstration  in  FY 
2010.  We  are  finalizing  this  proposal 
because  we  continue  to  believe  this 
approach  enables  us  to  streamline  our 
methodology  for  calculating  the  budget 
neutrality  offset  amount  as  explained  in 
detail  above.  In  addition,  this  set  of  cost 
reports  remains  the  most  recent  set  of 
complete  cost  reports  that  have  been 
accepted  by  the  MACs.  Therefore,  we 
believe  they  are  an  accurate  predictor  of 
costs  of  the  demonstration  in  FY  2013 
because  they  give  us  a  recent  picture  of 
the  participating  hospitals’  costs. 

For  this  final  rule,  we  also  are 
adopting  as  final,  without  modification. 
Steps  1  and  2  of  the  proposed 
methodology  as  set  forth  above  for  the 
reasons  explained  above  and  in  section 
IV.K.  of  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27994  and  27995). 
We  note  that,  with  respect  to  Step  1  of 
the  methodology,  the  IPPS  market 
basket  percentage  increase  that  is 
applicable  to  FY  2013  (and  identified  by 
the  CMS  Office  of  the  Actuary)  appears 
in  section  IV.H.  of  this  preamble.  We 
note  that,  with  respect  to  Step  2  of  the 
methodology,  the  IPPS  applicable 
percentage  increase  that  is  applicable  to 
FY  2013  is  set  forth  in  section  IV.H.  of 
the  preamble  to  this  FY  2013  final  rule. 

With  respect  to  Step  3,  for  the  reasons 
set  forth  above  and  in  section  IV.K.  of 
the  preamble  of  the  proposed  rule  (77 
FR  27994  and  27995)  and  this  final  rule. 


we  are  finalizing  our  proposal,  without 
modification,  to  subtract  the  amount 
derived  in  Step  2  (representing  the  sum 
of  estimated  amounts  that  generally 
would  otherwise  be  paid  to  the  23 
hospitals  for  covered  inpatient  hospital 
services  for  FY  2013  if  the 
demonstration  was  not  implemented) 
from  the  amount  derived  in  Step  1 
(representing  the  sum  of  the  estimated 
reasonable  cost  amount  that  generally 
would  be  paid  under  the  demonstration 
to  all  23  hospitals  for  covered  inpatient 
hospital  services  for  FY  2013).  The 
resulting  difference  is  the  amount  for 
which  an  adjustment  to  the  national 
IPPS  rates  is  calculated.  For  this  final 
rule,  the  resulting  difference  for  which 
an  adjustment  to  the  national  IPPS  rates 
is  made  is  $34,288,129.  This  amount  is 
based  on  the  specific  assumptions 
identified  regarding  the  data  sources 
that  are  used,  that  is,  “as  submitted” 
recently  available  cost  reports.  We  note 
that  we  proposed  that  if  settled  cost 
reports  for  all  of  the  demonstration 
hospitals  thM  participated  in  the 
applicable  fiscal  year  (FY  2007,  2008, 
2009,  or  2010)  were  available  prior  to 
the  FY  2013  IPPS/LTCH  PPS  final  rule, 
we  would  include  in  the  budget 
neutrality  offset  amount  any  additional 
amounts  by  which  the  final  settled  costs 
of  the  demonstration  for  the  year  (FY 
2007,  2008,  2009,  or  2010) exceeded  the 
budget  neutrality  offset  amount 
applicable  to  such  year  as  finalized  in 
the  respective  year’s  IPPS  final  rule. 
However,  finalized  cost  reports  for  the 
hospitals  participating  in  the 
demonstration  are  not  yet  available  for 
these*years  at  the  time  of  development 
of  this  FY  2013  IPPS/LTCH  PPS  final 
rule.  Therefore,  we  are  not  finalizing 
this  component  of  the  proposed 
methodology.  We  are  expecting  settled 
cost  reports  for  all  of  the  demonstration 
hospitals  that  participated  in  the 
applicable  fiscal  year  (FYs  2007,  2008, 
2009,  and  2010)  to  be  available  prior  to 
the  FY  2014  IPPS/LTCH  PPS  proposed 
rule.  Thus,  we  expect  to  be  in  a  position 
to  propose  to  include  in  the  budget 
neutrality  offset  amount  for  FY  2014  any 
additional  amounts  by  which  the  final 
settled  costs  of  the  demonstration  for 
the  year  (FY  2007,  2008,  2009,  or  2010) 
exceeded  the  budget  neutrality  offset 
amount  applicable  to  such  year  as 
finalized  in  the  respective  year’s  IPPS 
final  rule. 

Comment:  One  commenter  requested 
clarification  regarding  how  hospitals 
participating  in  the  Rural  Community 
Hospital  Demonstration  will  be 
impacted  by  the  Hospital  Readmissions 
Reduction  Program. 

Response:  As  described  above,  the 
applicable  hospital  is  defined  as  a 
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subsection  (d)  hospital  or  certain 
Maryland  hospitals.  Hospitals 
participating  in  the  Rural  Community 
Hospital  Demonstration  are  subsection 
(d)  hospitals  and,  thus,  will  be  included 
in  the  Hospital  Readmissions 
Reduction.  Accordingly,  we  have 
calculated  excess  readmission  ratios  and 
readmissions  payment  adjustment 
factors  for  hospitals  in  the 
Demonstration.  If  hospitals  in  the 
Demonstration  are  subject  to  a 
readmissions  payment  reduction,  the 
reduction  will  be  applied  to  their  base 
operating  DRG  amount  as  if  they  were 
paid  under  the  IPPS.  At  cost  report 
settlement,  the  readmissions  payment 
amount  reduced  from  the  hospital’s  base 
operating  DRG  amount  will  be  reduced 
from  the  payments  received  under  the 
Demonstration. 

L.  Hospital  Routine  Services  Furnished 
Under  Arrangements 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51711  through  51714),  we 
included  a  provision  that  limits  the 
circumstances  under  which  a  hospital 
may  furnish  services  to  Medicare 
beneficiaries  “under  arrangement.” 
Under  the  revised  policy,  therapeutic 
and  diagnostic  services  are  the  only 
services  that  may  be  furnished  under 
arrangements  outside  of  the  hospital  to 
Medicare  beneficiaries.  “Routine 
services”  (that  is,  bed,  board,  and 
nursing  and  other  related  services)  must 
be  furnished  by  the  hospital.  Under  this 
revised  policy,  routine  services 
furnished  to  Medicare  beneficiaries  as 
inpatients  in  the  hospital  are  considered 
services  furnished  by  the  hospital.  If 
these  services  are  furnished  outside  of 
the  hospital,  the  services  are  considered 
to  be  furnished  “under  arrangement.” 

As  we  stated  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  27995), 
we  have  become  aware  that  a  number  of 
affected  hospitals  need  additional  time 
to  restructure  existing  arrangements  and 
establish  necessary  operational 
protocols  to  comply  with  the 
requirement  that  therapeutic  and 
diagnostic  services  are  the  only  services 
that  may  be  furnished  outside  of  the 
hospital  to  Medicare  beneficiaries 
“under  arrangement,”  and  that  “routine 
services”  must  be  furnished  by  the 
hospital.  While  we  still  believe  that  our 
policy  is  consistent  with  the  statutory 
language,  we  also  believe  that  because  a 
number  of  hospitals  are  actively 
pursuing  compliance  (often  building 
construction  or  restructuring  is 
involved),  it  is  appropriate  to  postpone 
the  effective  date  of  this  requirement  to 
give  hospitals  additional  time  to  comply 
with  the  provision. 


Therefore,  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule,  we  proposed  to 
change  the  implementation  date  of  this 
requirement  to  be  effective  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2013.  We  stated  that  we 
expect  that,  during  FY  2013,  hospitals 
will  complete  the  work  needed  to 
ensure  compliance  with  the  new 
requirement.  Beginning  with  a 
hospital’s  FY  2014  cost  reporting 
period,  we  expect  that  all  hospitals 
would  be  in  full  compliance  with  the 
revised  policy  for  services  furnished 
under  arrangement.  We  indicated  that 
we  would  continue  to  work  with 
affected  hospitals  to  communicate  the 
requirement  established  by  this 
provision,  and  to  provide  continued 
guidance  regarding  compliance  with  the 
provision. 

Comment:  Several  commenters 
submitted  comments  that  were  mostly 
similar  to  those  received  last  year  when 
we  proposed  this  policy.  All 
commenters  believed  that  another  one 
year  delay  in  the  effective  date  of  the 
revised  policy  was  insufficient  and  that 
the  policy  should  be  rescinded.  Tbe 
primary  objections  from  all  commenters 
were  that  the  policy  is  not  required  by 
statute  or  regulations,  the  policy  runs 
counter  to  efforts  promoting  efficiency 
in  delivering  health  care,  and  the  costs 
that  will  be  incurred  by  certain 
providers  to  comply  with  tbe  new 
policy  are  unnecessary  and 
burdensome. 

Response:  We  continue  to  believe  that 
the  proposed  policy  is  correct  and 
consistent  with  the  statute.  As 
explained  in  more  detail  in  our  response 
to  comments  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51712),  we  believe 
that  when  section  1862(a)(14)  of  the  Act 
and  section  1861(b)  of  the  Act  are  read 
in  conjunction  with  each  other,  it 
becomes  clear  that  the  language  limits 
the  services  that  may  be  furnished 
outside  of  the  hospital  under 
arrangement  to  only  diagnostic  and 
therapeutic  services,  consistent  with  our 
revised  policy.  It  is  only  paragraph  (3) 
of  the  definition  of  “inpatient  hospital 
services”  at  section  1861(b)  of  the  Act, 
referencing  diagnostic  or  therapeutic 
items  or  services,  that  includes  the 
language,  “furnished  by  the  hospital  or 
by  others  under  arrangements.” 

As  we  indicated  in  our  response  to 
similar  public  comments  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule  (76  FR  51713 
through  51714),  we  do  not  agree  that  the 
positive  objectives  of  interfacility 
cooperation  and  collaboration  in 
promoting  efficiency  in  the  delivery  of 
health  care  are  applicable  to  the  existing 
arrangements  that  our  revised  policy  is 
intended  to  address.  We  do  not  believe 


that  the  objective  of  efficiency  in  health 
care  delivery  would  include  moving 
inpatients  of  one  hospital  to  another 
hospital,  without  being  discharged  from 
the  first  and  admitted  to  the  second,  in 
order  to  provide  routine  services  that 
are  not  available  at  tbe  first  hospital. 

We  do  not  disagree  that  there  may  be 
additional  costs  incurred  by  some 
providers  because  of  building 
construction  or  restructuring  in  order  to 
comply  with  the  proposed  policy. 
However,  to  our  knowledge,  this 
involves  very  few  providers,  and  to 
allow  particular  service  arrangements 
that  we  find  contrary  to  statute  and 
regulations  to  continue  because 
changing  the  arrangement  would  mean 
additional  cost  to  a  few  providers  is  not 
an  appropriate  rationale  to  rescind  this 
policy.  Furthermore,  while  complying 
with  the  revised  policy  may  necessitate 
expending  additional  funds  for  some  of 
the  commenters,  those  commenters  are 
generally  receiving  higher  Medicare 
payments  as  PPS-excluded  providers  by 
providing  the  routine  services  under 
arrangement,  meaning  such 
arrangements  may  inappropriately 
increase  Medicare  payments  to  those 
providers.  In  most  cases  that  have  come 
to  our  attention,  the  services  are  being 
provided  at  another  hospital  that  is  co¬ 
located  with  the  hospital  that  is  IPPS- 
excluded.  If  the  hospitals  are  finding 
construction  or  restructuring  costs  too 
onerous,  the  hospital  may  want  to 
consider  becoming  a  unit  of  the  IPPS 
hospital  which  would  obviate  the  need 
for  obtaining  any  services  under 
arrangements  from  another  hospital  and 
may  allow  them  to  avoid  the  costs  that 
they  find  burdensome. 

Comment:  Three  of  the  PPS-excluded 
cancer  hospitals,  as  well  as  the  alliance 
representing  the  11  PPS-excluded 
cancer  hospitals,  submitted  comments 
more  specific  to  tbeir  own  situations. 
These  commenters  stated  that  CMS’ 
proposed  policy  upset  a  longstanding 
care  delivery  model  that  was  created  at 
the  direction  of  CMS,  that  CMS  had 
given  its  express  approval  for  the  type 
of  arrangements  that  it  is  now  trying  to 
disallow,  and  that  CMS  had  “required” 
one  of  the  hospitals  to  operate  under 
this  type  of  arrangement. 

Response:  CMS  was  involved,  15  to 
20  years  ago,  at  various  times  and  to 
varying  degrees,  with  three  of  the  PPS- 
excluded  cancer  hospitals  that  wanted 
to  ensure  that  they  would  retain  their 
PPS-excluded  status  as  they  changed 
their  physical  and  operational 
structures,  to  become  bospitals-within- 
hospitals  (HwH).  Because  two  different 
payment  systems  are  involved  for  the 
co-located  hospitals,  IPPS  and 
reasonable  cost  subject  to  a  limit,  at  tbe 
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time,  we  focused  on  preventing  possible 
abuse  of  this  arrangement.  Some  CMS 
requirements  articulated  at  that  time 
may  appeeu*  to  be  contrary  to  our  revised 
policy  on  services  furnished  under 
arrangements.  However  we  have 
discretion  to  change  our  policy,  and  we 
believe  this  change  is  appropriate  for 
the  reasons  described  throughout  this 
section  and  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51711  through 
51714). 

VVe  believe  the  care  delivery  models 
that  were  carefully  crafted  years  ago  to 
protect  against  abuse  of  the  payment 
systems  and  retain  the  separate  identity 
of  the  HwHs  have  devolved  over  time  to 
the  point  where  the  host  hospital  and 
PPS-excluded  HwH  are  nearly 
indistinguishable  from  each  other. 
Patients  are  moved  from  one  hospital’s 
bed  to  the  other  hospital’s  bed,  and  then 
back,  not  because  of  a  particular  service 
being  provided,  but  because  of  bed 
availability  or  other  reason  unrelated  to 
services.  Patient  care  is  administered  by 
both  entities  or  by  the  host  hospital 
under  contract.  The  PPS-excluded 
hospital  has  almost  become  a  virtual 
hospital.  Such  arrangements  do  not 
merit  special  treatment  under  Medicare 
regulations.  Moreover,  as  explained  in 
more  detail  in  a  previous  response  in 
this  section  and  in  response  to 
comments  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51711  through 
51714),  our  revised  policy  is  consistent 
with  the  statute  and  reduces  the 
opportunity  for  gaming.  To  the  extent 
the  PPS-excluded  cancer  hospital  and 
the  subsection  (d)  hospital  with  which 
it  is  co-located  wish  to  retain  their 
separate  classifications,  compliance 
with  these  requirements  remains 
necessary  and  appropriate.  To  the  extent 
that  PPS  excluded  cancer  hospitals  are 
finding  construction  or  restructuring 
costs  too  onerous,  the  hospitals  may 
want  to  consider  becoming  one  provider 
with  the  subsection  (d)  IPPS  hospital. 

Comment:  The  cancer  hospitals  and 
the  cancer  hospital  alliance  reiterated 
comments  they  made  on  last  year’s 
proposed  rule  (FY  2012  IPPS/LTCH  PPS 
final  rule  (76  FR  51713  through  51714) 
that  CMS’  proposed  policy  is  more 
expensive  to  the  Medicare  program 
because  it  would  result  in  more  hospital 
discharges — the  cancer  hospital  would 
have  to  discharge  patients  that  need  ICU 
services,  the  patient  would  then  be 
admitted  to  the  co-located  hospital  for 
the  ICU  services,  discharged  from  the 
co-located  hospital  once  ICU  services 
are  no  longer  needed,  and  then 
readmitted  back  to  the  cancer  hospital. 
The  commenters  believed  that  this 
would  be  more  costly,  in  the  aggregate, 
to  the  Medicare  program. 


Response:  We  do  not  know  that  our 
revised  policy  will  be  more  costly  to  the 
Medicare  program,  because  although 
Medicare  would  be  paying  the  IPPS 
hospital  under  the  IPPS  for  the  ICU 
services,  it  would  not  be  paying  the 
cancer  hospital  for  those  services  based 
on  reasonable  cost.  As  explained  in  the 
FY  2012  IPPS/LTCH  PPS  final  rule, 
some  hospitals  were  furnishing  certain 
routine  services,  including  ICU  services, 
under  arrangement.  For  example,  under 
certain  arrangements,  if  an  inpatient  of 
an  IPPS-excluded  hospital  (“hospital 
A”)  required  ICU  services,  and  the  IPPS- 
excluded  hospital  could  not  provide 
these  services,  the  patient  was  moved  to 
an  IPPS  hospital  (“hospital  B”)  that 
could  furnish  these  ICU  services.  In 
these  situations,  the  patient  was  not 
transferred  to  hospital  B  but  was  moved 
from  an  inpatient  bed  of  hospital  A  to 
an  inpatient  bed  of  hospital  B.  However, 
the  IPPS-excluded  hospital  treated  these 
services  as  being  provided  under 
arrangement  and  included  the  cost  of 
those  services  on  its  cost  report.  Because 
the  two  hospitals  in  the  example  above 
are  under  two  different  payment 
systems,  we  believe  this  behavior  could 
lead  to  inappropriate  and  excessive 
Medicare  payment.  This  is  because  the 
IPPS-excluded  hospital,  hospital  A,  is 
paid  on  a  reasonable  cost  basis.  This 
payment  could  be  greater  than  if  the 
hospital  that  provided  the  service  were 
paid  under  the  IPPS  for  the  same 
patient. 

Comment:  The  cancer  hospitals  and 
the  cancer  hospital  alliance  also  ' 

expressed  concern  that  if  patients 
needing  ICU  services  had  to  be 
discharged  and  admitted  as  described 
above,  it  could  inflate  the  readmission 
rates. 

Response:  We  do  not  believe  that  a 
hospital’s  readmission  rates  under  the 
Hospital  Readmissions  Reduction 
Program  would  be  affected  by  this 
policy  for  several  reasons.  Cancer 
hospitals  are  not  included  in  the 
Program  so  admissions  and 
readmissions  to  cancer  hospitals  are  not 
included  in  an  IPPS  hospital’s 
readmission  rate.  Furthermore,  transfers 
to  other  providers  are  not  included  in 
the  calculations  of  excess  readmissions. 
Each  of  the  measures  used  in  the 
Hospital  Readmissions  Reduction 
Program  has  exclusions  for  transfers  to 
other  hospitals.  Finally,  currently,  we 
are  only  measuring  readmissions  for 
heart  attack,  heart  failure,  and 
pneumonia. 

Comment:  Commenters  requested  that 
CMS  adopt  a  grandfathering  provision 
to  allow  hospitals  that  have  been 
furnishing  routine  services  under 
arrangements  outside  of  the  hospital  to 


continue  furnishing  these  services  in 
this  manner.  Cancer  hospitals  requested 
that,  if  the  policy  is  not  rescinded,  a 
grandfathering  provision  be 
implemented  that  allows  existing 
arrangements  to  continue,  or  provides 
an  exception  for  cancer  hospitals. 

Response:  We  do  not  believe  it  is 
appropriate  to  adopt  a  grandfathering 
provision.  We  are  concerned  that, 
without  this  policy  change.  Medicare 
will  continue  to  pay  inappropriately  for 
these  services.  That  is,  payment  to  IPPS 
hospitals  should  be  based  on  the  DRG 
payment  amount,  and  payment  to 
excluded  hospitals  should  not  be  based 
in  part  on  the  costs  of  routine  services 
that  the  hospital  has  not  furnished 
directly  to  its  patients. 

After  consideration  of  the  public 
comments  and  for  the  reasons  set  forth 
above,  we  are  finalizing  our  proposal  to 
change  the  effective  date  of  the  revised 
policy.  Therefore,  effective  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2013,  routine  services 
provided  in  the  hospital  to  its  inpatients 
are  considered  as  being  provided  by  the 
hospital.  However,  if  services  are 
provided  outside  the  hospital,  the 
servic6s  are  considered  as  being 
provided  under  arrangement.  Only 
therapeutic  and  diagnostic  items  and 
services  may  be  furnished  under 
arrangement  outside  of  the  hospital. 

M.  Technical  Change 

In  an  interim  final  rule  that  appeared 
in  the  November  27,  2007  Federal 
Register  (72  FR  66895  through  66897), 
we  made  changes  to  the  regulations 
governing  the  application  of  the 
emergency  Medicare  GME  affiliation 
agreement  rules  in  order  to  address  the 
needs  of  hospitals  located  in  the  section 
1135  emergency  area  in  the  aftermath  of 
Hurricane  Katrina  and  Rita.  In  that  rule, 
we  changed  the  length  of  emergency 
affiliation  agreements  from  3  years  to  5 
years  under  42  CFR  413.79(f)(7)  (then 
§  413.79(f)(6));  that  is,  we  specified  that 
the  emergency  Medicare  GME  affiliation 
agreement  must  terminate  no  later  than 
the  conclusion  of  4  academic  years 
following  the  academic  year  during 
which  the  section  1135  emergency 
period  began.-  However,  we 
inadvertently  did  not  make  a 
conforming  change  to  42  CFR 
413.79(f)(7)(i)(B).  In  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  27995), 
we  proposed  to  change  the  regulatory 
text  specified  §413.79(f)(7)(i)(B)  to  make 
it  consistent  with  the  regulatory  text 
under  §  413.79(f)(7). 

We  did  not  receive  any  public 
changes  on  the  proposed  technical 
changes.  Therefore,  in  this  final  rule,  we 
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are  adopting  the  proposed  changes  as 
final. 

V.  Changes  to  the  IPPS  for  Capital- 
Related  Costs 

A.  Overview 

Section  1886(g)  of  the  Act  requires  the 
Secretary  to  pay  for  the  capital-related 
costs  of  inpatient  acute  hospital  services 
“in  accordance  with  a  prospective 
payment  system  established  by  the 
Secretary.”  Under  the  statute,  the 
Secretary  has  broad  authority  in 
establishing  and  implementing  the  IPPS 
for  acute  care  hospital  inpatient  capital- 
related  costs.  The  IPPS  for  capital- 
related  costs  was  initially  implemented 
in  the  Federal  fiscal  year  (FY)  1992  IPPS 
final  rule  (56  FR  43358),  in  which  we 
-  established  a  10-year  transition  period 
to  change  the  payment  methodology  for 
Medicare  hospital  inpatient  capital- 
related  costs  from  a  reasonable  cost- 
based  methodology  to  a  prospective 
methodology  (based  fully  on  the  Federal 
rate). 

FY  2001  was  the  last  year  of  the  10- 
year  transition  period  established  to 
phase  in  the  IPPS  for  hospital  inpatient 
capital-related  costs.  For  cost  reporting 
periods  beginning  in  FY  2002,  capital 
IPPS  payments  are  based  solely  on  the 
Federal  rate  for  almost  all  acute  care 
hospitals  (other  than  hospitals  receiving 
certain  exception  payments  and  certain 
new  hospitals).  (We  refer  readers  to  the 
FY  2002  IPPS  final  rule  (66  FR  39910 
through  39914)  for  additional 
information  on  the  methodology  used  to 
determine  capital  IPPS  payments  to 
hospitals  both  during  and  after  the 
transition  period.) 

The  basic  methodology  for 
determining  capital  prospective 
payments  using  the  Federal  rate  is  set 
forth  in  §  412.312  of  the  regulations.  For 
the  purpose  of  calculating  capital 
payments  for  each  discharge,  the 
standard  Federal  rate  is  adjusted  as 
follows: 

(Standard  Federal  Rate)  x  (DRG 
Weight)  X  (Geographic  Adjustment 
Factor  (GAF))  x  (GOLA  for  hospitals 
located  in  Alaska  and  Hawaii)  x  (1  + 
Gapital  DSH  Adjustment  Factor  + 
Gapital  IME  Adjustment  Factor,  if 
applicable). 

In  addition,  under  §  412.312(c), 
hospitals  also  may  receive  outlier 
payments  under  the  capital  IPPS  for 
extraordinarily  high-cost  cases  that 
qualify  under  the  thresholds  established 
for  each  fiscal  year. 

B.  Additional  Provisions 

1.  Exception  Payments 

The  regulations  at  §412.348  provide 
for  certain  exception  payments  under 


the  capital  IPPS.  The  regular  exception 
payments  provided  under  §§  412.348(b) 
through  (e)  were  available  only  during 
the  10-year  transition  period.  For  a 
certain  period  after  the  transition 
period,  eligible  hospitals  may  have 
received  additional  payments  under  the 
special  exceptions  provisions  at 
§  412.348(g).  However,  as  noted  in  the 
FY  2012  IPPS/LTCH  PPS  final  rule  (76 
FR  51725  and  51804),  FY  2012  was  the 
final  year  hospitals  could  receive 
special  exceptions  payments.  For 
additional  details  regarding  these 
exceptions  policies,  we  refer  readers  to 
the  FY  2012  IPPS/LTCH  PPS  final  rule 
(76  FR  51725). 

Under  §  412.348(f),  a  hospital  may 
request  an  additional  payment  if  the 
hospital  incurs  unanticipated  capital 
expenditures  in  excess  of  $5  million  due 
to  extraordinary  circumstances  beyond 
the  hospital’s  control.  Additional 
information  on  the  exception  payment 
for  extraordinary  circumstances  in 
§  412.348(f)  can  be  found  in  the  FY  2005 
IPPS  final  rule  (69  FR  49185  and  49186). 

2.  New  Hospitals 

Under  the  capital  IPPS,  §  412.300(b) 
of  the  regulations  defines  a  new  hospital 
as  a  hospital  that  has  operated  (under 
previous  or  current  ownership)  for  less 
than  2  years  and  lists  examples  of 
hospitals  that  are  not  considered  new 
hospitals.  In  accordance  with 
§  412.304(c)(2),  under  the  capital  IPPS  a 
new  hospital  is  paid  85  percent  of  its 
Medicare  allowable  capital-related  costs 
through  its  first  2  years  of  operation, 
unless  the  new  hospital  elects  to  receive 
full  prospective  payment  based  on  100 
percent  of  the  Federal  rate.  We  refer 
readers  to  the  FY  2012  IPPS/LTCH  PPS 
final  rule  (76  FR  51725)  for  additional 
information  on  payments  to  new 
hospitals  under  the  capital  IPPS. 

3.  Hospitals  Located  in  Puerto  Rico 

Section  412.374  of  the  regulations 
provides  for  the  use  of  a  blended 
payment  amount  for  prospective 
payments  for  capital-related  costs  to 
hospitals  located  in  Puerto  Rico. 
Accordingly,  under  the  capital  IPPS,  we 
compute  a  separate  payment  rate 
specific  to  Puerto  Rico  hospitals  using 
the  same  methodology  used  to  compute 
the  national  Federal  rate  for  capital- 
related  costs.  In  general,  hospitals 
located  in  Puerto  Rico  are  paid  a  blend 
of  the  applicable  capital  IPPS  Puerto 
Rico  rate  and  the  applicable  capital  IPPS 
Federal  rate.  Capital  IPPS  payments  to 
hospitals  located  in  Puerto  Rico  are 
computed  based  on  a  blend  of  25 
percent  of  the  capital  IPPS  Puerto  Rico 
rate  and  75  percent  of  the  capital  IPPS 
Federal  rate.  For  additional  details  on 


capital  IPPS  payments  to  hospitals 
located  in  Puerto  Rico,  we  refer  readers 
to  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51725). 

C.  Prospective  Adjustment  for  the  FY 
2010  Documentation  and  Coding  Effect 

1.  Background 

In  the  FY  2008  IPPS  final  rule  with 
comment  period  (72  FR  47175  through 
47186),  we  established  adjustmeiits  to 
both  the  national  operating  standardized 
amount  and  the  national  capital  Federal 
rate  to  eliminate  the  estimated  effect  of 
changes  in  documentation  and  coding 
resulting  from  the  adoption  of  the  MS- 
DRGs  that  do  not  reflect  real  changes  in 
case-mix.  Specifically,  we  established 
prospective  documentation  and  coding 
adjustments  of  - 1.2  percent  for  FY 
2008,  - 1.8  percent  for  FY  2009,  and 
- 1.8  percent  for  FY  2010.  However,  to 
comply  with  section  7(a)  of  Public  Law 
110-90,  enacted  on  September  29,  2007, 
in  a  final  rule  published  in  the  Federal 
Register  on  November  27,  2007  (72  FR 
66886  through  66888),  we  modified  the 
documentation  and  coding  adjustment 
for  FY  2008  to  —  0.6  percent,  and 
consequently  revised  the  FY  2008  IPPS 
operating  and  capital  payment  rates, 
factors,  and  thresholds  accordingly, 
with  these  revisions  effective  October  1, 
2007. 

For  FY  2009,  section  7(a)  of  Public 
Law  110—90  required  a  documentation 
and  coding  adjustment  of  —0.9  percent 
instead  of  the  — 1.8  percent  adjustment 
established  in  the  FY  2008  IPPS  final 
rule  with  comment  period.  As  discussed 
in  the  FY  2009  IPPS  final  rule  with 
comment  period  (73  FR  48447  and 
48733  through  48774),  we  applied  an 
additional  documentation  and  coding 
adjustment  of  -  0.9  percent  to  the  FY 
2009  IPPS  national  standardized 
amounts  and  the  national  capital 
Federal  rate.  The  documentation  and 
coding  adjustments  established  in  the 
FY  2009  IPPS  final  rule,  as  amended  by 
Public  Law  110—90,  are  cumulative.  As 
a  result,  the  -  0.9  percent 
documentation  and  coding  adjustment 
in  FY  2009  was  in  addition  to  the  -  0.6 
percent  adjustment  in  FY  2008,  yielding 
a  combined  effect  of  — 1.5  percent.  (For 
additional  details  on  the  development 
and  implementation  of  the 
documentation  and  coding  adjustments 
for  FY  2008  and  FY  2009,  we  refer 
readers  to  section  II.D.  of  this  preamble 
and  the  following  rules  published  in  the 
Federal  Register:  August  22,  2007  (72 
FR  47175  through  47186  and  47431 
through  47432);  November  27,  2007  (72 
FR  66886  through  66888);  and  August 
19,  2008  (73  FR  48447  through  48450 
and  48773  through  48775).) 
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For  the  FY  2011  IPPS/LTCH  PPS 
proposed  and  final  rules,  we  performed 
a  retrospective  evaluation  of  the  FY 
2009  claims  data  updated  through 
December  2009  using  the  same  analysis 
methodology  as  we  did  for  FY  2008 
claims  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  and  final  rules. 
Based  on  this  evaluation,  our  actuaries 
determined  that  the  implementation  of 
the  MS-DRG  system  resulted  in  a  5.4 
percent  change  in  case-mix  due  to 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2009.  In 
the  FY  2011  IPPS/LTCH  PPS  final  rule 
(75  FR  50355),  we  implemented  an 
additional  adjustment  to  the  FY  2011 
national  capital  Federal  rate  of  -  2.9 
percent  to  account  for  part  of  the  effect 
of  the  estimated  changes  in 
documentation  and  coding  under  the 
MS-DRG  system  that  occurred  in  FYs 
2008  and  2009  that  did  not  reflect  real 
changes  in  case-mix.  Consistent  with 
past  practice,  this  —  2.9  percent 
adjustment  was  applied  in  a  cumulative 
manner,  which  yielded  a  combined 
effect  of  —  4.4  percent.  (For  additional 
information  on  our  estimate  of  the  5.4 
percent  cumulative  documentation 
effect  under  the  MS-DRG  system  for 
FYs  2008  and  2009  and  the  additional 
—  2.9  percent  documentation  and 
coding  adjustment  applied  to  the 
national  capital  Federal  rate  in  FY  2011, 
we  refer  readers  to  the  FY  2011  IPPS/ 
LTCH  PPS  proposed  rule  (75  FR  24014) 
and  the  FY  2011  IPPS/LTCH  PPS  final 
rule  (75  FR  50355).) 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51727),  we  made  an 
additional  - 1.0  percent  adjustment  to 
the  national  capital  Federal  rate  to 
account  for  the  remainder  of  the  5.4 
percent  estimate  of  the  cumulative  effect 
of  documentation  and  coding  changes 
under  the  MS-DRG  system  that 
occurred  during  FYs  2008  and  2009. 
Consistent  with  past  practice,  this  - 1.0 
percent  adjustment  was  applied  in  a 
cumulative  manner,  which  yielded  a 
combined  effect  of  —  5.4  percent. 

2.  Prospective  Adjustment  for  the  Effect 
of  Documentation  and  Coding  in  FY 
2010 

We  continue  to  believe  lhat  it  is 
appropriate  to  make  adjustments  to  the 
capital  IPPS  rates  to  eliminate  the  effect 
of  any  documentation  and  coding 
changes  as  a  result  of  the 
implementation  of  the  MS-DRGs.  These 
adjustments  are  intended  to  ensure  that 
future  annual  aggregate  IPPS  payments 
are  the  same  as  payments  that  otherwise 
would  have  been  made  in  those  years 
absent  the  change  to  the  MS-DRGs. 
Under  section  1886(g)  of  the  Act,  the 


Secretary  has  broad  authority  in 
establishing  and  implementing  the  IPPS 
for  acute-care  hospital  inpatient  capital- 
related  costs  (that  is,  the  capital  IPPS). 
We  have  consistently  stated  since  the 
initial  implementation  of  the  MS-DRG 
system  that  we  do  not  believe  it  is 
appropriate  for  Medicare  expenditures 
under  the  capital  IPPS  to  increase  due 
to  MS-DRG  related  changes  in 
documentation  and  coding. 

Accordingly,  we  believe  that  it  is 
appropriate  under  the  Secretary’s  broad 
authority  under  section  1886(g)  of  the 
Act,  in  conjunction  with  section 
1886(d)(3)(A)(vi)  of  the  Act  and  section 
7(b)  of  Public  Law  110-90,  to  make 
adjustments  to  the  national  capital 
Federal  rate  to  eliminate  the  full  effect 
of  the  documentation  and  coding 
changes  resulting  from  the  adoption  of 
the  MS-DRGs.  We  believe  that  this  is 
appropriate  because,  in  absence  of  such 
adjustments,  the  effect  of  the 
documentation  and  coding  changes 
resulting  from  the  adoption  of  the  MS- 
DRGs  results  in  inappropriately  high 
capital  IPPS  payments  because  that 
portion  of  the  increase  in  aggregate 
payments  is  not  due  to  an  increase  in 
patient  severity  of  illness  (and  costs). 

As  discussed  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  27997), 
we  analyzed  claims  data  from  FY  2010 
to  determine  whether  any  additional 
adjustment  would  be  required  to  ensure 
that  the  adoption  of  MS-DRGs  was 
implemented  in  a  budget  neutral 
manner.  Specifically,  we  analyzed  FY 
2010  data  on  claims  paid  through 
December  2011  using  our  existing 
methodology  as  described  in  section 
II.D.4.  of  this  preamble.  Based  on  this 
analysis,  our  actuaries  determined  that 
implementation  of  the  MS-DRG  system 
resulted  in  a  6.2  percent  change  in  case- 
mix  due  to  documentation  and  coding 
that  did  not  reflect  real  changes  in  case- 
mix  for  discharges  occurring  during  FY 
2010.  This  is  an  estimated  additional  0.8 
percentage  point  increase  over  the  5.4 
percent  reduction  currently  applied  to 
the  national  capital  Federal  rate. 

Consistent  with  our  proposal  for  the 
operating  IPPS  standardized  amounts, 
we  proposed,  under  the  Secretary’s 
broad  authority  under  section  1886(g)  of 
the  Act,  in  conjunction  with  section 
1886(d)(3)(A)(vi)  of  the  Act,  to  reduce 
the  national  capital  Federal  rate  in  FY 
2013  by  an  additional  0.8  percent  to 
account  for  the  remainder  of  the 
cumulative  effect  of  the  estimated 
changes  in  documentation  and  coding 
under  the  MS-DRG  system  that  did  not 
reflect  an  increase  in  case-mix  severity 
in  FY  2010.  Under  that  proposal,  we 
would  leave  the  —  0.8  percent 
adjustment  in  place  for  FY  2013  and 


subsequent  fiscal  years  to  account  for 
the  effect  in  those  years. 

In  section  II.D.IO.  of  the  preamble  of 
this  final  rule,  we  discuss  the  public 
comments  we  received  on  our  proposal 
to  make  a  -0.8  percent  adjustment  to  the 
operating  IPPS  standardized  amounts 
and  hospital-specific  rates  and  the 
national  capital  Federal  rate  to  account 
for  the  remainder  of  the  cumulative 
effect  of  the  estimated  changes  in 
documentation  and  coding  under  the 
MS-DRG  system  that  did  not  reflect  an 
increase  in  case-mix  severity  in  FY 
2010.  In  summary,  numerous 
commenters  objected  to  this  proposal, 
and  many  commenters  pointed  to 
MedPAC’s  analysis,  discussed  in  its 
comment  letter  on  the  FY  2011  IPPS/ 
LTCH  PPS  proposed  rule,  that  suggested 
that  “negative  documentation  and 
coding”  may  have  occurred  under  the 
CMS-DRGs,  creating  an  overestimation 
of  documentation  and  coding  due  to  the 
introduction  of  MS-DRGs. 

As  discussed  in  greater  detail  in 
section  II.D.IO.  of  the  preamble  of  this 
final  rule,  at  this  time,  we  believe  that, 
while  MedPAC’s  analysis  suggested  that 
a  potential  overestimate  could  have,  in 
theory,  occurred  in  our  methodology, 
the  estimates  are  theoretical  maximums. 
It  is  not  clear  at  this  time  that,  based  on 
the  information  submitted,  to  what 
extent  the  examples  provided  by  the 
commenters  substantiate  these 
theoretical  maximums  or  any  change  in 
adjustments.  Nonetheless,  we  recognize 
that  the  methodological  issues  that 
surround  this  question  are  complex,  and 
may  merit  further  consideration. 
Therefore,  consistent  with  the  policy  we 
are  adopting  for  the  operating  IPPS 
standardized  amounts  and  hospital- 
specific  rates  for  FY  2013,  we  are  not 
finalizing  our  proposal  to  apply  a  -0.8 
percent  adjustment  to  the  national 
capital  Federal  rate  at  this  time  until 
more  analysis  can  be  completed.  - 

3.  Documentation  and  Coding 
Adjustment  to  the  Puerto  Rico-Specific 
Capital  Rate 

Under  §  412.74,  Puerto  Rico  hospitals 
are  currently  paid  based  on  75  percent 
of  the  national  capital  Federal  rate  and 
25  percent  of  the  Puerto  Rico-specific 
capital  rate.  In  the  FY  2011  IPPS/LTCH 
PPS  final  rule  (75  FR  50358  through 
50359),  we  discussed  the  retrospective 
evaluation  of  the  FY  2009  claims  data 
from  the  March  2010  update  of  the 
MedPAR  file  of  hospitals  located  in 
Puerto  Rico  using  the  same 
methodology  used  to  estimate 
documentation  and  coding  changes 
under  IPPS  for  non-Puerto  Rico 
hospitals.  This  analysis  shows  that  the 
change  in  case-mix  due  to 
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documentation  and  coding  that  did  .not 
reflect  real  changes  in  case-mix  for  i 
discharges  occurring  during  FYs  2008 
and  2009  from  hospitals  located  in 
Puerto  Rico  was  approximately  2.6 
percent.  We  also  explained  that  we 
continue  to  believe  that  an  adjustment 
for  such  increases  is  appropriate 
because  all  hospitals  have  the  same 
financial  incentives  for  documentation 
and  coding  improvements,  and  the  same 
ability  to  benefit  from  the  resulting 
increase  in  aggregate  payments  that  do 
not  reflect  real  changes  in  case-mix. 

Given  this  case-mix  increase  due  to 
changes  in  documentation  and  coding 
under  the  MS-DRGs,  under  the 
Secretary’s  broad  authority  under 
section  1886(g)  of  the  Act,  we 
established  an  adjustment  to  the  Puerto 
Rico-specific  capital  rate  of  -2.6  percent 
in  FY  2011  for  the  cumulative  increase 
in  case-mix  due  to  changes  in 
documentation  and  coding  under  the 
MS-DRGs  for  FYs  2008  and  2009.  In 
addition,  consistent  with  our 
implementation  of  other  prospective 
M^DRG  documentation  and  coding 
adjustments  to  the  capital  Federal  rate 
and  operating  IPPS  standardized 
amounts,  we  established  that  the  -2.6 
percent  adjustment  will  remain  in  place 
for  subsequent  fiscal  years  in  order  to 
ensure  that  changes  in  documentation 
and  coding  resulting  from  the  adoption 
of  the  MS-DRGs  do  not  lead  to  an 
increase  in  aggregate  payments  not 
reflective  of  an  increase  in  real  case-mix 
in  subsequent  years.  Therefore,  the  -2.6 
percent  adjustment  to  the  capital  Puerto 
Rico-specific  rate  made  in  FY  2011 
reflects  the  entire  amount  of  our 
estimate  at  that  time  of  the  effects  of 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FYs  2008 
and  2009  firom  hospitals  located  in 
Puerto  Rico. 

As  discussed  above,  for  tbe  proposed 
rule  and  this  final  rule,  we  analyzed  FY 
2010  data  on  claims  paid  through 
December  2011  using  our  existing 
methodology  to  determine  if  any 
additional  adjustment  for  the  eff^ects  of 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  is 
warranted.  Based  on  this  analysis 
(which  is  described  in  greater  detail  in 
section  II.D.IO.  of  this  preamble),  we 
found  no  significant  additional  effect  of 
documentation  and  coding  that  would 
warrant  any  additional  adjustment. 
Therefore,  we  did  not  propose  to  make 
any  additional  adjustment  to  the  capital 
Puerto  Rico-specific  rate  for  FY  2013  for 
the  effect  of  documentation  and  coding 
that  did  not  reflect  real  changes  in  case- 
mix. 


D.  Changes  for  Annual  Update  for  FY 
2013 

The  annual  update  to  the  capital  PPS 
Federal  and  Puerto  Rico-specific  rates, 
as  provided  for  at  §  412.308(c),  for  FY 
2013  is  discussed  in  section  III.  of  the 
Addendum  to  this  final  rule. 

VI.  Changes  for  Hospitals  Excluded 
From  the  IPPS 

A.  Excluded  Hospitals 

Historically,  hospitals  and  hospital 
units  excluded  from  the  prospective 
payment  system  received  payment  for 
inpatient  hospital  services  they 
furnished  on  the  basis  of  reasonable 
costs,  subject  to  a  rate-of-increase 
ceiling.  A  per  discharge  limit  (the  target 
amount  as  defined  in  §  413.40(a))  was 
set  for  each  hospital  or  hospital  unit 
based  on  the  hospital’s  own  cost 
experience  in  its  base  yeqr,  and  updated 
annually  by  a  rate-of-increase 
percentage.  Tbe  updated  target  amount 
was  multiplied  by  total  Medicare 
discharges  during  that  period  and 
applied  as  an  aggregate  upper  limit  (the 
ceiling  as  defined  in  §  413.40(a))  on  total 
inpatient  operating  costs  for  a  hospital’s 
cost  reporting  period.  Prior  to  October  1, 
1997,  these  payment  provisions  applied 
consistently  to  all  categories  of  excluded 
providers,  which  included 
rehabilitation  hospitals  and  units  (now 
referred  to  as  IRFs),  psychiatric 
hospitals  and  units  (now  referred  to  as 
IPFs),  LTGHs,  children’s  hospitals,  and 
IPPS-excluded  cancer  hospitals. 

Payment  to  children’s  hospitals  and 
cancer  hospitals  that  are  excluded  from 
the  IPPS  continues  to  be  subject  to  the 
rate-of-increase  ceiling  based  on  the 
hospital’s  own  historical  cost 
experience.  (We  note  that,  in  accordance 
with  §  403.752(a)  of  the  regulations, 
RNHCIs  are  also  subject  to  the  rate-of- 
increase  limits  established  under 
§  413.40  of  the  regulations.) 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27998),  we 
proposed  that  the  FY  2013  rate-of- 
increase  percentage  to  be  applied  to  the 
target  amount  for  cancer  and  children’s 
hospitals  and  RNHGIs  would  be  the  FY 
2013  percentage  increase  in  the  IPPS 
operating  market  basket.  At  the  time  of 
issuance  of  the  proposed  rule,  the  FY 
2013  percentage  increase  in  the  IPPS 
operating  market  basket  was  estimated 
to  be  3.0  percent.  Beginning  with  FY 
2006,  we  have  used  the  percentage 
increase  in  the  IPPS  operating  market 
basket  to  update  the  target  amounts  for 
children’s  and  cancer  hospitals.  As 
explained  in  the  FY  2006  IPPS  final  rule 
(70  FR  47396  through  47398),  with  IRFs, 
IPFs,  and  LTGHs  being  paid  under  their 
own  PPS,  the  remaining  number  of 


providers  being  paid  based  on 
reasonable  cost  subject  to  a  ceiling  (that 
is,  children’s  hospitals,  11  cancer 
hospitals,  and  RNHCIs)  is  too  small  and 
the  cost  report  data  are  too  limited  to  be 
able  to  create  a  market  basket  solely  for 
these  hospitals.  For  FY  2013,  we 
proposed  to  continue  to  use  the  IPPS 
operating  market  basket  to  update  tbe 
target  amounts  for  children’s  and  cancer 
hospitals  and  RNHCIs  for  the  reasons 
discussed  in  the  FY  2006  IPPS  final 
rule. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27998),  we 
proposed  to  use  the  FY  2006-based  IPPS 
operating  market  basket  to  update  tbe 
target  amounts  for  children’s  and  cancer 
hospitals  and  RNHCIs  for  FY  2013. 
Therefore,  based  on  IHS  Global  Insight, 
Inc.’s  2012  first  quarter  forecast,  with 
historical  data  through  the  2011  fourth 
quarter,  we  estimated  that  the  IPPS 
operating  market  basket  update  for  FY 
2013  would  be  3.0  percent  (that  is,  the 
estimate  of  the  market  basket  rate-of- 
increase).  We  proposed  that  if  more 
recent  data  become  available  for  the 
final  rule,  we  would  use  them  to 
calculate  the  IPPS  operating  market 
basket  update  for  FY  2013.  Therefore, 
based  on  IHS  Global  Insight,  Inc.’s  2012 
second  quarter  forecast,  with  historical 
data  through  the  2012  first  quarter,  we 
use  the  FY  2013  estimate  of  the  IPPS 
operating  market  basket  rate-of-increase 
of  2.6  percent.  Moreover,  consistent 
with  our  proposal  that  the  percentage 
increase  in  the  rate-of-increase  limits  for 
cancer  and  children’s  hospitals  and 
RNHCIs  would  be  the  percentage 
increase  in  the  FY  2013  IPPS  operating 
market  basket,  the  FY  2013  rate-of- 
increase  percentage  that  is  applied  to 
the  FY.2012  target  amounts  in  order  to 
calculate  the  final  FY  2013  target 
amounts  for  cancer  and  children’s 
hospitals  and  RNHCIs  is  2.6  percent,  in 
accordance  with  the  applicable 
regulations  at  42  CFR  413.40. 

We  note  that  IRFs,  IPFs,  and  LTGHs, 
which  were  paid  previously  under  the 
reasonable  cost  methodology,  now 
receive  payment  under  their  own 
prospective  payment  systems,  in 
accordance  with  changes  made  to  the 
statute.  In  general,  the  prospective 
payment  systems  for  IRFs,  IPFs,  and 
LTGHs  provided  transition  periods  of 
varying  lengths  during  which  time  a 
portion  of  the  prospective  payment  was 
based  on  cost-based  reimbursement 
rules  under  Part  413.  (However,  certain 
providers  do  not  receive  a  transition 
period  or  may  elect  to  bypass  the 
transition  period  as  applicable  under  42 
CFR  Part  412,  Subparts  N,  O,  and  P.)  We 
note  that  the  various  transition  periods 
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provided  for  under  the  IRF  PPS,  the  IPF 
PPS,  and  the  LTCH  PPS  have  ended. 

The  IRF  PPS.  the  IPF  PPS,  and  the 
LTCH  PPS  are  updated  annually.  We 
refer  readers  to  section  IV.  of  the 
Addendum  to  this  final  rule  for  the 
specific  final  update  changes  to  the 
Federal  payment  rates  for  LTCHs  under 
the  LTCH  PPS  for  FY  2013.  The  annual 
updates  for  the  IRF  PPS  and  the  IPF  PPS 
are  issued  by  the  agency  in  separate 
Federal  Register  documents. 

We  did  not  receive  any  public 
comments  on  this  section  in  the 
proposed  rule. 

B.  Report  on  Adjustment  (Exceptions) 
Payments 

Section  4419(b)  of  Public  Law  105-33 
requires  the  Secretary  to  publish 
annually  in  the  Federal  Register  a 
report  describing  the  total  amount  of 
adjustment  payments  made  to  excluded 
hospitals  and  hospital  units  by  reason  of 
section  1886(bK4)  of  the  Act  during  the 
previous  fiscal  year. 


The  process  of  requesting,  adjusting, 
and  awarding  an  adjustment  payment  is 
likely  to  occur  over  a  2-year  period  or 
longer.  First,  generally,  an  excluded 
hospital  must  file  its  cost  report  for  a 
fiscal  year  in  accordance  with 
§413.24(f)J[2).  The  fiscal  intermediary  or 
MAC  reviews  the  cost  report  and  issues 
a  notice  of  provider  reimbursement 
(NPR).  Once  the  hospital  receives  the 
NPR,  if  its  operating  costs  are  in  excess 
of  the  ceiling,  the  hospital  may  file  a 
request  for  an  adjustment  payment. 
After  the  fiscal  intermediary  or  MAC 
receives  the  hospital’s  request  in 
accordance  with  applicable  regulations, 
the  fiscal  intermediary  or  MAC  or  CMS, 
depending  on  the  type  of  adjustment 
requested,  reviews  the  request  and 
determines  if  an  adjustment  payment  is 
warranted.  This  determination  is 
sometimes  not  made  until  more  than 
180  days  after  the  date  the  request  is 
filed  because  there  are  times  when  the 
applications  are  incomplete  and 


additional  information  must  be  "■r'’ 
requested  in  order  to  have  a  completed 
application.  However,  in  an  attempt  to 
provide  interested  parties  with  data  on 
the  most  recent  adjustments  for  which 
we  do  have  data,  we  are  publishing  data 
on  adjustment  payments  that  were 
processed  by  the  fiscal  intermediary  or 
MAC  or  CMS  during  FY  2011. 

The  table  below  includes  the  most 
recent  data  available  from  the  fiscal 
intermediaries  or  MACs  and  CMS  on 
adjustment  payments  that  were 
adjudicated  during  FY  2011.  As 
indicated  above,  the  adjustments  made 
during  FY  2011  only  pertain  to  cost 
reporting  periods  ending  in  years  prior 
to  FY  2010.  Total  adjustment  payments 
given  to  excluded  hospitals  during  FY 
2011  are  83,118,588.  The  table  depicts 
for  each  class  of  hospitals,  in  the 
aggregate,  the  number  of  adjustment 
requests  adjudicated,  the  excess 
operating  costs  over  the  ceiling,  and  the 
amount  of  the  adjustment  payments. 


Class  of  hospital 

Number 

j 

Excess  cost 
over  ceiling 

Adjustment 

payments 

Children’s  . 

2' 

!  *$1,362,705; 

$1,303,381 

Cancer  . 

1 

!  $7,805,148 

$1,743,053 

Religious  Nonmedical  Health  Care  Institution  (RNHCI) . 

1 

$72,154 

$72,154 

TOTAL  . 

h 

1 . 

1  $3,118,588 

VII.  Changes  to  the  Long-Term  Care 
Hospital  Prospective  Pavment  Svstem 
(LTCH  PPS)  for  FY  2013 

A.  Background  of  the  LTCH  PPS 

1.  Legislative  and  Regulatory  Authority 

Section  123  of  the  Medicare, 

Medicaid,  and  SCHIP  (State  Children’s 
Health  Insurance  Program)  Balanced 
Budget  Refinement  Act  of  1999  (BBRA) 
(Pub.  L.  106-113)  as  amended  by 
section  307(b)  of  the  Medicare, 

Medicaid,  and  SCHIP  Benefits 
Improvement  and  Protection  Act  of 
2000  (BIPA)  (Pub.  L.  106-554)  provides 
for  payment  for  both  the  operating  and 
capital-related  costs  of  hospital 
inpatient  stays  in  long-term  care 
hospitals  (LTCHs)  under  Medicare  Part 
A  based  on  prospectively  set  rates.  The 
Medicare  prospective  payment  system 
(PPS)  for  LTCHs  applies  to  hospitals 
that  are  described  in  section 
1886(d)(l)(B)(iv)  of  the  Act,  effective  for 
cost  reporting  periods  beginning  on  or 
after  October  1,  2002. 

Section  1886(d)(l)(B)(iv)(I)  of  the  Act 
defines  a  LTCH  as  “a  hospital  which  has 
an  average  inpatient  length  of  stay  (as 
determined  by  the  Secretary)  of  greater 
than  25  days.”  Section 
1886(d)(l)(B)(iv)(II)  of  the  Act  also 


provides  an  alternative  definition  of 
LTCHs;  Specifically,  a  hospital  that  first 
received  paymen.t  under  section  1886(d) 
of  the  Act  in  1986  and  has  an  average 
inpatient  length  of  stay  (LOS)  (as 
determined  by  the  Secretary  of  Health 
and  Human  Services  (the  Secretary))  of 
greater  than  20  days  and  has  80  percent 
or  more  of  its  annual  Medicare  inpatient 
discharges  with  a  principal  diagnosis 
that  reflects  a  finding  of  neoplastic 
disease  in  the  12-month  cost  reporting 
period  ending  in  FY  1997. 

Section  123  of  the  BBRA  requires  the 
PPS  for  LTCHs  to  be  a  “per  discharge” 
system  with  a  diagnosis-related  group 
(DRG)  based  patient  classification 
system  that  reflects  the  differences  in 
patient  resources  and  costs  in  LTCHs. 

Section  307(b)(1)  of  the  BIPA,  among 
other  things,  mandates  that  the 
Secretary  shall  examine,  and  may 
provide  for,  adjustments  to  payments 
under  the  LTCH  PPS,  including 
adjustments  to  DRG  weights,  area  wage 
adjustments,  geographic  reclassification, 
outliers,  updates,  and  a  disproportionate 
share  adjustment. 

In  the  August  30,  2002  Federal 
Register,  we  issued  a  final  rule  that 
implemented  the  LTCH  PPS  authorized 
under  the  BBRA  and  BIPA  (67  FR 


55954).  For  the  initial  implementation 
of  the  LTCH  PPS  (FYs  2003  through  FY 
2007),  the  system  used  information  from 
LTCH  patient  records  to  classify 
patients  into  distinct  long-term  care 
diagnosis-related  groups  (LTC-DRGs) 
based  on  clinical  characteristics  and 
expected  resource  needs.  Beginning  in 
FY  2008,  we  adopted  the  Medicare 
severity  long-term  care  diagnosis-related 
groups  (MS-LTC-DRGs)  as  the  patient 
classification  system  used  under  the 
LTCH  PPS.  Payments  are  calculated  for 
each  MS-LTC-DRG  and  provisions  are 
made  for  appropriate  payment 
adjustments.  Payment  rates  under  the 
LTCH  PPS  are  updated  annually  and 
published  in  the  Federal  Register. 

The  LTCH  PPS  replaced  the 
reasonable  cost-based  payment  system 
under  the  Tax  Equity  and  Fiscal 
Responsibility  Act  of  1982  (TEFRA) 
(Pub.  L.  97-248)  for  payments  for 
inpatient  services  provided  by  a  LTCH 
with  a  cost  reporting  period  beginning 
on  or  after  October  1,  2002.  (The 
regulations  implementing  the  TEFRA 
reasonable  cost-based  payment 
provisions  are  located  at  42  CFR  Part 
413.)  With  the  implementation  of  the 
PPS  for  acute  care  hospitals  authorized 
by  the  Social  Security  Amendments  of 
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1983  (Pub.  L.  98-21),  which  added 
section  1886(d)  to  the  Act,  certain 
hospitals,  including  LTCHs,  were 
excluded  from  the  PPS  for  acute  care 
hospitals  and  were  paid  their  reasonable 
costs  for  inpatient  services  subject  to  a 
per  discharge  limitation  or  target 
amount  under  the  TEFRA  system.  For 
each  cost  reporting  period,  a  hospital- 
specific  ceiling  on  payments  was 
determined  by  multiplying  the 
hospital’s  updated  target  amount  by  the 
number  of  total  current  year  Medicare 
discharges.  (Generally,  in  section  VII.  of 
this  preamble,  when  we  refer  to 
discharges,  the  intent  is  to  describe 
Medicare  discharges.)  The  August  30, 
2002  final  rule  further  details  the 
payment  policy  under  the  TEFRA 
system  (67  FR  55954). 

In  the  August  30,  2002  final  rule,  we 
provided  for  a  5-year  transition  period 
from  payments  under  the  TEFRA 
System  to  payments  under  the  LTCH 
PPS.  During  this  5-year  transition 
period,  a  LTCH’s  total  payment  under 
the  PPS  was  based  on  an  increasing 
percentage  of  the  Federal  rate  with  a 
corresponding  decrease  in  the 
percentage  of  the  LTCH  PPS  payment 
that  is  based  on  reasonable  cost 
concepts,  unless  a  LTCH  made  a  one¬ 
time  election  to  be  paid  based  on  100 
percent  of  the  Federal  rate.  Beginning 
with  LTCHs’  cost  reporting  periods 
beginning  on  or  after  October  1,  2006, 
total  LTCH  PPS  payments  are  based  on 
100  percent  of  the  Federal  rate. 

In  addition,  in  the  August  30,  2002 
final  rule,  we  presented  an  in-depth 
discussion  of  the  LTCH  PPS,  including 
the  patient  classification  system, 
relative  weights,  payment  rates, 
additional  payments,  and  the  budget 
neutrality  requirements  mandated  by 
section  123  of  the  BBRA.  The  same  final 
rule  that  established  regulations  for  the 
LTCH  PPS  under  42  CFR  Part  412, 
Subpart  O,  also  contained  LTCH 
provisions  related  to  covered  inpatient 
services,  limitation  on  charges  to 
beneficiaries,  medical  review 
requirements,  furnishing  of  inpatient 
hospital  services  directly  or  under 
arrangement,  and  reporting  and 
recordkeeping  requirements.  We  refer 
readers  to  the  August  30,  2002  final  rule 
for  a  comprehensive  discussion  of  the 
research  and  data  that  supported  the 
establishment  of  the  LTCH  PPS  (67  FR 
55954). 

We  refer  readers  to  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51733 
through  51743)  for  a  chronological 
summary  of  the  main  legislative  and 
regulatory  developments  affecting  the 
LTCH  PPS  through  the  annual  update 
cycles  prior  to  this  FY  2013  rulemaking 
cycle. 


2.  Criteria  for  Classification  as  a  LTCH 

a.  Classification  as  a  LTCH 

Under  the  existing  regulations  at 
§§  412.23(e)tl)  and  (e)(2)(i),  which 
implement  section  1886(d)(l)(B)(iv)(I)  of 
the  Act,  to  qualify  to  be  paid  under  the 
LTCH  PPS,  a  hospital  must  have  a 
provider'  agreement  with  Medicare  and 
must  have  an  average  Medicare 
inpatient  LOS  of  greater  than  25  days. 
Alternatively,  §412.23(e)(2)(ii)  states 
that,  for  cost  reporting  periods 
beginning  on  or  after  August  5,  1997,  a 
hospital  that  was  first  excluded  from  the 
PPS  in  1986  and  can  demonstrate  that 
at  least  80  percent  of  its  annual 
Medicare  inpatient  discharges  in  the  12- 
month  cost  reporting  period  ending  in 
FY  1997  have  a  principal  diagnosis  that 
reflects  a  finding  of  neoplastic  disease 
must  have  an  average  inpatient  length  of 
stay  for  all  patients,  including  both 
Medicare  and  non-Medicare  inpatients, 
of  greater  than  20  days. 

b.  Hospitals  Excluded  From  the  LTCH 
PPS 

The  following  hospitals  are  paid 
under  special  payment  provisions,  as 
described  in  §  412.22(c),  and  therefore, 
are  not  subject  to  the  LTCH  PPS  rules: 

•  Veterans  Administration  hospitals. 

•  Hospitals  that  are  reimbursed  under 
State  cost  control  systems  approved 
under  42  CFR  Part  403. 

•  Hospitals  that  are  reimbursed  in 
accordance  with  demonstration  projects 
authorized  under  section  402(a)  of  the 
Social  Security  Amendments  of  1967 
(Pub.  L.  90-248)  (42  U.S.C.  1395b-l)  or 
section  222(a)  of  the  Social  Security 
Amendments  of  1972  (Pub.  L.  92-603) 
(42  U.S.C.  1395b-l  (note))  (Statewide 
all-payer  systems,  subject  to  the  rate-of- 
increase  test  at  section  1814(b)  of  the 
Act). 

•  Nonparticipating  hospitals 
furnishing  emergency  services  to 
Medicare  beneficiaries. 

3.  Limitation  on  Charges  to  Beneficiaries 

In  the  August  30,  2002  final  rule,  we 
presented  an  in-depth  discussion  of 
beneficiary  liability  under  the  LTCH 
PPS  (67  FR  55974  through  55975).  In  the 
RY  2005  LTCH  PPS  final  rule  (69  FR 
25676),  we  clarified  that  the  discussion 
of  beneficiary  liability  in  the  August  30, 
2002  final  rule  was  not  meant  to 
establish  rates  or  payments  for,  or  define 
Medicare-eligible  expenses.  Under 
§  412.507,  if  the  Medicare  payment _to 
the  LTCH  is  the  full  LTC-DRG  payment 
amount,  as  consistent  with  other 
established  hospital  prospective 
payment  systems,  a  LTCH  may  not  bill 
a  Medicare  beneficiary  for  more  than  the 
deductible  and  coinsurance  amounts  as 


specified  under  §§409.82,  409.83,  and 
409.87  apd  for  items  and  services  as 
specified  under  §  489.30(a).  However, 
under  the  LTCH  PPS,  Medicare  will 
only  pay  for  days  for  which  the 
beneficiary  has  coverage  until  the  short- 
stay  outlier  (SSO)  threshold  is  exceeded. 
Therefore,  if  the  Medicare  payment  was 
for  a  SSO  case  (§  412.529)  that  was  less 
than  the  full  LTC-DRG  payment  amount 
because  the  beneficiary  had  insufficient 
remaining  Medicare  days,  the  LTCH 
could  also  charge  the  beneficiary  for 
services  delivered  on  those  uncovered 
days  (§412.507). 

4.  Administrative  Simplification 
Compliance  Act  (ASCA)  and  Health 
Insurance  Portability  and 
Accountability  Act  (HIPAA) 

Compliance 

Claims  submitted  to  Medicare  must 
comply  with  both  the  Administrative 
Simplification  Compliance  Act  (ASCA) 
(Pub.  L.  107-105),  and  the  Health 
Insurance  Portability  and 
Accountability  Act  of  1996  (HIPAA) 

(Pub.  L.  104-191).  Section  3  of  the 
ASCA  requires  that  the  Medicare  • 
Program  deny  payment  under  Part  A  or 
Part  B  for  any  expenses  incurred  for 
items  or  services  “for  which  a  claim  is 
submitted  other  than  in  an  electronic 
form  specified  by  the  Secreteury.” 

Section  1862(h)  of  the  Act  (as  added  by 
section  3(a)  of  the  ASCA)  provides  that 
the  Secretary  shall  waive  such  denial  in 
two  specific  types  of  cases  and  may  also 
waive  such  denial  “in  such  unusual 
cases  as  the  Secretary  finds  appropriate’’ 
(68  FR  48805).  Section  3  of  the  ASCA 
operates  in  the  context  of  the  HIPAA 
regulations,  which  include,  among  other 
provisions,  the  transactions  and  code 
sets  standards  requirements  codified  as 
45  CFR  Parts  160  and  162,  Subparts  A 
and  I  through  R  (generally  known  as  the 
Transactions  Rule).  The  ’Transactions 
Rule  requires  covered  entities,  including 
covered  health  care  providers,  to 
conduct  certain  electronic  health  care 
transactions  according  to  the  applicable 
transactions  and  code  sets  standards. 

B.  Medicare  Severity  Long-Term  Care 
Diagnosis-Related  Group  (MS-LTC- 
DRG)  Classifications  and  Relative 
Weigh  ts  for  FY  2013 

1.  Background 

Section  123  of  the  BBRA  requires  that 
the  Secretary  implement  a  PPS  for 
LTCHs  (that  is,  a  per  discharge  system 
with  a  diagnosis-related  group  (DRG)- 
based  patient  classification  system 
reflecting  the  differences  in  patient 
resources  and  costs).  Section  307(b)(1) 
of  the  BIPA  modified  the  requirements 
of  section  123  of  the  BBRA  by  requiring 
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that  the  Secretary  examine  “the 
feasibility  and  the  impact  of  basing 
payment  under  such  a  system  [the  long¬ 
term  care  hospital  (LTCH)  PPS]  on  the 
use  of  existing  (or  refined)  hospital 
DRGs  that  have  been  modified  to 
account  for  different  resource  use  of 
LTCH  patients,  as  well  as  the  use  of  the 
most  recently  available  hospital 
discharge  data.” 

When  the  LTCH  PPS  was 
implemented  for  cost  reporting  periods 
beginning  on  or  after  October  1,  2002, 
we  adopted  the  same  DRG  patient 
classification  system  (that  is.  the  CMS 
DRGs)  that  was  utilized  at  that  time 
under  the  IPPS.  As  a  component  of  the 
LTCH  PPS,  we  refer  to  this  patient 
classification  system  as  the  “long-term 
care  diagnosis-related  groups  (LTC- 
DRGs).”  Although  the  patient 
classification  system  used  under  both 
the  LTCH  PPS  and  the  IPPS  are  the 
same,  the  relative  weights  are  different. 
The  established  relative  weight 
methodology  and  data  used  under  the 
LTCH  PPS  result  in  relative  weights 
under  the  LTCH  PPS  that  reflect  “the 
differences  in  patient  resource  use 
*  *  •”  of  LTCH  patients  (section 
123(a)(1)  of  the  BBRA  (Pub.  L.  106- 
113)). 

As  part  of  our  efforts  to  better 
recognize  severity  of  illness  among 
patients,  in  the  FY  2008  IPPS  final  rule 
with  comment  period  (72  FR  47130),  the 
MS-PRGs  and  the  Medicare  severity 
long-term  care  diagnosis-related  groups 
(MS-LTC-DRGs)  were  adopted  under 
the  IPPS  and  the  LTCH  PPS. 
respectively,  effective  beginning 
October  1,  2007  (FY  2008).  For  a  full 
description  of  the  development  and 
implementation  and  rationale  for  the 
use  of  the  MS-DRGs  and  MS-LTC- 
DRGs,  we  refer  readers  to  the  FY  2008 
IPPS  final  rule  with  comment  period  (72 
FR  47141  through  47175  and  47277 
through  47299).  (We  note  that,  in  that 
same  final  rule,  we  revised  the 
regulations  at  §  412.503  to  specify  that 
for  LTCH  discharges  occurring  on  or 
after  October  1,  2007,  w'hen  applying 
the  provisions  of  42  CFR  Part  412, 
Subpart  O  applicable  to  LTCHs  for 
policy  descriptions  and  payment 
calculations,  all  references  to  LTC- 
DRGs  would  be  considered  a  reference 
to  MS-LTC-DRGs.  For  the  remainder  of 
this  section,  we  present  the  discussion 
in  terms  of  the  current  MS-LTC-DRG 
patient  classification  system  unless 
specifically  referring  to  the  previous 
LTC— DRG  patient  classification  system 
that  was  in  effect  before  Octobef  1, 
2007.) 

The  MS-DRGs  adopted  in  FY  2008 
represent  an  increase  in  the  number  of 
DRGs  by  207  (that  is,  from  538  to  745) 


(72  FR  47171).  The  MS-DRG 
classifications  are  updated  annually.  As 
described  in  section  II.G.  of  this 
preamble,  for  FY  2013,  as  we  proposed, 
we  are  not  creating  or  deleting  any  MS- 
DRGs,  and  as  such  we  continue  to  have 
a  total  of  751  MS-DRG  groupings  for  FY 
2013.  Consistent  with  section  123  of  the 
BBRA.  as  amended  by  section  307(b)(1) 
of  the  BIPA,  and  §  412.515  of  the 
regulations,  we  use  information  derived 
from  LTCH  PPS  patient  records  to 
classify  LTCH  discharges  into  distinct 
MS-LTC-DRGs  based  on  clinical 
characteristics  and  estimated  resource 
needs.  We  then  assign  an  appropriate 
weight  to  the  MS-LTC-DRGs  to  account 
for  the  difference  in  resource  use  by 
patients  exhibiting  the  case  complexity 
and  multiple  medical  problems 
characteristic  of  LTCHs.  Below  we 
provide  a  general  summary  of  our 
existing  methodology  for  determining 
the  MS-LTC-DRG  relative  weights. 

In  a  departure  from  the  IPPS,  and  as 
discussed  in  greater  detail  below  in 
section  VII. B. 3. f.  of  this  preamble,  w'e 
use  low-volume  MS-LTC-DRGs  (that  is, 
MS-LTC-DRGs  with  less  than  25  LTCH 
cases)  in  determining  the  MS-LTC-DRG 
relative  weights  because  LTCHs  do  not 
typically  treat  the  full  range  of 
diagnoses  as  do  acute  care  hospitals.  For 
purposes  of  determining  the  relative 
weights  for  the  large  number  of  low- 
volume  MS-LTC-DRGs,  we  group  all  of 
the  low-volume  MS-LTC-DRGs  into 
five  quintiles  based  on  average  charge 
per  discharge.  (A  detailed  discussion  of 
the  initial  development  and  application 
of  the  quintile  methodology  appears  in 
the  August  30,  2002  LTCH  PPS  final 
rule  (67  FR  55978).)  Under  our  existing 
methodology  and  as  proposed,  we 
account  for  adjustments  to  payments  for 
SSO  cases  (that  is,  cases  where  the 
covered  length  of  stay  at  the  LTCH  is 
less  than  or  equal  to  five-sixths  of  the 
geometric  average  length  of  stay  for  the 
MS-LTC-DRG).  Furthermore,  as 
proposed,  we  make  adjustments  to 
account  for  nonmonotonically 
increasing  weights,  when  necessary. 

That  is,  theoretically,  cases  under  the 
MS-LTC-DRG  system  that  are  more 
severe  require  greater  expenditure  of 
medical  care  resources  and  will  result  in 
higher  average  charges  such  that,  in  the 
severity  levels  within  a  base  MS-LTC- 
DRG,  the  weights  should  increase 
monotonically  with  severity  from  the 
lowest  to  highest  severity  level.  (We 
discuss  nonmonotonicity  in  greater 
detail  and  our  methodology  to  adjust  the 
MS-LTC-DRG  relative  weights  to 
account  for  nonmonotonically 
increasing  relative  weights  in  section 
VII.B.3.g.  (Step  6)  of  this  preamble.) 


2.  Patient  Classifications  Into  MS-LTC- 
DRGs 

a.  Background 

The  MS-DRGs  (used  under  the  IPPS) 
and  the  MS-LTC-DRGs  (used  under  the 
LTCH  PPS)  are  based  on  the  CMS  DRG 
structure.  As  noted  above  in  this 
section,  we  refer  to  the  DRGs  under  the 
LTCH  PPS  as  MS-LTC-DRGs  although 
they  are  structurally  identical  to  the 
MS-DRGs  used  under  the  IPPS. 

The  MS-DRGs  are  organized  into  25 
major  diagnostic  categories  (MDCs), 
most  of  which  are  based  on  a  particular 
organ  system  of  the  body;  the  remainder 
involve  multiple  organ  systems  (such  as 
MDC  22,  Burns).  Within  most  MDCs, 
cases  are  then  divided  into  surgical 
DRGs  and  medical  DRGs.  Surgical  DRGs 
are  assigned  based  on  a  surgical 
hierarchy  that  orders  operating  room 
(O.R.)  procedures  or  groups  of  O.R. 
procedures  by  resource  intensity.  The 
GROUPER  software  program  does  not 
recognize  all  ICD-9-^M  procedure 
codes  as  procedures  affecting  DRG 
assignment.  That  is,  procedures  that  are 
not  surgical  (for  example,  EKG),  or 
minor  surgical  procedures  (for  example, 
biopsy  of  skin  and  subcutaneous  tissue 
(procedure  code  86.11))  do  not  affect  the 
MS-LTC-DRG  assignment  based  on 
their  presence  on  the  claim. 

Generally,  under  the  LTCH  PPS,  a 
Medicare  payment  is  made  at  a 
predetermined  specific  rate  for  each 
discharge  and  that  payment  varies  by 
the  MS-LTC-DRG  to  which  a 
beneficiary’s  stay  is  assigned.  Cases  are 
classified  into  MS-LTC-DRGs  for 
payment  based  on  the  following  six  data 
elements: 

•  Principal  diagnosis; 

•  Additional  or  secondary  diagnoses; 

•  Surgical  procedures; 

•  Age; 

•  Sex;  and 

•  Discharge  status  of  the  patient. 

Through  FY  2010,  the  number  of 

secondary  or  additional  diagnoses  and 
the  number  of  procedure  codes 
considered  for  MS-DRG  assignment  was 
limited  to  nine  and  six,  respectively. 
However,  for  claims  submitted  on  the 
5010  format  beginning  January  1,  2011, 
we  increased  the  capacity  to  process 
diagnosis  and  procedure  codes  up  to  25 
diagnoses  and  25  procedures.  This 
includes  one  principal  diagnosis  and  up 
to  24  secondary  diagnoses  for  severity  of 
illness  determinations.  We  refer  readers 
to  section  II.G.ll,c.  of  the  preamble  of 
the  FY  2011  IPPS/LTCH  PPS  final  rule 
for  a  complete  discussion  of  this  change 
(75  FR  50127). 

Upon  the  discharge  of  the  patient,  the 
LTCH  must  assign  appropriate  diagnosis 
and  procedure  codes  from  the  most 
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current  version  of  the  International 
Classification  of  Diseases,  Ninth 
Revision,  Clinical  Modification  (ICD-9- 
CM).  HIPAA  Transactions  and  Code 
Sets  Standards  regulations  at  45  CFR 
Parts  160  and  162  require  that  no  later 
than  October  16,  2003,  all  covered 
entities  must  comply  with  the 
applicable  requirements  of  Subparts  A 
and  I  through  R  of  Part  162.  Among 
other  requirements,  those  provisions 
direct  covered  entities  to  use  the  ASC 
X12N  837  Health  Care  Claim: 
Institutional,  Volumes  1  and  2,  Version 
4010,  and  the  applicable  standard 
medical  data  code  sets  for  the 
institutional  health  care  claim  or 
equivalent  encounter  information 
transaction  (45  CFR  162.1002  and  45 
CFR  162.1102).  For  additional 
information  on  the  ICD— 9-CM  Coding 
System,  we  refer  readers  to  the  FY  2008 
IPPS  final  rule  with  comment  period  (72 
FR  47241  through  47243  and  47277 
through  47281).  We  also  refer  readers  to 
the  detailed  discussion  on  correct 
coding  practices  in  the  August  30,  2002 
LTCH  PPS  final  rule  (67  FR  55981 
through  55983).  Additional  coding 
instructions  and  examples  are  published 
in  the  Coding  Clinic  for  ICD-9-CM,  a 
product  of  the  American  Hospital 
Association.  (We  refer  readers  to  section 
II.G.9.  of  this  preamble  for  additional 
information  on  the  annual  revisions  to 
the  ICD— 9-CM  codes.) 

With  respect  to  the  ICD-9-CM  coding 
system,  we  have  been  discussing  the 
conversion  to  the  ICD-IO-CM  and  the 
ICD-IO-PCS  coding  systems  for  many 
years.  In  prior  rules  published  in  the 
Federal  Register  (for  example,  section 
II.G.ll.  of  the  FY  2011  IPPS/LTGH  PPS 
final  rule  (75  FR  50122  through  50128)), 
we  discussed  the  implementation  date 
for  the  conversion  to  the  IGD-IO-CM 
and  IGD— 10-PGS  coding  systems.  We 
refer  readers  to  section  II.G.9.  of  this 
preamble  for  additional  information  on 
the  adoption  of  the  IGD-IO-CM  and 
IGD— 10-PCS  systems. 

To  create  the  MS-DRGs  (and  by 
extension,  the  MS-LTC-DRGs),  base 
DRGs  were  subdivided  according  to  the 
presence  of  specific  secondary 
diagnoses  designated  as  complications 
or  comorbidities  (GGs)  into  one,  two,  or 
three  levels  of  severity,  depending  on 
the  impact  of  the  GCs  on  resources  used 
for  those  cases.  Specifically,  there  are 
sets  of  MS-DRGs  that  are  split  into  2  or 
3  subgroups  based  on  the  presence  or 
absence  of  a  CG  or  a  major  complication 
or  comorbidity  (MCC).  We  refer  readers 
to  section  II.D.  of  the  FY  2008  IPPS  final 
rule  with  comment  period  for  a  detailed 
discussion  about  the  creation  of  MS- 
DRGs  based  on  severity  of  illness  levels 
(72  FR  47141  through  47175). 


Medicare  contractors  (that  is,  fiscal 
intermediaries  and  MAGs)  enter  the 
clinical  and  demographic  information 
submitted  by  LTCHs  into  their  claims 
processing  systems  and  subject  this 
information  to  a  series  of  automated 
screening  processes  called  the  Medicare 
Gode  Editor  (MCE).  These  screens  are 
designed  to  identify  cases  that  require 
further  review  before  assignment  into  a 
MS-LTC-DRG  can  be  made.  During  this 
process,  certain  cases  are  selected  for 
further  development  (74  FR  43949). 

After  screening  through  the  MCE, 
each  claim  is  classified  into  the 
appropriate  MS-LTC-DRG  by  the 
Medicare  LTCH  GROUPER  software  on 
the  basis  of  diagnosis  and  procedure 
codes  and  other  demographic 
information  (age,  sex,  and  discharge 
status).  The  GROUPER  software  used 
under  the  LTCH  PPS  is  the  same 
GROUPER  software  program  used  under 
the  IPPS.  Following  the  MS-LTC-DRG 
assignment,  the  Medicare  contractor 
determines  the  prospective  payment 
amount  by  using  the  Medicare  PRICER 
program,  which  accounts  for  hospital- 
specific  adjustments.  Under  the  LTCH 
PPS,  we  provide  an  opportunity  for 
LTCHs  to  review  the  MS-LTC-DRG 
assignments  made  by  the  Medicare 
contractor  and  to  submit  additional 
information  within  a  specified 
timeframe  as  provided  in  §  412.513(c). 

The  GROUPER  software  is  used  both 
to  classify  past  cases  to  measure  relative 
hospital  resource  consumption  to 
establish  the  MS-LTC-DRG  weights  and 
to  classify  current  cases  for  purposes  of 
determining  payment.  The  records  for 
all  Medicare  hospital  inpatient 
discharges  are  maintained  in  the 
MedPAR  file.  The  data  in  this  file  are 
used  to  evaluate  possible  MS-DRG  and 
MS-LTC-DRG  classification  changes 
and  to  recalibrate  the  MS-DRG  and  MS- 
LTC-DRG  relative  weights  during  our 
anntial  update  under  both  the  IPPS 
(§  412.60(e))  and  the  LTCH  PPS 
(§412.517),  respectively. 

b.  Changes  to  the  MS-LTC-DRGs  for  FY 
2013 

As  specified  by  our  regulations  at 
§  412.517(a),  which  requires  that  the 
MS-LTC-DRG  classifications  and 
relative  weights  be  updated  annually 
and  consistent  with  our  historical 
practice  of  using  the  same  patient 
classification  system  under  the  LTCH 
PPS  as  is  used  under  the  IPPS,  as  we 
proposed,  we  are  updating  the  MS- 
LTC-DRG  classifications  effective 
October  1,  2012,  through  September  30, 
2013  (FY  2013)  consistent  with  the 
changes  to  specific  MS-DRG 
classifications  presented  in  section  II.G. 
of  this  preamble  (that  is,  GROUPER 


Version  30.0).  Therefore,  the  MS-LTC- 
DRGs  for  FY  2013  presented  in  this  final 
rule  are  the  same  as  the  MS-DRGs  that 
are  being  used  under  the  IPPS  for  FY 
2013.  In  addition,  because  the  MS-LTC- 
DRGs  for  FY  2013  are  the  same  as  the 
MS-DRGs  for  FY  2013,  the  other 
changes  that  affect  MS-DRG  (and  hy 
extension  MS-LTC-DRG)  assignments 
under  Version  30.0  of  the  GROUPER 
discussed  in  section  II.G.  of  the 
preamble  of  this  final  rule,  including  the 
changes  to  the  MCE  software  and  the 
ICD-9-CM  coding  system,  are  also 
applicable  under  the  LTCH  PPS  for  FY 
2013.  We  note  that,  we  did  not  receive 
any  public  comments  regarding  the 
proposals  presented  under  this  section. 
The  comments  we  received  on  the 
proposed  changes  to  the  MS-DRG 
classifications  for  FY  2013  (GROUPER 
Version  30.0)  are  discussed  in  section 
II.G.  of  the  preamble  of  this  final  rule. 

3.  Development  of  the  FY  2013  MS- 
LTC-DRG  Relative  Weights 

a.  General  Overview  of  the  Development 
of  the  MS-LTC-DRG  Relative  Weights 

One  of  the  primary  goals  for  the 
implementation  of  the  LTCH  PPS  is  to 
pay  each  LTCH  an  appropriate  amount 
for  the  efficient  delivery  of  medical  care 
to  Medicare  patients.  The  system  must 
be  able  to  account  adequately  for  each 
LTCH’s  case-mix  in  order  to  ensure  both 
fair  distribution  of  Medicare  payments 
and  access  to  adequate  care  for  those 
Medicare  patients  whose  care  is  more 
costly  (67  FR  55984).  To  accomplish 
these  goals,  we  have  annually  adjusted 
the  LTCH  PPS  standard  Federal 
prospective  payment  system  rate  by  the 
applicable  relative  weight  in 
determining  payment  to  LTCHs  for  each 
case. 

Although  the  adoption  of  the  MS- 
LTC-DRGs  resulted  in  some 
modifications  of  our  historical 
procedures  for  assigning  relative 
weights  in  cases  of  zero  volume  and/or 
nonmonotonicity,  as  proposed,  the  basic 
methodology  used  to  develop  the  MS- 
LTC-DRG  relative  weights  continues  to 
be  consistent  with  the  general 
methodology  established  when  the 
LTCH  PPS  was  implemented  in  the 
August  30,  2002  LTCH  PPS  final  rule 
(67  FR  55989  through  55991).  (For 
additional  details  on  the  modifications 
to  our  historical  procedures  for 
assigning  relative  weights  in  cases  of 
zero  volume  and/or  nonmonotonicity, 
we  refer  readers  to  the  FY  2008  IPPS 
final  rule  with  comment  period  (72  FR 
47289  through  47295)  and  the  FY  2009 
IPPS  final  rule  (73  FR  48542  through 
48550).)  Under  the  LTCH  PPS,  relative 
weights  for  each  MS-LTC-DRG  are  a 
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primary  element  used  to  account  for  the 
variations  in  cost  per  discharge  and 
resource  utilization  among  the  payment 
groups  (§412.515).  To  ensure  that 
Medicare  patients  classified  to  each 
MS-LTC-DRG  have  access  to  an 
appropriate  level  of  services  and  to 
encourage  efficiency,  we  calculated  a 
relative  weight  for  each  MS-LTC-DRG 
that  represents  the  resources  needed  by 
an  average  inpatient  LTCH  case  in  that 
MS-LTC-DRG.  For  example,  cases  in  a 
MS-LTC-DRG  with  a  relative  weight  of 
2  will,  oh  average,  cost  twice  as  much 
to  treat  as  cases  in  a  MS-LTC-DRG  with 
a  relative  weight  of  1. 

b.  Development  of  the  MS-LTC-DRG 
Relative  Weights  for  FY  2013 
In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28000  through 
28007),  we  presented  our  proposals  for 
the  development  of  the  MS-LTC-DRG 
relative  weights  for  FY  2013,  The  basic 
methodology  we  proposed  to  use  to 
develop  the  FY  2013  MS-LTC-DRG 
relative  weights  is  the  same  as  the 
methodology  we  used  to  develop  the  FY 
2012  MS-LTC-DRG  relative  weights  in 
the  FY  2012  IPPS/LTCH  PPS  final  rule 
(76  FR  51738  through  51743)  and  is 
consistent  with  the  general  methodology 
established  when  the  LTCH  PPS  was 
implemented  in  the  August  30,  2002 
LTCH  PPS  final  rule  (67  FR  55989 
through  55991).  Our  proposed 
development  of  the  FY  2013  MS-LTC- 
PRG  relative  weights  included 
proposals  related  to  the  data,  the 
hospital-specific  relative  value  (HSRV) 
methodology,  the  treatment  of  severity 
levels  in  the  MS-LTC-DRGs,  low- 
volume  and  no-volume  MS-LTC-DRGs, 
adjustment  for  nonmonotonicity,  and 
the  steps  for  calculating  the  MS-LTC- 
DRG  relative  weights  with  a  budget 
neutrality  factor.  We  did  not  receive  any 
public  comments  on  our  proposals 
regarding  the  development  of  the  MS- 
LTC-DRG  relative  weights  for  FY  2013, 
and  are  adopting  the  proposals  as  final 
without  modification  in  this  final  rule. 
(We  refer  readers  to  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  for  additional 
details  on  our  proposals  for  the 
development  of  the  FY  2103  MS-LTC- 
DRG  relative  weights  (77  FR  28000 
through  28007).)  Below  we  present  the 
finalized  methodology  that  we  used  to 
determine  the  MS-LTC-DRG  relative 
weights  for  FY  2013,  which  is  consistent 
with  the  methodology  presented  in  the 
proposed  rule. 

Beginning  with  the  FY  2008  update, 
we  established  a  budget  neutrality 
requirement  for  the  annual  update  to  the 
M^LTC-DRG  classifications  and 
relative  weights  at  §  412.517(b)  (in 
conjunction  with  §412.503),  such  that 


estimated  aggregate  LTCH  PPS 
payments  would  be  unaffected,  that  is, 
would  be  neither  greater  than  nor  less 
than  the  estimated  aggregate  LTCH  PPS 
payments  that  would  have  been  made 
without  the  classification  and  relative 
weight  changes  (72  FR  26882  through 
26884).  Consistent  with  §  412.517(b) 
and  as  proposed,  we  continue  to  apply 
our  established  two-step  budget 
neutrality  methodology,  which  is  based 
on  the  current  year  MS-LTC-DRG 
classifications  and  relative  weights.  We 
did  not  receive  any  public  comments 
regarding  this  proposal.  Thus,  for  this 
final  rule,  we  continue  to  apply  our 
established  two-step  budget  neutrality 
methodology  such  that  the  annual 
update  to  the  MS-LTC-DRG 
classifications  and  relative  weights  for 
FY  2013  are  based  on  the  FY  2012  MS- 
LTC-DRG  classifications  and  relative 
weights  established  in  Table  11  listed  in 
section  VI.  of  the  Addendum  to  the  FY 

2012  IPPS/LTCH  PPS  final  rule  (76  FR 
51813).  (For  additional  information  on 
the  established  two-step  budget 
neutrality  methodology,  we  refer  readers 
to  the  FY  2008  IPPS  final  rule  (72  FR 
47295  through  47296).) 

c.  Data 

For  the  proposed  rule,  to  calculate  the 
MS-LTC-DRG  relative  weights  for  FY 
2013,  we  obtained  total  charges  from  FY 
2011  Medicare  LTCH  bill  data  from  the 
December  2011  update  of  the  FY  2011  • 
MedPAR  file,  which  were  the  best 
available  data  at  that  time,  and  used  the 
proposed  Version  30.0  of  the  GROUPER 
to  classify  LTCH  cases.  Consistent  with 
our  existing  methodology,  we  also 
proposed  that  if  more  recent  data 
became  available,  we  would  use  those 
data  and  the  finalized  Version  30.0  of 
the  GROUPER  in  establishing  the  FY 

2013  MS-LTC-DRG  relative  weights  in 
the  final  rule.  Consistent  with  our 
proposal,  to  calculate  the  MS-LTC-DRG 
relative  weights  for  FY  2013  for  this 
final  rule,  we  obtained  total  charges 
from  FY  2011  Medicare  LTCH  bill  data 
from  the  March  2012  update  of  the  FY 
2011  MedPAR  file,  which  are  the  best 
available  data,  and  used  Version  30.0  of 
the  GROUPER  to  classify  LTCH  cases. 

As  proposed  and  consistent  with  our 
historical  methodology,  we  excluded 
the  data  from  LTCHs  that  are  all- 
inclusive  rate  providers  and  LTCHs  that 
are  reimbursed  in  accordance  with 
demonstration  projects  authorized 
under  section  402(a)  of  Public  Law  90- 
248  or  section  222(a)  of  Public  Law  92- 
603.  Furthermore,  consistent  with  our 
historical  practice,  we  excluded 
Medicare  Advantage  (Part  C)  claims, 
which  are  now  included  in  the  MedPAR 
files,  in  the  calculations  for  the  relative 


weights  under  the  LTCH  PPS  that  are 
used  to  determine  payments  for 
Medicare  fee-for-service  claims. 
Specifically,  we  did  not  use  any  claims 
from  the  MedPAR  files  that  have  a  GHO 
Paid  indicator -value  of  “1,”  which 
effectively  removes  Medicare  Advantage 
claims  from  the  relative  weight 
calculations  (73  FR  48532). 

Accordingly,  in  the  development  of  the 
FY  2013  MS-LTC-DRG  relative  weights 
in  this  final  rule,  we  excluded  the  data 
of  14  all-inclusive  rate  providers  and  the 
2  LTCHs  that  are  paid  in  accordance 
with  demonstration  projects  that  had 
claims  in  the  March  2012  update  of  the 
FY  2011  MedPAR  file,  as  well  as  any 
Medicare  Advantage  claims. 

d.  Hospital-Sp>ecific  Relative  Value 
(HSRV)  Methodology 

By  nature,  LTCHs  often  specialize  in 
certain  areas,  such  as  ventilator- 
dependent  patients  and  treatment  of 
infections  and  wound  care.  Some  case 
types  (DRGs)  may  be  treated,  to  a  large 
extent,  in  hospitals  that  have,  from  a 
perspective  of  charges,  relatively  high 
(or  low)  charges.  This  nonrandom 
distribution  of  cases  with  relatively  high 
(or  low)  charges  in  specific  MS-LTC- 
DRGs  has  the  potential  to 
inappropriately  distort  the  measure  of 
average  charges.  As  proposed,  to 
account  for  the  fact  that  cases  may  not 
be  randomly  distributed  across  LTCHs, 
consistent  with  the  methodology  we 
have  used  since  the  implementation  of 
the  LTCH  PPS,  we  continue  to  use  a 
hospital-specific  relative  value  (HSRV) 
methodology  to  calculate  the  MS-LTC- 
DRG  relative  weights  for  FY  2013.  We 
believe  this  method  removes  this 
hospital-specific  source  of  bias  in 
measuring  LTCH  average  charges  (67  FR 
55985).  Specifically,  under  this 
methodology,  we  reduce  the  impact  of 
the  variation  in  charges  across  providers 
on  any  particular  MS-LTC-DRG  relative 
weight  by  converting  each  LTCH’s 
charge  for  a  case  to  a  relative  value 
based  on  that  LTCH’s  average  charge. 

Under  the  HSRV  methodology,  we 
standardize  charges  for  each  LTCH  by 
converting  its  charges  for  each  case  to 
hospital-specific  relative  charge  values 
and  then  adjust  those  values  for  the 
LTCH’s  case-mix.  The  adjustment  for 
case-mix  is  needed  to  rescale  the 
hospital-specific  relative  charge  values 
(which,  by  definition,  average  1.0  for 
each  LTCH).  The  average  relative  weight 
for  a  LTCH  is  its  case-mix,  so  it  is 
reasonable  to  scale  each  LTCH’s  average 
relative  charge  value  by  its  case-mix.  In 
this  way,  each  LTCH’s  relative  charge 
value  is  adjusted  by  its  case-mix  to  an 
average  that  reflects  the  complexity  of 
the  cases  it  treats  relative  to  the 
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complexity  of  the  cases  treated  by  all 
other  LTCHs  (the  average  case-mix  of  all 
LTCHs). 

We  did  not  receive  any  public 
comments  regarding  this  proposal. 

Thus,  in  accordance  with  our 
established  methodology  and  as 
proposed,  we  continue  to  standardize 
charges  for  each  case  by  first  dividing 
the  adjusted  charge  for  the  case 
(adjusted  for  SSOs  under  §  412. .529  as 
described  in  section  VII. B. 3. g.  (Step  3) 
of  this  preamble)  by  the  average 
adjusted  charge  for  all  cases  at  the  LTCH 
in  which  the  case  was  treated.  SSO 
cases  are  cases  with  a  length  of  stay  that 
fs  less  than  or  equal  to  five-sixths  the 
average  length  of  stay  of  the  MS-LTC- 
DRG  (§412.529  and  §412.503).  The 
average  adjusted  charge  reflects  the 
average  intensity  of  the  health  care 
services  delivered  by  a  particular  LTCH 
and  the  average  cost  level  of  that  LTCH. 
The  resulting  ratio  is  multiplied  by  that 
LTCH’s  case-mix  index  to  determine  the 
standardized  charge  for  the  case  (67  FR 
55989). 

Multiplying  the  resulting  ratio  by  the 
LTCH’s  case-mix  index  accounts  for  the 
fact  that  the  same  relative  charges  are 
given  greater  weight  at  a  LTCH  with 
higher  average  costs  than  they  would  at 
a  LTCH  with  low  average  costs,  which 
is  needed  to  adjust  each  LTCH’s  relative 
charge  value  to  reflect  its  case-mix 
relative  to  the  average  case-mix  for  all 
LTCHs.  Because  we  standardize  charges 
in  this  manner,  we  count  charges  for  a 
Medicare  patient  at  a  LTCH  with  high 
average  charges  as  less  resource 
intensive  than  they  would  be  at  a  LTCH 
with  low  average  charges.  For  example, 
a  $10,000  charge  for  a  case  at  a  LTCH 
with  an  average  adjusted  charge  of 
$17,500  reflects  a  higher  level  of  relative 
resource  use  than  a  $10,000  charge  for 
a  case  at  a  LTCH  with  the  same  case- 
mix,  but  an  average  adjusted  charge  of 
$35,000.  We  believe  that  the  adjusted 
charge  of  an  individual  case  more 
accurately  reflects  actual  resource  use 
for  an  individual  LTCH  because  the 
variation  in  charges  due  to  systematic 
differences  in  the  markup  of  charges 
among  LTCHs  is  taken  into  account. 

e.  Treatment  of  Severity  Levels  in 
Developing  the  MS-LTC-DRC  Relative 
Weights 

For  purposes  of  determining  the  MS- 
LTC-DRC  relative  weights,  under  our 
historical  methodology,  there  are  three 
different  categories  of  DRCs  based  on 
volume  of  cases  within  specific  MS- 
LTC-DRCs.  MS-LTC-DRCs  with  at  least 
25  cases  are  each  assigned  a  unique 
relative  weight;  low-volume  MS-LTC- 
DRCs  (that  is,  MS-LTC-DRCs  that 
contain  between  1  and  24  cases  based 


on  a  given  year’s  claims  data)  are 
grouped  into  quintiles  (as  described 
below)  and  assigned  the  relative  weight 
of  the  quintile.  No-volume  MS-LTC- 
DRCs  (that  is,  no  cases  in  the  given 
year’s  claims  data  are  assigned  to  those 
MS-LTC-DRCs)  are  cross-walked  to 
other  MS-LTC-DRCs  based  on  the 
clinical  similarities  and  assigned  the 
relative  weight  of  the  cross-walked  MS- 
LTC-DRC  (as  described  in  greater  detail 
below).  As  proposed,  we  continue  to 
utilize  these  same  three  categories  of 
MS-LTC-DRCs  for  purposes  of  the 
treatment  of  severity  levels  in 
determining  the  MS-LTC-DRC  relative 
weights  for  FY  2013.  (We  provide  in- 
depth  discmssions  of  our  policy 
regarding  weight-setting  for  low-volume 
MS-LTC-DRCs  in  section  VILB.3.f.  of 
the  preamble  of  this  final  rule  and  for 
no-volume  MS-LTC-DRCs,  under  Step 

5  in  section  VII.B.3.g.  of  this  preamble.) 

As  also  noted  above,  while  the  LTCH 

PPS  and  the  IPPS  use  the  same  patient 
classification  system,  the  methodology 
that  is  used  to  set  the  DRC  relative 
weights  for  use  in  each  payment  system 
differs  because  the  overall  volume  of 
cases  in  the  LTCH  PPS  is  much  less 
than  in  the  IPPS.  In  general,  as  proposed 
and  consistent  with  our  existing 
methodology  we  used  the  following 
steps  to  determine  the  FY  2013  MS- 
LTC-DRC  relative  weights:  (1)  If  an  MS- 
LTC-DRC  has  at  least  25  cases,  it  is 
assigned  its  own  relative  weight;  (2)  if 
an  MS-LTC-DRC  has  between  1  and  24 
cases,  it  is  assigned  to  a  quintile  for 
which  we  compute  a  relative  weight  for 
all  of  the  MS-LTC-DRCs  assigned  to 
that  quintile;  and  (3)  if  an  MS-LTC- 
DRC  has  no  cases,  it  is  cross-walked  to 
another  MS-LTC-DRC  based  upon 
clinical  similarities  to  assign  an 
appropriate  relative  weight  (as 
described  below  in  detail  in  Step  5  of 
section  VII.B.3.g.  of  this  preamble). 
Furthermore,  in  determining  the  FY 
2013  MS-LTC-DRC  relative  weights, 
when  necessary,  we  make  adjustments 
to  account  for  nonmonotonicity,  as 
discussed  in  greater  detail  below  in  Step 

6  of  section  VII.B.3.g.  of  this  preamble. 
We  refer  readers  to  the  discussion  in  the 
FY  2010  IPPS/RY  LTCH  PPS  final  rule 
for  our  rationale  for  including  an 
adjustment  for  nonmonotonicity  (74  FR 
43953  through  43954). 

f.  Low- Volume  MS-LTC-DRCs 
In  order  to  account  for  MS-LTC- 
DRCs  with  low  volume  (that  is,  with 
fewer  than  25  LTCH  cases),  as  proposed 
and  consistent  with  our  existing 
methodology,  for  purposes  of 
determining  the  FY  2013  MS-LTC-DRC 
-  relative  weights,  we  continue  to  employ 
the  quintile  methodology  for  low- 


volume  MS-LTC-DRCs,  such  that  we 
group  the  “low-volume  MS-LTC- 
DRCs’’  (that  is,  MS-LTC-DRCs  that 
contained  between  1  and  24  cases 
annually)  into  one  of  five  categories 
(quintiles)  based  on  average  charges  (67 
FR  55984  through  55995  and  72  FR 
47283  through  47288).  In  determining 
the  FY  2013  MS-LTC-DRC  relative 
weights  in  this  final  rule,  in  cases  where 
the  initial  assignment  of  a  low-volume 
MS-LTC-DRC  to  quintiles  resulted  in 
nonmonotonicity  within  a  base-DRC,  in 
order  to  ensure  appropriate  Medicare 
payments,  consistent  with  our  historical 
methodology,  we  made  adjustments  to 
the  treatment  of  low-volume  MS-LTC- 
DRCs  to  preserve  monotonicity,  as 
discussed  in  detail  below  in  section 
VII.B.3.g.  (Step  6)  in  this  preamble. 

In  this  final  rule,  using  LTCH  cases 
from  the  March  2012  update  of  the  FY 
2011  MedPAR  file  (which  is  currently 
the  best  available  data),  we  identified 
304  MS-LTC-DRCs  that  contained 
between  1  and  24  cases.  This  list  of  MS- 
LTC-DRCs  was  then  divided  into  one  of 
the  5  low-volume  quintiles,  each 
containing  a  minimum  of  61  MS-LTC- 
DRCs  (304/5  =  64  with  4  MS-LTC- 
DRCs  as  the  remainder).  We  assigned  a 
low-volume  MS-LTC-DRC  to  a  specific 
low-volume  quintile  by  sorting  the  low- 
volume  MS-LTC-DRCs  in  ascending 
order  by  average  charge  in  accordance 
with  our  established  methodology. 
Furthermore,  because  the  number  of 
MS-LTC-DRCs  with  less  than  25  cases 
was  not  evenly  divisible  by  5,  the 
average  charge  of  the  low-volume 
quintile  was  used  to  determine  which  of 
the  low-volume  quintiles  contain  the  4 
additional  low-volume  MS-LTC-DRCs. 
Specifically,  after  organizing  the  MS- 
LTC-DRCs  by  ascending  order  by 
average  charge,  we  assigned  the  first 
fifth  (1st  through  60th)  of  low- volume 
MS-LTC-DRCs  (with  the  lowest  average 
charge)  into  Quintile  1.  The  MS-LTC- 
DRCs  with  the  highest  average  charge 
cases  were  assigned  into  Quintile  5. 
Because  the  average  charge  of  the  61st 
low-volume  MS-LTC-DRC  in  the  sorted 
list  was  closer  to  the  average  charge  of 
the  60th  low-volume  MS-LTC-DRC 
(assigned  to  Quintile  1)  than  to  the 
average  charge  of  the  62nd  low-volume 
MS-LTC-DRC  (assigned  to  Quintile  3), 
we  assigned  it  to  Quintile  1  (such  that 
Quintile  1  contains  61  low-volume  MS- 
LTC-DRCs  before  any  adjustments  for 
nonmonotonicity,  as  discussed  below). 
This  process  was  repeated  through  the 
remaining  low-volume  MS-LTC-DRCs 
so  that  4  of  the  5  low-volume  quintiles 
contain  61  MS-LTC-DRCs  (Quintiles  1, 
2,  3  and  4)  and  the  other  low-volume 
quintile  contains  60  MS-LTC-DRCs 
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(Quintiles  5).  Table  i3A,  which  is  listed 
in  section  VI.  of  th^ Addendum  to  this 
Hnal  rule  and  is  available  via  the 
Internet,  lists  the  composition  of  the 
low-volume  quintiles  for  MS-LTC- 
DRGs  for  FY  2013. 

Accordingly,  in  order  to  determine 
the  FY  2013  relative  weights  for  the 
MS-LTC-DRGs  with  low  volume,  we 
used  the  5  low-volume  quintiles 
described  above.  The  composition  of 
each  of  the  5  low-volume  quintiles 
shown  in  Table  13A  (listed  in  section 
VI.  of  the  Addendum  to  this  final  rule 
and  available  via  the  Internet)  was  used 
in  determining  the  FY  2013  MS— LTC- 
DRG  relative  weights  (as  shown  in  Table 
11  listed  in  section  VI.  of  the 
Addendum  to  this  final  rule  and 
available  via  the  Internet).  We 
determined  a  relative  weight  and 
(geometric)  average  length  of  stay  for 
each  of  the  5  low-volume  quintiles  * 
using  the  methodology  that  we  applied 
to  the  MS-LTC-DRGs  (25  or  more 
cases),  as  described  below  in  section 
V'II.B.3.g.  of  this  preamble.  We  assigned 
the  same  relative  weight  and  average 
length  of  stay  to  each  of  the  low-volume 
MS-LTC-DRGs  that  made  up  an 
individual  low-volume  quintile.  We 
note  that,  as  this  system  is  dynamic,  it 
is  possible  that  the  number  and  specific 
type  of  MS-LTC-DRGs  with  a  low 
volume  of  LTCH  cases  will  vary  in  the 
future. 

We  note  that  we  will  continue  to 
monitor  the  volume  (that  is,  the  number 
of  LTCH  cases)  in  the  low-volume 
quintiles  to  ensure  that  our  quintile 
assignments  used  in  determining  the 
MS-LTC-DRG  relative  weights  result  in 
appropriate  payment  for  such  cases  and 
do  not  result  in  an  unintended  financial 
incentive  for  LTCHs  to  inappropriately 
admit  these  types  of  cases. 

g.  Steps  for  Determining  the  FY  2013 
MS-LTC-DRG  Relative  Weights 

For  this  final  rule,  as  we  proposed,  we 
determined  the  FY  2013  MS-LTC-DRG 
relative  weights  based  on  our  existing 
methodology.  (For  additional 
information  on  the  original 
development  of  this  methodology,  and 
modifications  to  it  since  the  adoption  of 
the  MS-LTC-DRGs,  we  refer  readers  to 
the  August  30,  2002  LTCH  PPS  final 
rule  (67  FR  55989  through  55995)  and 
the  FY  2010 IPPS/RY  2010  LTCH  PPS 
final  rule  (74  FB  43951  through  43966).) 
In  summary',  to  determine  the  FY  2013 
MS-LTC-DRG  relative  weights,  we 
grouf>ed  LTCH  cases  to  the  appropriate 
MS-LTC-DRG,  while  taking  into 
account  the  low-volume  quintile  (as 
described  above).  After  grouping  the 
cases  to  the  appropriate  MS-LTC-DRG 
(or  low-volume  quintile),  we  calculated 


the  FY  2013  relative  weights  by  first 
removing  statistical  outliers  and  cases 
with  a  length  of  stay  of  7  days  or  less 
(Steps  1  and  2  below).  Next,  we  adjusted 
the  number  of  cases  in  each  MS-LTC- 
DRG  (or  low-volume  quintile)  for  the 
effect  of  SSO  cases  (Step  3  below).  After 
removing  statistical  outliers  (Step  1 
below)  and  cases  with  a  length  of  stay 
of  7  days  or  less  (Step  2  below),  the  SSO 
adjusted  discharges  and  corresponding 
charges  were  then  used  to  calculate 
‘‘relative  adjusted  weights”  for  each 
MS-LTC-DRG  (or  low-volume  quintile) 
using  the  HSRV  method. 

Below  we  discuss  in  detail  the  steps 
for  calculating  the  FY  2013  MS-LTC- 
DRG  relative  weights.  We  note  that;  as 
we  discussed  in  section  VII. B. 3. c.  of  this 
preamble,  we  excluded  the  data  of  all- 
inclusive  rate  LTCHs,  LTCHs  that  are 
paid  in  accordance  with  demonstration 
projects,  and  any  Medicare  Advantage 
claims  in  the  March  2012  update  of  the 
FY  2011  MedPAR  file. 

Step  1 — Remove  statistical  outliers. 

The  first  step  in  the  calculation  of  the 
FY  2013  MS-LTC-DRG  relative  weights 
is  to  remove  statistical  outlier  cases. 
Consistent  with  our  historical  relative 
weight  methodology,  we  continue  to 
define  statistical  outliers  as  cases  that 
are  outside  of  3.0  standard  deviations 
from  the  mean  of  the  log  distribution  of 
both  charges  per  case  and  the  charges 
per  day  for  each  MS-LTC-DRG.  These 
statistical  outliers  are  removed  prior  to 
calculating  the  relative  weights  because 
we  believe  that  they  may  represent 
aberrations  in  the  data  that  distort  the 
measure  of  average  resource  use. 
Including  those  LTCH  cases  in  the 
calculation  of  the  relative  weights  could 
result  in  an  inaccurate  relative  weight 
that  does  not  truly  reflect  relative 
resource  use  among  the  MS-LTC-DRGs. 
(For  additional  information  on  this  step 
of  the  relative  weight  methodology,  we 
refer  readers  to  67  FR  55989  and  74  FR 
43959.) 

Step  2 — Remove  cases  with  a  length 
of  stay  of  7  days  or  less. 

The  MS-LTC-DRG  relative  weights 
reflect  the  average  of  resources  used  on 
representative  cases  of  a  specific  type. 
Generally,  cases  with  a  length  of  stay  of 
7  days  or  less  do  not  belong  in  a  LTCH 
because  these  stays  do  not  fully  receive 
or  benefit  from  treatment  that  is  typical 
in  a  LTCH  stay,  and  full  resources  are 
often  not  used  in  the  earlier  stages  of 
admission  to  a  LTCH.  If  we  were  to 
include  stays  of  7  days  or  less  in  the 
computation  of  the  FY  2013  MS-LTC- 
DRG  relative  weights,  the  value  of  many 
relative  weights  would  decrease  and, 
therefore,  payments  would  decrease  to  a 
level  that  may  no  longer  be  appropriate. 
We  do  not  believe  that  it  would  be 


appropriate  to  compromise  the  integrity 
of  the  payment  determination  for  those 
LTCH  cases  that  actually  benefit  from 
and  receive  a  full  course  of  treatment  at 
a  LTCH  by  including  data  from  these 
very  short  stays.  Therefore,  consistent 
with  our  historical  relative  weight 
methodology,  in  determining  the  FY 
2013  MS-LTC-DRG  relative  weights,  we 
removed  LTCH  cases  with  a  length  of 
stay  of  7  days  or  less.  (For  additional 
information  on  this  step  of  the  relative 
weight  methodology,  we  refer  readers  to 
67  FR  55989  and  74  FR  43959.) 

Step  3 — Adjust  charges  for  the  effects 
of  SSOs. 

After  removing  cases  with  a  length  of* 
stay  of  7  days  or  less,  we  are  left  with 
cases  that  have  a  length  of  stay  of  greater 
than  or  equal  to  8  days.  As  the  next  step 
in  the  calculation  of  the  FY  2013  MS- 
LTC-DRG  relative  weights,  consistent 
with  our  historical  relative  weight 
methodology,  we  adjusted  each  LTCH’s 
charges  per  discharge  for  those 
remaining  cases  for  the  effects  of  SSOs 
(as  defined  in  §  412.529(a)  in 
conjunction  with  §412.503). 

We  made  this  adjustment  by  counting 
an  SSO  case  as  a  fraction  of  a  discharge 
based  on  the  ratio  of  the  length  of  stay 
of  the  case  to  the  average  length  of  stay  . 
for  the  MS-LTC-DRG  for  non-SSO 
cases.  This  has  the  effect  of 
proportionately  reducing  the  impact  of 
the  lower  charges  for  the  SSO  cases  in 
calculating  the  average  charge  for  the 
MS-LTC-DRG.  This  process  produces 
the  same  result  as  if  the  actual  charges 
per  discharge  of  an  SSO  case  were 
adjusted  to  what  they  would  have  been 
had  the  patient’s  length  of  stay  been 
equal  to  the  average  length  of  stay  of  the 
MS-LTC-DRG. 

Counting  SSO  cases  as  full  discharges 
with  no  adjustment  in  determining  the 
FY  2013  MS-LTC-DRG  relative  weights 
would  lower  the  FY  2013  MS-LTC-DRG 
relative  weight  for  affected  MS-LTC- 
DRGs  because  the  relatively  lower 
charges  of  the  SSO  cases  would  bring 
down  the  average  charge  for  all  cases 
within  an  MS-LTC-DRG.  This  would 
result  in  an  “underpayment”  for  non* 
SSO  cases  and  an  “overpayment”  for 
SSO  cases.  Therefore,  we  adjusted  for 
SSO  cases  under  §  412.529  in  this 
manner  because  it  results  in  more 
appropriate  payments  for  all  LTCH 
cases.  (For  additional  information  on 
this  step  of  the  relative  weight 
methodology,  we  refer  readers  to  67  FR 
55989  and  74  FR  43959.) 

Step  4 — Calculate  the  FY  2013  MS- 
LTC-DRG  relative  weights  on  an 
iterative  basis. 

Consistent  with  our  historical  relative 
weight  methodology,  we  calculated  the 
FY  2013  MS-LTC-DRG  relative  weights 
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using  the  HSRV  methodology,  which  is 
an  iterative  process.  First,  for  each  sr* 
LTCH  case,  we  calculated  a  hospital- 
specific  relative  charge  value  by 
dividing  the  SSO  adjusted  charge  per 
discharge  (see  Step  3)  of  the  LTCH  case 
(after  removing  the  statistical  outliers 
(see  Step  1)  and  LTCH  cases  with  a 
length  of  stay  of  7  days  or  less  (see  Step 
2))  by  the  average  charge  per  discharge 
for  the  LTCH  in  which  the  case 
occurred.  The  resulting  ratio  was  then 
multiplied  by  the  LTCH’s  case-mix 
index  to  produce  an  adjusted  hospital- 
specific  relative  charge  value  for  the 
case.  An  initial  case-mix  index  value  of 
1.0  is  used  for  each  LTCH. 

For  each  MS-LTC-DRG,  we 
calculated  the  FY  2013  relative  weight 
by  dividing  the  average  of  the  adjusted 
hospital-specific  relative  charge  values 
(from  above)  for  the  MS-LTC-DRG  by 
the  overall  average  hospital-specific 
relative  charge  value  across  all  cases  for 
all  LTCHs.  Using  these  recalculated 
MS-LTC-DRG  relative  weights,  each 
LTCH’s  average  relative  weight  for  all  of 
its  cases  (that  is,  its  case-mix)  was 
calculated  by  dividing  the  sum  of  all  the 
LTCH’s  MS-LTC-DRG  relative  weights 
by  its  total  number  of  cases.  The  LTCHs’ 
hospital-specific  relative  charge  values 
(from  above)  were  then  multiplied  by 
the  hospital-specific  case-mix  indexes. 
The  hospital-specific  case-mix  adjusted 
relative  charge  values  were  then  used  to 
calculate  a  new  set  of  MS-LTC-DRG 
relative  weights  across  all  LTCHs.  This 
iterative  process  was  continued  until 
there  was  convergence  between  the 
weights  produced  at  adjacent  steps,  for 
example,  when  the  maximum  difference 
was  less  than  0.0001. 

Step  5 — Determine  a  FY  2013  relative 
weight  for  MS-LTC-DRGs  with  no 
LTCH  cases. 

As  we  stated  above,  we  determined 
the  FY  2013  relative  weight  for  each 
MS-LTC-DRG  using  total  Medicare 
allowable  total  charges  reported  in  the 
best  available  LTCH  claims  data  (that  is, 
the  March  2012  update  of  the  FY  2011 
MedPAR  file  for  this  final  rule).  Using 
these  data,  we  identified  the  MS-LTC- 
DRGs  for  which  there  are  no  LTCH  cases 
in  the  database,  such  that  no  patients 
who  would  have  been  classified  to  those 
MS-LTC-DRGs  were  treated  in  LTCHs 
during  FY  2011  and,  therefore,  no 
charge  data  are  available  for  these  MS- 
LTC-DRGs.  Thus,  in  the  process  of 
determining  the  MS-LTC-DRG  relative 
weights,  we  were  unable  to  calculate 
relative  weights  for  the  MS-LTC-DRGs 
with  no  LTCH  cases  using  the 
methodology  described  in  Steps  1 
through  4  above.  However,  because 
patients  with  a  number  of  the  diagnoses 
under  these  MS-LTC-DRGs  may  be 


treated  at  LTCHs,  consistent  with  our 
historical  methodology,  we  assigned  a 
relative  weight  to  each  of  the  no-volume 
MS-LTC-DRGs  based  on  clinical 
similarity  and  relative  costliness  (with 
the  exception  of  “transplant”  MS-LTC- 
DRGs  and  “error”  MS-LTC-DRGs,  as 
discussed  below).  (For  additional 
information  on  this  step  of  the  relative 
weight  methodology,  we  refer  readers  to 
67  FR  55991  and  74  FR  43959  through 
43960.) 

In  general,  we  determined  FY  2013 
relative  weights  for  the  MS-LTC-DRGs 
with  no  LTCH  cases  in  the  March  2012 
update  of  the  FY  2011  MedPAR  file 
used  in  this  final  rule  (that  is,  “no- 
vohime”  MS-LTC-DRGs)  by  cross¬ 
walking  each  no-volume  MS-LTC-DRG 
to  another  MS-LTC-DRG  with  a 
calculated  relative  weight  (determined 
in  accordance  with  the  methodology 
described  above).  Then,  the  “no¬ 
volume”  MS-LTC-DRG  was  assigned 
the  same  relative  weight  (and  average 
length  of  stay)  of  the  MS-LTC-DRG  to 
which  it  was  cross-walked  (as  described 
in  greater  detail  below). 

Of  the  751  MS-LTC-DRGs  for  FY 
2013,  we  identified  212  MS-LTC-DRGs 
for  which  there  are  no  LTCH  cases  in 
the  database  (including  the  8 
“transplant”  MS-LTC-DRGs  and  2 
“error”  MS-LTC-DRGs).  As  stated 
above,  we  assigned  relative  weights  for 
each  of  the  212  no-volume  MS-LTC- 
DRGs  (with  the  exception  of  the  8 
“transplant”  MS-LTC-DRGs  and  the  2 
“error”  MS-LTC-DRGs,  which  are 
discussed  below)  based  on  clinical 
similarity  and  relative  costliness  to  one 
of  the  remaining  539  (751  -  212  =  539) 
MS-LTC-DRGs  for  which  we  were  able 
to  determine  relative  weights  based  on 
FY  2011  LTCH  claims  data  using  the 
steps  described  above.  (For  the 
remainder  of  this  discussion,  we  refer  to 
the  “cross-walked”  MS-LTC-DRGs  as 
the  MS-LTC-DRGs  to  which  we  cross¬ 
walk  one  of  the  213  “no  volume”  MS- 
LTC-DRGs  for  purposes  of  determining 
a  relative  weight.)  Then,  we  assigned 
the  no-volume  MS-LTC-DRG  the 
relative  weight  of  the  cross-walked  MS- 
LTC-DRG.  (As  explained  below  in  Step 
6,  when  necessary,  we  made 
adjustments  to  account  for 
nonmonotonicity.) 

For  this  final  rule,  we  cross-walked 
the  no-volume  MS-LTC-DRG  to  an  MS- 
LTC-DRG  for  which  there  are  LTCH 
cases  in  the  March  2012  update  of  the 
FY  2011  MedPAR  file,  and  to  which  it 
is  similar  clinically  in  intensity  of  use 
of  resources  and  relative  costliness  as 
determined  by  criteria  such  as  care 
provided  dming  the  period  of  time 
surrounding  surgery,  surgical  approach 
(if  applicable),  length  of  time  of  surgical 


procedure,  postoperative  care,  and 
length  nf  stay.  We  evaluated  the  relative 
costliness  in  determining  the  applicable 
MS-LTC-DRG  to  which  a  no-volume 
MS-LTC-DRG  is  cross-walked  in  order 
to  assign  an  appropriate  relative  weight 
for  the  no-volume  MS-LTC-DRGs  in  FY 
2013.  (For  more  details  on  our  process 
for  evaluating  relative  costliness,  we 
refer  readers  to  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  final  rule  (73  FR 
48543).)  We  believe  in  the  rare  event 
that  there  would  be  a  few  LTCH  cases 
grouped  to  one  of  the  no-volume  MS- 
LTC-DRGs  in  FY  2013,  the  relative 
weights  assigned  based  on  the  cross- 
walked  MS-LTC-DRGs  will  result  in  an 
appropriate  LTCH  PPS  payment  because 
the  crosswalks,  which  are  based  on 
similar  clinical  similarity  and  relative 
costliness,  generally  reqpire  equivalent 
relative  resource  use. 

We  then  assigned  the  relative  weight 
of  the  cross-walked  MS-LTC-DRG  as 
the  relative  weight  for  the  no-volume 
MS-LTC-DRG  such  that  both  of  these 
MS-LTC-DRGs  (that  is,  the  no-volume 
MS-LTC-DRG  and  the  cross-walked 
MS-LTC-DRG)  have  the  same  relative 
weight  for  FY  2013.  We  note  that  if  the 
cross-walked  MS-LTC-DRG  had  25 
cases  or  more,  its  relative  weight,  which 
was  calculated  using  the  methodology 
described  in  Steps  1  through  4  above, 
was  assigned  to  the  no-volume  MS- 
LTC-DRG  as  well.  Similarly,  if  the  MS- 
LTC-DRG  to  which  the  no-volume  MS- 
LTC-DRG  was  cross-walked  had  24 -or 
less  cases  and,  therefore,  was  designated 
to  one  of  the  low-volume  quintiles  for 
purposes  of  determining  the  relative 
weights,  we  assigned  the  relative  weight 
of  the  applicable  low-volume  quintile  to 
the  no-volume  MS-LTC-DRG  such  that 
both  of  these  MS-LTC-DRGs  (that  is, 
the  no-volume  MS-LTC-DRG  and  the 
cross-walked  MS-LTC-DRG)  have  the 
same  relative  weight  for  FY  2013.  (As 
we  noted  above,  in  the  infrequent  case 
where  nonmonotonicity  involving  a  no¬ 
volume  MS-LTC-DRG  resulted, 
additional  adjustments  as  described  in 
Step  6  were  required  in  order  to 
maintain  monotonically  increasing 
relative  weights.) 

For  this  final  rule,  a  list  of  the  no- 
volume  MS-LTC-DRGs  and  the  MS- 
LTC-DRG  to  which  it  is  cross-walked  • 
(that  is,  the  cross-walked  MS-LTC- 
DRG)  for  FY  2013  is  shown  in  Table 
13B,  which  is  listed  in  section  VI.  of  the 
Addendum  to  this  final  rule  and  is 
available  via  the  Internet. 

To  illustrate  this  methodology  for 
determining  the  relative  weights  for  the 
FY  2013  MS-LTC-DRGs  with  no  LTCH 
cases,  we  are  providing  the  following 
example,  which  refers  to  the  no-volume 
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MS-LTC-DRGs  crosswalk  information 
for  FY  2013  provided  in  Table  13B. 

Example:  There  are  no  cases  in  the  FY 
2011  MedPAR  file  used  for  this  final 
rule  for  MS-LTC-DRG  61  (Acute 
Ischemic  Stroke  with  Use  of 
Thrombolytic  Agent  with  MGG).  We 
determined  that  MS-LTC-DRG  70 
(Nonspecific  Cerebrovascular  Disorders 
with  MCC)  is  similar  clinically  and 
based  on  resource  use  to  MS-LTC-DRG 
61.  Therefore,  we  assigned  the  same 
relative  weight  of  MS-LTC-DRG  70  of 
0.8209  for  FY  2013  to  MS-LTC-DRG  61 
(obtained  from  Table  11,  which  is  listed 
in  section  VI.  of  the  Addendum  to  this 
final  rule  and  is  available  via  the 
Internet). 

Again,  we  note  that,  as  this  system  is 
dynamic,  it  is  entirely  possible  that  the 
number  of  MS-l.TC-DRGs  with  no 
volume  of  LTCH  cases  based  on  the 
system  will  vary  in  the  future.  We  used 
the  most  recent  available  claims  data  in 
the  MedPAR  file  to  identify  no-volume 
MS-LTC-DRGs  and  to  determine  the 
relative  weights  in  this  final  rule. 

Furthermore,  for  FY  2013,  consistent 
with  our  historical  relative  weight 
methodology,  we  established  MS-LTC- 
DRG  relative  weights  of  0.0000  for  the 
following  transplant  MS-LTC-DRGs: 
Heart  Transplant  or  Implant  of  Heart 
Assist  System  with  MCC  (MS-LTC-DRG 
1);  Heart  Transplant  or  Implant  of  Heart 
Assist  System  without  MCC  (MS-LTC- 
DRG  2);  Liver  Transplant  with  MCC  or 
Intestinal  Transplant  (MS-LTC-DRG  5);" 
Liver  Transplant  without  MCC  (MS- 
LTC-DRG  6):  Lung  Transplant  (MS- 
LTC-DRG  7);  Simultaneous  Pancreas/ 
Kidney  Transplant  (MS-LTC-DRG  8); 
Pancreas  Transplant  (MS-LTC-DRG  10); 
and  Kidney  Transplant  (MS-LTC-DRG 
652).  This  is  because  Medicare  will  only 
cover  these  procedures  if  they  are 
performed  at  a  hospital  that  has  been 
certified  for  the  specific  procedures  by 
Medicare  and  presently  no  LTCH  has 
been  so  certified.  At  the  present  time, 
we  include  these  eight  transplant  MS- 
LTC-DRGs  in  the  GROUPER  program 
for  administrative  purposes  only. 
Because  we  use  the  same  GROUPER 
program  for  LTCHs  as  is  used  under  the 
IPPS,  removing  these  MS-LTC-DRGs 
would  be  administratively  burdensome. 
(For  additional  information  regarding 
our  treatment  of  transplant  MS-LTC- 
DRGs,  we  refer  readers  to  the  RY  2010 
LTCH  PPS  final  rule  (74  FR  43964).) 

Step  &— Adjust  the  FY  2013  MS-LTC- 
DRG  relative  weights  to  account  for 
nonmonotonically  increasing  relative 
weights. 

As  discussed  earlier  in  this  section, 
the  MS-DRGs  contain  base  DRGs  that 
have  been  subdivided  into  one,  two,  or 
three  severity  of  illness  levels.  Where 


there  are  three  severity  levels,  the  most 
severe  level  has  at  least  one  code  that  is 
referred  to  as  an  MCC  (that  is,  major 
complication  or  comorbidity).  The  next 
lower  severity  level  contains  cases  with 
at  least  one  code  that  is  a  CC  (that  is, 
complication  or  comorbidity).  Those 
cases  without  an  MCC  or  a  CC  are 
referred  to  as  “without  CC/MCC.”  When 
data  do  not  support  the  creation  of  three 
severity  levels,  the  base  MS-DRG  is 
subdivided  into  either  two  levels  or  the 
base  MS-DRG  is  not  subdivided.  The 
two-level  subdivisions  could  consist  of 
the  MS-DRG  with  CC/MCC  and  the 
MS-DRG  without  CC/MCC. 

Alternatively,  the  other  type  of  two- 
level  subdivision  may  consist  of  the 
MS-DRG  with  MCC  and  the  MS-DRG 
without  MCC. 

In  those  base  MS-LTC-DRGs  that  are 
split  into  either  two  or  three  severity 
levels,  cases  classified  into  the  “without 
CC/MCC”  MS-LTC-DRG  are  expected 
to  have  a  lower  resource  use  (and  lower 
costs)  than  the  “with  CC/MCC”  MS- 
LTC-DRG  (in  the  case  of  a  two-level 
split)  or  both  the  “with  CC”  and  the 
“with  MCC”  MS-LTC-DRGs  (in  the 
case  of  a  three-level  split).  That  is, 
theoretically,  cases  that  are  more  severe 
typically  require  greater  expenditure  of 
medical  care  resources  and  will  result  in 
higher  av'erage  charges.  Therefore,  in  the 
three  severity  levels,  relative  weights 
should  increase  by  severity,  from  lowest 
to  highest.  If  the  relative  weights 
decrease  as  severity  increases  (that  is,  if 
within  a  base  MS-LTC-DRG,  an  MS- 
LTC-DRG  with  CC  has  a  higher  relative 
weight  than  one  with  MCC,  or  the  MS- 
LTC-DRG  “without  CC/MCC”  has  a 
higher  relative  weight  than  either  of  the 
others),  they  are  nonmonotonic.  We 
continue  to  believe  that  utilizing 
nonmonotonic  relative  weights  to  adjust 
Medicare  payments  would  result  in 
inappropriate  payments  because  the 
payment  for  the  cases  in  the  higher 
severity  level  in  a  hase  MS-LTC-DRG 
(which  are  generally  expected  to  have 
higher  resource  use  and  costs)  would  be 
lower  than  the  payment  for  cases  in  a 
lower  severity  level  within  the  same 
base  MS-LTC-DRG  (which  are  generally 
expected  to  have  lower  resource  use  and 
costs).  Consequently,  in  determining  the 
FY  2013  MS-LTC-DRG  relative  weights 
in  this  final  rule,  consistent  with  our 
historical  methodology,  we  combined 
MS-LTC-DRG  severity  levels  within  a 
base  MS-LTC-DRG  for  the  purpose  of 
computing  a  relative  weight  when 
necessary  to  ensure  that  monotonicity  is 
maintained.  For  a  comprehensive 
description  of  our  existing  methodology 
to  adjust  for  nonmonotonicity,  we  refer 
readers  to  the  FY  2010  IPPS/RY  2010 


LTCH  PPS  final  rule  (74  FR  43964  1 

through  43966).  Any  adjustments  for 
nonmonotonicity  that  were  made  in 
determining  the  FY  2013  MS-LTC-DRG 
relative  weights  in  this  final  rule  by 
applying  this  methodology  are  denoted 
in  Table  11,  which  is  listed  in  section 
VI.  of  the  Addendum  to  this  final  rule 
and  is  available  via  the  Internet. 

Step  7 — Calculate  the  FY  2013  budget 
neutrality  factor. 

In  accordance  with  the  regulations  at 
§  412.517(b)  (in  conjunction  with 
§412.503),  the  annual  update  to  the 
MS-LTC-DRG  classifications  and 
relative  weights  is  done  in  a  budget 
neutral  manner  such  that  estimated 
aggregate  LTCH  PPS  payments  would  be 
unaffected,  that  is,  would  be  neither 
greater  than  nor  less  than  the  estimated 
aggregate  LTCH  PPS  payments  that 
would  have  been  made  without  the  MS- 
LTC-DRG  classification  and  relative 
weight  changes.  (For  a  detailed 
discussion  on  the  establishment  of  the 
budget  neutrality  requirement  for  the 
annual  update  of  the  MS-LTC-DRG 
classifications  and  relative  weights,  we. 
refer  readers  to  the  RY  2008  LTCH  PPS 
final  rule  (72  FR  26881  and  26882).) 

The  MS-LTC-DRG  classifications  and 
relative  weights  are  updated  annually 
based  on  the  most  recent  available 
LTCH  claims  data  to  reflect  changes  in 
relative  LTCH  resource  use  (§  412.517(a) 
in  conjunction  with  §  412.503).  Under 
the  budget  neutrality  requirement  at 
§  412.517(b),  for  each  annual  update,  the 
MS-LTC-DRG  relative  weights  are 
uniformly  adjusted  to  ensure  that 
estimated  aggregate  payments  under  the 
LTCH  PPS  would  not  be  affected  (that 
is,  decreased  or  increased).  Consistent 
with  that  provision,  we  updated  the 
MS-LTC-DRG  classifications  and 
relative  weights  for  FY  2013  based  on 
the  most  recent  available  LTCH  data, 
and  applied  a  budget  neutrality 
adjustment  in  determining  the  FY  2013 
MS-LTC-DRG  relative  weights. 

To  ensure  budget  neutrality  in  the 
update  to  the  MS-LTC-DRG 
classifications  and  relative  weights 
under  §  412.517(b),  we  continued  to  use 
our  established  two-step  budget 
neutrality  methodology.  In  this  final 
rule,  in  the  first  step  of  our  MS-LTC- 
DRG  budget  neutrality  methodology,  for 
FY  2013,  we  calculated  and  applied  a 
normalization  factor  to  the  recalibrated 
relative  weights  (the  result  of  Steps  1 
through  6  above)  to  ensure  that 
estimated  payments  are  not  influenced 
-  by  changes  in  the  composition  of  case 
types  or  the  changes  to  the  classification 
system.  That  is,  the  normalization 
adjustment  is  intended  to  ensure  that 
the  recalibration  of  the  MS-LTC-DRG 
relative  weights  (that  is,  the  process 
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itself)  neither  increases  nor  decreases 
the  average  CMI. 

To  calculate  the  normalization  factor 
for  FY  2013  (the  first  step  of  our  budget 
neutrality  methodology),  we  used  the 
following  three  steps:  (l.a.)  we  used  the 
most  recent  available  LTCH  claims  data 
(FY  2011)  and  grouped  them  using  the 
FY  2013  GROUPER  (Version  30.0)  and 
the  recalibrated  FY  2013  MS— LTC-DRG 
relative  weights  (determined  in  steps  1 
through  6  of  the  Steps  for  Determining 
the  FY  2013  MS-LTC-DRG  Relative 
Weights  above)  to  calculate  the  average 
CMI;  (l.b.)  we  grouped  the  same  LTCH 
claims  data  (FY  2011)  using  the  FY  2012 
GROUPER  (Version  29.0)  and  FY  2012 
MS-LTC-DRG  relative  weights  and 
calculated  the  average  CMI;  and  (l.c.) 
we  computed  the  ratio  of  these  average 
CMIs  by  dividing  the  average  CMI  for 
FY  2012  (determined  in  Step  l.b.)  by  the 
average  CMI  for  FY  2013  (determined  in 
Step  l.a.).  In  determining  the  MS-LTC- 
DRG  relative  weights  for  FY  2013,  each 
recalibrated  MS-LTC-DRG  relative 
weight  was  multiplied  by  1.12412 
(determined  in  Step  l.c.)  in  the  first  step 
of  the  budget  neutrality  methodology, 
which  produced  “normalized  relative 
weights.” 

In  the  second  step  of  our  MS-LTC- 
DRG  budget  neutrality  methodology,  we 
determined  a  budget  neutrality  factor  to 
ensure  that  estimated  aggregate  LTCH 
PPS  payments  (based  on  the  most  recent 
available  LTCH  claims  data)  after 
reclassification  and  recalibration  (that 
is,  the  FY  2013  MS-LTC-DRG 
classifications  and  relative  weights)  are 
equal  to  estimated  aggregate  LTCH  PPS 
payments  before  reclassification  and 
recalibration  (that  is,  the  FY  2012  MS- 
'  LTC-DRG  classifications  and  relative 
weights).  Accordingly,  consistent  with 
our  existing  methodology,  we  used  FY 
2011  discharge  data  to  simulate 
payments  and  compare  estimated 
aggregate  LTCH  PPS  payments  using  the 
FY  2012  MS-LTC-DRGs  and  relative 
weights  to  estimate  aggregate  LTCH  PPS 
payments  using  the  FY  2013  MS-LTC- 
DRGs  and  relative  weights. 

For  this  final  rule,  we  determined  the 
FY  2013  budget  neutrality  adjustment 
factor  using  the  following  three  steps: 

(2. a.)  we  simulated  estimated  total 
LTCH  PPS  payments  using  the 
normalized  relative  weights  for  FY  2013 
and  GROUPER  Version  30.0  (as 
described  above);  (2.b.)  we  simulated 
estimated  total  LTCH  PPS  payments 
using  the  FY  2012  GROUPER  (Version 
29.0)  and  the  FY  2012  MS-LTC-DRG 
relative  weights  in  Table  11  of  the 
Addendum  to  the  FY  2012  IPPS/LTCH 
PPS  final  rule  available  on  the  Internet 
(76  FR  51813);  and  (2.c.)  we  calculated 
the  ratio  of  these  estimated  total  LTCH 


PPS  payments  by  dividing  the  estimated 
total  LTCH  PPS"  payments  using  the  FY 

2012  GROUPER  (Version  29.0)  and  the 
FY  2012  MS-LTC-DRG  relative  weights 
(determined  in  Step  2.b.)  by  the 
estimated  total  LTCH  PPS  payments 
using  the  FY  2013  GROUPER  (Version 
30.0)  and  the  normalized  MS-LTC-DRG 
relative  weights  for  FY  2013 
(determined  in  Step  2. a.).  In 
determining  the  FY  2013  MS-LTC-DRG 
relative  weights,  each  normalized 
relative  weight  was  multiplied  by  a 
budget  neutrality  factor  of  0.9880413 
(determined  in  Step  2.c.)  in  the  second 
step  of  the  budget  neutrality 
methodology  to  determine  the  budget 
neutral  FY  2013  relative  weight  for  each 
MS-LTC-DRG. 

Accordingly,  in  determining  the  FY 

2013  MS-LTC-DRG  relative  weights  in 
this  final  rule,  consistent  with  our 
existing  methodology,  we  applied  a 
normalization  factor  of  1.12412  and  a 
budget  neutrality  factor  of  0.9880413 
(computed  as  described  above).  Table 
11,  which  is  listed  in  section  VI.  of  the 
Addendum  to  this  final  rule  and  is 
available  via  the  Internet,  lists  the  MS- 
LTC-DRGs  and  their  respective  relative 
weights,  geometric  mean  length  of  stay, 
five-sixths  of  the  geometric  mean  length 
of  stay  (used  to  identify  SSO  cases 
under  §  412.529(a)),  and  the  “IPPS 
Comparable  Thresholds”  (used  in 
determining  SSO  payments  under 

§  412.529(c)(3)),  for  FY  2013.  The  FY 
2013  MS-LTC-DRG  relative  weights  in 
Table  11,  which  is  listed  in  section  VI. 
of  the  Addendum  to  this  final  rule  and 
available  via  the  Internet,  reflect  both 
the  normalization  factor  of  1.12412  and 
the  budget  neutrality  factor  of 
0.9880413. 

C.  Use  of  a  LTCH-Specific  Market 
Basket  under  the  LTCH  PPS 

1.  Background 

The  input  price  index  (that  is,  the 
market  basket)  that  was  used  to  develop 
the  LTCH  PPS  for  FY  2003  was  the 
“excluded  hospital  with  capital”  market 
basket.  That  market  basket  was  based  on 
1997  Medicare  cost  report  data  and 
included  data  for  Medicare-participating 
IRFs,  IPFs,  LTCHs,  cancer  hospitals,  and 
children’s  hospitals.  Although  the  term 
“market  basket”  technically  describes 
the  mix  of  goods  and  services  used  in 
providing  hospital  care,  this  term  is  also 
commonly  used  to  denote  the  input 
price  index  (that  is,  cost  category 
weights  and  price  proxies  combined) 
derived  from  that  market  basket. 
Accordingly,  the  term  “market  basket,” 
as  used  in  this  section,  refers  to  an  input 
price  index. 


Beginning  with  RY  2007,  LTCH  PPS 
payments  were  updated  using  a  FY 
2002-based  market  basket  reflecting  the 
operating  and  capital  cost  structures  for 
IRFs,  IPFs,  and  LTCHs  (hereafter 
referred  to  as  the  rehabilitation, 
psychiatric,  and  long-term  care  (RPL) 
market  basket).  We  excluded  cancer  and 
children’s  hospitals  from  the  RPL 
market  basket  because  their  payments 
are  based  entirely  on  reasonable  costs 
subject  to  rate-of-increase  limits 
established  under  the  authority  of 
section  1886(b)  of  the  Act,  which  are 
implemented  in  regulations  at  §413.40. 
Those  types  of  hospitals  are  not  paid 
under  a  PPS.  Also,  the  FY  2002  cost 
structures  for  cancer  and  children’s 
hospitals  are  noticeably  different  from 
the  cost  structures  for  freestanding  IRFs, 
freestanding  IPFs,  and  LTCHs.  A 
complete  discussion  of  the  FY  2002- 
based  RPL  market  basket  appears  in  the 
RY  2007  LTCH  PPS  final  rule  (71  FR 
27810  through  27817). 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  21062),  we 
expressed  our  interest  in  exploring  the 
possibility  of  creating  a  stand-alone 
LTCH  market  basket  that  only  reflects 
the  cost  structures  for  LTCHs.  However, 
as  we  discussed  in  the  FY  2010  IPPS/ 

RY  2010  LTCH  PPS  final  rule  (74  FR 
43967  through  43968),  we  were  in  the 
process  of  conducting  further  research 
to  assist  us  in  understanding  the 
underlying  reasons  for  the  variations  in 
costs  and  cost  structures  between 
freestanding  IRFs  and  hospital-based 
IRFs,  as  well  as  between  freestanding 
IPFs  and  hospital -based  IPFs.  At  this 
time,  we  remain  unable  to  sufficiently 
explain  the  observed  differences  in  costs 
and  cost  structures  between  hospital- 
based  IRFs  and  freestanding  IRFs  and 
between  hospital-based  IPFs  and 
freestanding  IPFs. 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51756),  we  finalized  the 
rebasing  and  revising  of  the  FY  2002- 
based  RPL  market  basket  by  creating 
and  implementing  an  FY  2008-based 
RPL  market  basket.  We  also  discussed 
that  we  were  exploring  the  viability  of 
creating  two  separate  market  baskets 
from  the  current  RPL  market  basket: 

One  market  basket  would  include 
freestanding  IRFs  and  freestanding  IPFs 
and  could  be  used  to  update  payments 
under  both  the  IPF  and  IRF  payment 
systems.  We  continue  our  research  in 
this  area.  The  other  market  basket 
would  be  a  stand-alone  LTCH  market 
basket.  We  stated  that,  depending  on  the 
outcome  of  our  research,  we  may 
propose  a  stand-alone  LTCH  market 
basket  in  the  next  LTCH  PPS  update 
cycle.  We  received  several  public 
comments  in  response  to  the  FY  2012 
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proposed  rule,  all  of  which  supported 
deriving  a  stand-alone  LTCH  market 
basket  (76  FR  51756  through  51757). 

As  we  routinely  do,  we  have  revisited 
the  issue  of  the  market  basket  used  in 
the  LTCH  PPS.  We  previously  did  not 
estimate  stand-alone  market  baskets  for 
IRFs,  IPFs,  and  LTCHs  because  of  small 
sample  sizes  for  freestanding  facilities 
and  the  data  concerns  associated  with 
the  hospital-based  facilities.  Although 
we  continue  to  do  research  in  this  area, 
at  this  time,  we  believe  it  is  appropriate 
to  move  forward  with  a  proposal  to 
create  a  LTCH-specific  market  basket. 
This  is  because  we  believe  we  have 
sufficiently  robust  data  to  create  such  a 
market  basket,  and  no  longer  need  to 
rely  on  the  cost  report  data  from  IPPS 
hospitals  or  from  IRFs,  IPFs,  and  LTCHs 
combined.  Specifically,  over  the  last 
several  years,  the  number  of  LTCH 
facilities  submitting  a  Medicare  cost 
report  has  increased,  helping  to  address 
concerns  regarding  the  size  of  the 
available  pool  of  facilities.  The 
completeness  and  quality  of  the 
Medicare  cost  reports  that  we  have  been 
evaluating  over  the  last  several  years 
have  improved  as  well.  Therefore, 
consistent  with  our  intention  to  use  the 
latest  available  and  complete  cost  report 
data,  we  believe  that  it  would  be 
appropriate  to  create  a  market  basket 
that  would  specifically  reflect  the  cost 
structures  of  LTCHs  based  on  Medicare 
cost  report  data  for  FY  2009,  which  are 
for  cost  reporting  periods  beginning  on 
and  after  October  1,  2008,  and  before 
October  1,  2009. 

Therefore,  under  the  LTCH  PPS  for 
FY  2013,  as  we  proposed,  in  this  final 
rule,  we  are  creating  a  FY  2009-based 
LTCH-specific  market  basket  as 
described  below.  As  we  proposed,  for 
this  final  rule,  we  are  using  data  from 
cost  reports  beginning  in  FY  2009 
because  these  data  are  the  latest 
available  complete  data  and,  therefore, 
w'e  believe  it  w'ill  enable  us  to 
accurately  calculate  cost  weights  that 
specifically  reflect  the  cost  structures  of 
LTCHs.  In  this  FY  2013  final  rule,  we 
are  finalizing  our  proposal  to  create  a 
LTCH-specific  market  basket  based 
solely  on  Medicare  cost  report  data  from 
LTCHs  of  which  the  majority  of  the 
reports  are  settled.  In  the  following 
discussion,  we  provide  an  overview  of 
the  market  basket  and  describe  the 
methodologies  we  used  fordetermining 
the  operating  and  capital  portions  of  the 
FY  2009-based  LTCH-specific  market 
basket. 

2.  Overview  of  the  FY  2009-Based 
LTCH-Specific  Market  Basket 

As  we  proposed  and  are  adopting  in 
this  final  rule,  the  FY  2009-based  LTCH- 


specific  market  basket  is  a  fixed-weight, 
Laspeyres-type  price  index.  A  Laspeyres 
price  index  measures  the  change  in 
price,  over  time,  of  the  same  mix  of 
goods  and  services  purchased  in  the 
base  period.  Any  changes  in  the 
quantity  or  mix  (that  is,  intensity)  of 
goods  and  services  purchased  over  time 
are  not  measured. 

As  W'e  proposed  and  are  adopting  in 
this  final  rule,  the  index  itself  is 
constructed  in  the  following  three  steps. 
First,  a  base  period  is  selected  (as 
proposed,  in  this  final  rule,  we  used  FY 
2009  as  the  base  period)  and  total  base 
period  expenditures  are  estimated  for  a 
set  of  mutually  exclusive  and 
exhaustiv'e  spending  categories,  with  the 
proportion  of  total  costs  that  each 
category  represents  being  calculated. 
These  proportions  are  called  “cost 
w'eights”  or  “expenditure  weights.” 
Second,  each  expenditure  category  is 
matched  to  an  appropriate  price  or  w'age 
variable,  referred  to  as  a  “price  proxy.” 

In  almost  every  instance,  these  price 
proxies  are  derived  from  publicly 
available  statistical  series  that  are 
published  on  a  consistent  schedule 
(preferably  at  least  on  a  quarterly  basis). 
Finally,  the  expenditure  weight  for  each 
cost  category  is  multiplied  by  the  level 
of  its  respective  price  proxy.  The  sum  of 
these  products  (that  is,  the  expenditure 
weights  multiplied  by  their  price  levels) 
for  all  cost  categories  yields  the 
composite  index  level  of  the  market 
basket  in  a  given  period.  Repeating  this 
step  for  other  periods  produces  a  series 
of  market  basket  levels  over  time. 
Dividing  an  index  level  for  a  given 
period  by  an  index  level  for  an  earlier 
period  produces  a  rate  of  growth  in  the 
input  price  index  over  that  timeframe. 

As  noted  above,  the  market  basket  is 
described  as  a  fixed-weight  index 
because  it  represents  the  change  in  price 
over  time  of  a  constant  mix  (quantity 
and  intensity)  of  goods  and  services 
needed  to  furnish  hospital  services.  The 
effects  on  total  expenditures  resulting 
from  changes  in  the  mix  of  goods  and 
services  purchased  subsequent  to  the 
base  period  are  not  measured.  For 
example,  a  hospital  hiring  more  nurses 
to  accommodate  the  needs  of  patients 
would  increase  the  volume  of  goods  and 
services  purchased  by  the  hospital,  but 
would  not  be  factored  into  the  price 
change  measured  by  a  fixed-weight 
hospital  market  basket.  Only  when  the 
index  is  rebased  would  changes  in  the 
quantity  and  intensity  be  captured,  with 
those  changes  being  reflected  in  the  cost 
weights.  Therefore,  we  rebase  the 
market  basket  periodically  so  that  the 
cost  weights  reflect  recent  changes  in 
the  mix  of  goods  and  services  that 
hospitals  purchase  (hospital  inputs)  to 


furnish  inpatient  care  between  base 
periods. 

3.  Development  of  a  LTCH-Specific 
Market  Basket 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28009),  we  invited 
public  comments  on  our  proposed 
methodology  for  deriving  a  LTCH- 
specific  market  basket.  A  summary  of 
the  public  comments  we  received  on  the 
methodology  for  creating  a  LTCH- 
specific  market  basket  are  included  in  ■ 
section  VIl.C.3.d.  of  the  preamble  of  this, 
final  rule.  Below  we  describe  the 
methodology  and  data  used  to  derive 
the  cost  categories,  cost  weights,  and 
price  proxies  for  the  LTCH-specific 
market  basket  that  we  proposed  and  are 
adopting  in  this  final  rule. 

a.  Development  of  Cost  Categories 
(1)  Medicare  Cost  Reports 

As  we  proposed  and  are  adopting  in 
this  final  nile,  the  FY  2009-based  LTCH- 
specific  market  basket  consists  of 
several  major  cost  categories  derived 
from  the  FY  2009  LTCH  Medioare  cost 
reports  as  described  previously, 
including  wages  and  salaries,  employee 
benefits,  contract  labor, 
pharmaceuticals,  professional  liability 
insurance,  capital,  and  a  residual.  These 
FY  2009  Medicare  cost  reports  are  for 
cost  reporting  periods  beginning  on  and 
after  October  1,  2008,  and  before 
October  1,  2009.  As  we  proposed  and 
are  adopting  in  this  final  rule,  we  are 
using  FY  2009  as  the  base  year  because 
we  believe  that  the  FY  2009  Medicare 
cost  reports  represent  the  most  recent, 
complete  set  of  Medicare  cost  report 
data  available  for  LTCHs. 

Medicare  cost  report  data  include 
costs  for  all  patients,  including 
Medicare,  Medicaid,  and  private  payer. 
As  we  proposed  and  are  adopting  in  this 
final  rule,  because  our  goal  is  to 
measure  cost  shares  for  facilities  that 
serve  Medicare  beneficiaries,  and  are 
reflective  of  case-mix  and  practice 
patterns  associated  with  providing 
services  to  Medicare  beneficiaries  in 
LTCHs,  we  limit  our  selection  of 
Medicare  cost  reports  to  those  from 
LTCHs  that  have  a  Medicare  average 
length  of  stay  that  is  within  a 
comparable  range  of  their  total  facility 
average  length  of  stay.  We  believe  this 
provides  a  more  accurate  reflection  of 
the  structure  of  costs  for  Medicare 
covered  days.  As  w’e  proposed  and  are 
adopting  in  this  final  rule,  similar  to  our 
methodology  for  the  FY  2008-based  RPL 
market  basket,  we  use  the  cost  reports 
submitted  by  LTCHs  with  Medicare 
average  lengths  of  stay  within  15 
percent  (that  is,  15  percent  higher  or 
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lower)  of  the  total  facility  average  length 
of  stay  for  the  hospital.  This  is  the  same 
edit  we  applied  to  derive  the  FY  2008- 
based  RPL  market  basket  and  generally 
includes  those  LTCHs  with  Medicare 
average  length  of  stay  within 
approximately  5  days  of  the  facility 
average  length  of  .stay  of  the  hospital. 

Using  this  set  of  Medicare  cost 
reports,  as  we  proposed  and  are 
adopting  in  this  final  rule,  we  then 
calculate  cost  weights  for  six  cost 
categories,  and  a  residual  category  as 
represented  by  all  other  costs,  directly 
from  the  FY  2009  Medicare  cost  reports 
submitted  by  LTCHs  (found  in  Table 
VII.C-1  below).  As  we  proposed  and  are 
adopting  in  this  final  rule,  these 
Medicare  cost  report  cost  weights  are 
then  supplemented  with  information 
obtained  from  other  data  sources 
(explained  in  more  detail  below)  to 
derive  the  FY  2009-based  LTCH-specific 
market  basket  cost  weights. 

The  proposed  and  final  methodology 
used' to  develop  the  FY  2009-based 


LTCH-specific  market  basket  cost 
weights  is  generally  the  same 
methodology  used  to  develop  the  FY 
2008-based  RPL  market  basket  cost 
weights,  with  the  exception  of  the 
employee  benefits  and  contract  labor 
cost  weights.  For  the  FY  2008-based 
RPL  market  basket,  there  was  an  issue 
with  obtaining  data  specifically  for 
employee  benefits  and  contract  labor 
from  the  set  of  FY  2008  Medicare  cost 
reports,  as  IRFs,  IPFs,  and  LTCHs  were 
not  required  to  complete  the  Medicare 
cost  report  worksheet  from  which  these 
data  were  collected  (Form  CMS-2552- 
96,  Worksheet  S3,  Parts  II  and  III).  As  a 
result,  only  a  proportion  of  the  total 
number  of  IRFs,  IPFs,  and  LTCHs 
reported  data  for  employee  benefits  and 
contract  labor;  therefore,  we  developed 
these  cost  weights  for  the  FY  2008-based 
RPL  market  basket  using  data  obtained 
from  IPPS  Medicare  cost  reports. 
However,  when  we  reviewed  LTCH 
Medicare  cost  reports  for  FY  2009,  we 


found  that  a  greater  proportion  of 
LTCHs  submitted  data  for  employee 
benefits  and  contract  labor 
(approximately  40  percent  of  LTCHs, 
whose  total  costs  account  for 
approximately  50  percent  of  total  costs 
for  all  LTCHs,  submitted  a  cost  report) 
compared  to  the  proportion  of  IRFs  and 
IPFs  that  submitted  these  data.  We 
believe  that  it  is  better  to  use  the  LTCH- 
specific  cost  report  data  whenever 
possible  to  further  our  goal  to  create  a 
market  basket  that  represents  the  cost 
structures  of  LTCHs  serving  Medicare 
beneficiaries.  Therefore,  as  we  proposed 
and  are  adopting  in  this  final  rule,  we 
use  the  LTCH-specific  cost  reports  to 
derive  the  employee  benefits  and 
contract  labor  cost  weights  for  the  FY 
2009-based  LTCH-specific  market 
basket,  as  opposed  to  using  the  IPPS 
Medicare  cost  reports  as  a  proxy,  as  was 
done  for  the  FY  2008-based  RPL  market 
basket. 


Table  VII.C-1— Major  Cost  Categories  and  Their  Respective  Cost  Weights  as  Calculated  Directly  From  FY 

2009  Medicare  Cost  Reports 


Major  cost  categories 


Wages  and  Salaries  . . 

Employee  Benefits . 

Contract  Labor . 

Professional  Liability  Insurance  (Malpractice) 

Pharmaceuticals  . . 

Capital . . . 

All  Other  (Residual)  . 


FY  2009-based  LTCH-specific  market 
basket  cost  weights  obtained  from 
Medicare  cost  reports 
(percent) 


40.407 

6.984 

6.947 

0.830 

8.877 

9.829 

26.126 


(2)  Other  Data  Sources 

In  addition  to  the  data  from  Medicare 
cost  reports  submitted  by. LTCHs,  as  we 
proposed  and  are  adopting  in  this  final 
rule,  the  other  data  source  we  use  to 
develop  the  FY  2009-based  LTCH- 
specific  market  basket  cost  weights  is 
the  2002  Benchmark  Input-Output  (I-O) 
Tables  created  by  the  Bureau  of 
Economic  Analysis  (BEA),  U.S. 
Department  of  Commerce.  We  use  the 
2002  BEA  Benchmark  I-O  data  to 
disaggregate  the  “All  Other  (Residual)” 
cost  category  (26.126  percent)  into  more 
detailed  hospital  expenditure  category 
shares.  We  note  that  we  use  these  data 
to  derive  most  of  the  CMS  market 
baskets,  including  the  FY  2008-based 
RPL  and  FY  2006-based  IPPS  market 
baskets.  The  BEA  Benchmark  I-O 
accounts  provide  the  most  detailed 
information  on  the  goods  and  services 
purchased  by  an  industry,  which  allows 
for  a  more  detailed  disaggregation  of 
expenses  in  the  market  basket  for  which 


we  can  then  proxy  the  appropriate  price 
inflation. 

The  BEA  Benchmark  I-O  data  are 
generally  scheduled  for  publication 
every  5  years.  The  most  recent  data 
available  are  for  2002.  BEA  also 
produces  Annual  I-O  estimates; 
however,  the  2002  Benchmark  I-O  data 
represent  a  much  more  comprehensive 
and  detailed  set  of  data  that  are  derived 
from  the  2002  Economic  Census.  We 
used  the  2002  BEA  Benchmark  I— O  data 
for  the  FY  2008-based  RPL  market 
basket.  Because  BEA  has  not  released 
new  Benchmark  I-O  data,  and  we 
believe  the  data  to  be  comprehensive 
and  complete  as  indicated  above,  we 
use  the  2002  Benchmark  I-O  data  in  the 
FY  2009-based  LTCH-specific  market 
basket. 

Instead  of  using  the  less  detailed 
Annual  I-O  data,  as  we  proposed  and 
are  adopting  in  this  final  rule,  we  age 
the  2002  Benchmark  I-O  data  fprward  to 
2009.  As  we  proposed,  the  methodology 
we  are  using  in  this  final  rule  to  age  the 


data  forward  involves  applying  the 
annual  price  changes  from  the 
respective  price  proxies  to  the 
appropriate  cost  categories.  We  repeat 
this  practice  for  each  year. 

The  “All  Other”  cost  category 
expenditure  shares  are  determined  as 
being  equal  to  each  category’s 
proportion  to  total  “All  Other” 
expenditures  based  on  the  aged  2002 
Benchmark4-0  data.  For  instance,  if  the 
cost  for  telephone  services  represented 
10  percent  of  the  sum  of  the  “All  Other” 
Benchmark  I-O  hospital  expenditures, 
telephone  services  would  represent  10 
percent  of  the  “All  Other”  cost  category 
of  the  LTCH-specific  market  basket. 

b.  Cost  Category  Computation 

As  we  proposed  and  are  adopting  in 
this  final  rule,  for  the  FY  2009-based 
LTCH-specific  market  basket,  we  use 
data  from  the  Medicare  cost  reports 
submitted  by  LTCHs  to  derive  six  major 
cost  categories.  The  six  major  categories 
are:  Wages  and  Salaries,  Employee 
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Benefits,  Contract  Labor,  Professional 
Liability  Insurance,  Pharmaceuticals, 
and  Capital,  as  shown  above  in  Table 
VII.C-l.  These  represent  the  most 
detailed  cost  categories  available  from 
the  Medicare'cost  reports.  As  stated 
above,  as  we  proposed  and  are  adopting 
in  this  final  rule,  we  then  utilize  the 
Benchmark  I-O  data  in  order  to  further 
disaggregate  expenses.  This  is  the  same 
methodology  used  to  derive  most  of  the 
CMS  market  baskets,  including  the  FY 
2008-based  RPL  and  FY  2006-based 
IPPS  market  baskets.  VVe  obtained  the 
same  major  cost  categories  from  the 
Medicare  cost  report  for  the  FY  2009- 
based  LTCH  market  basket  as  were 
obtained  for  the  FY  2008-based  RPL 
market  basket  (76  FR  51758),  and  two 
additional  categories.  Employee  Benefits 
and  Contract  Labor. 

c.  Selection  of  Price  Proxies 

After  computing  the  FY  2009  cost 
weights  for  the  LTCH-specific  market 
basket,  it  was  necessary  to  select 
appropriate  wage  and  price  proxies  to 
reflect  the  rate  of  price  change  for  each 
expenditure  category.  With  the 
exception  of  the  proxy  for  Professional 
Liability  Insurance,  all  of  the  proxies 
that  we  proposed  and  are  adopting  in 
this  final  rule  for  the  operating  portion 
of  the  FY  2009-based  LTCH-specific 
market  basket  are  based  on  Bureau  of 
Labor  Statistics  (BLS)  data  and  are 
grouped  into  one  of  the  following  BLS 
categories: 

Producer  Price  Indexes — Producer 
Price  Indexes  (PPIs)  measure  price 
changes  for  goods  sold  in  markets  other 
than  the  retail  market.  PPIs  are 
preferable  price  proxies  for  goods  and 
services  that  hospitals  purchase  as 
inj^uts  because  PPIs  better  reflect  the 
actual  price  changes  encountered  by 
hospitals.  For  example,  we  use  a  PPI  for 
prescription  drugs,  rather  than  the 
Consumer  Price  Index  (CPI)  for 
prescription  drugs,  because  hospitals 
generally  purchase  drugs  directly  from  a 
wholesaler.  As  we  proposed  and  are 
adopting  in  this  final  rule,  the  PPIs  that 
we  are  using  measure  price  changes  at 
the  final  stage  of  production. 


Consumer  Price  Indexes — Consumer 
Price  Indexes  (CPIs)  measure  change  in 
the  prices  of  final  goods  and  services 
bought  by  the  typical  consumer.  As  we 
proposed  and  are  adopting  in  this  final 
rule,  because  they  may  not  represent  the 
price  encountered  by  a  producer,  we  use 
CPIs  only  if  an  appropriate  PPI  is  not 
available,  or  if  the  expenditures  are 
more  like  those  faced  by  retail 
consumers  in  general  rather  than  by 
purchasers  of  goods  at  the  wholesale 
level.  For  example,  the  CPI  for  food 
purchased  away  from  home  is  used  as 
a  proxy  for  contracted  food  services. 

Employment  Cost  Indexes — 
Employment  Cost  Indexes  (ECIs) 
measure  the  rate  of  change  in  employee 
wage  rates  and  employer  costs  for 
employee  benefits  per  hour  worked. 
These  indexes  are  fixed-weight  indexes 
and  strictly  measure  the  change  in  wage 
rates  and  employee  benefits  per  hour. 
Appropriately,  they  are  not  affected  by 
shifts  in  employment  mix. 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  evaluated  the  price 
proxies  using  the  criteria  of  reliability, 
timeliness,  availability,  and  relevance. 
Reliability  indicates  that  the  index  is 
based  on  valid  statistical  methods  and 
has  low  sampling  variability.  Timeliness 
implies  that  the  proxy  is  published 
regularly,  preferably  at  least  once  a 
quarter.  Availability  means  that  the 
proxy  is  publicly  available.  Finally, 
relevance  means  that  the  proxy  is 
applicable  and  representative  of  the  cost 
category  weight  to  which  it  is  applied. 
We  believe  the  PPIs,  CPIs,  and  ECIs 
selected  in  this  final  rule  meet  these 
criteria. 

Table  VII.C-2  below  sets  forth  the  FY 
2009-based  LTCH-specific  market 
basket,  including  the  cost  categories  and 
their  respective  weights  and  price 
proxies  that  we  proposed  and  are 
adopting  for  this  final  rule.  For 
comparison  purposes,  the 
corresponding  FY  2008-based  RPL 
market  basket  cost  weights  also  are 
listed.  For  example,  “Wages  and 
Salaries”  are  46.330  percent  of  total 
costs  under  the  FY  2009-based  LTCH- 
specific  market  basket  compared  to 


49.447  percent  under  the  FY  2008-based 
RPL  market  basket.  “Employee 
Benefits”  are  8.008  percent  under  the 
FY  2009-based  LTCH-specific  market 
basket  compared  to  12.831  pqfcent 
under  the  FY  2008-based  RPL  market 
basket.  As  a  result,  compensation  costs 
(wages  and  salaries  plus  employee 
benefits)  under  the  FY  2009-based 
LTCH-specific  market  basket  are  54.338 
percent  of  total  costs  compared  to 
62.278  percent  under  the  FY  2008-based 
RPL  market  basket.  We  note  that  the 
“Wages  and  Salaries”  cost  weight 
contained  in  Table  VII.C-2  (46.330 
percent)  differs  from  that  contained  in 
Table  VII.C-l  (40.407  percent).  We 
attribute  this  difference  to  our  allocation 
of  the  “Contract  Labor”  cost  weight 
obtained  from  the  Medicare  cost  reports 
(6.947  percent)  proportionately  across 
the  “Wages  and  Salaries”  and 
“Employee  Benefits”  cost  weights 
obtained  from  the  Medicare  cost  reports. 

Following  Table  VILC-2  is  a  summary 
of  the  proxies  for  the  operating  portion 
of  the  FY  2009-based  LTCH-specific 
market  basket  that  we  proposed  and  are 
adopting  for  this  final  rule.  We  note  that 
the  proxies  for  the  operating  portion  of 
the  FY  2009-based  LTCH-specific 
market  basket  are  the  same  as  those 
used  under  the  FY  2008-based  RPL 
market  basket.  Because  these  proxies 
meet  our  criteria  of  reliability, 
timeliness,  availability,  and  relevance, 
we  believe  they  are  the  best  measures  of 
price  changes  for  the  cost  categories.  For 
further  discussion  on  the  FY  2008-based 
RPL  market  basket,  we  refer  readers  to 
the  discussion  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51759).  For 
the  capital-related  portion  of  the  FY 
2009-based  LTCH-specific  market 
basket,  the  price  proxies  that  we 
proposed  and  are  adopting  for  this  final 
rule  are  the  same  as  those  used  under 
the  FY  2008-based  RPL  market  basket 
(prior  to  emy  vintage  weighting),  as 
described  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (75  FR  51765),  and  as 
described  in  more  detail  in  the  capital 
methodology  discussion  under  section 
VII.C.3.d.  of  the  preamble  of  this  final 
rule. 


Table  VII.C-2— FY  2009-Based  LTCH-Specific  Market  Basket  Cost  Categories,  Cost  Weights,  and  Price 
Proxies  Compared  to  FY  2008-Based  RPL  Market  Basket  Cost  Weights 


i 

Cost  categories 

1 

FY 

2009-based 
LTCH-specific 
market  basket 
cost  weights 

FY 

2008-based 
RPL  market 
basket  cost 
weights 

FY  2009-based  LTCH  market  basket  price  proxies 

1 .  Compensation  . 

54.338 

62.278 

A.  Wages  and  Salaries  ’  . 

46.330 

49.447 

ECl  for  Wages  and  Salaries,  Civilian  Hospital  Work¬ 
ers. 

B.  Employee  Benefits  ’  . 

8.008 

12.831 

ECl  for  Benefits,  Civilian  Hospital  Workers. 

Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


53471 


Table  VII.C-2— FY  2009-Based  LTCH-Specific  Market  Basket  Cost  Categories,  Cost  Weights,  and  Price 
Proxies  Compared  to  FY  2008-Based  RPL  Market  Basket  Cost  Weights— Continued 


Cost  categories 

FY 

2009-based 
LTCH-specific  ! 
market  basket  j 
cost  weights  < 

1 

FY 

2008-based 
RPL  market 
basket  cost 
weights 

FY  2009-based  LTCH  market  basket  price  proxies 

2.  Utilities  . 

1.751 

1.578 

A.  Electricity . 

1.367 

1.125 

PPI  for  Commercial  Electric  Power. 

B.  Fuel,  Oil,  and  Gasoline  . 

0.281 

0.371 

PPI  for  Petroleum  Refineries. 

C.  Water  and  Sewage  . 

0.103 

0.082 

CPI-U  for  Water  and  Sewerage  Maintenance. 

3.  Professional  Liability  Insurance . 

0.830 

0.764 

CMS  Hospital  Professional  Liability  Insurance  Pre¬ 
mium  Index. 

4.  All  Other  Products  and  Services . 

33.252 

26.988 

A.  All  Other  Products . 

19.531 

15.574 

(1.)  Pharmaceuticals . 

8.877 

6.514 

PPI  for  Pharmaceutical  Preparations  for  Human  Use 
(Prescriptions). 

(2.)  Food:  Direct  Purchases  . 

3.409 

2.959 

PPI  for  Processed  Foods  and  Feeds. 

(3.)  Food:  Contract  Services  . . 

0.478 

0.392 

CPl-U  for  Food  Away  From  Home. 

(4.)  Chemicals  2  . 

1.275 

1.100 

Blend  of  Chemical  PPIs. 

(5.)  Medical  Instruments . .: . 

2.141 

1.795 

PPI  for  Medical,  Surgical,  and  Personal  Aid  Devices. 

(6.)  Rubber  and  Plastics . 

1.329 

1.131 

PPI  for  Rubber  and  Plastic  Products. 

(7.)  Paper  and  Printing  Products . 

1.226 

•  1.021 

PPI  for  Converted  Paper  and  Paperboard  Products. 

(8.)  Apparel  . 

0.250 

0.210 

PPI  for  Apparel. 

(9.)  Machinery  and  Equipment  . 

0.127 

0.106 

PPI  for  Machinery  5nd  Equipment. 

(10.)  Miscellaneous  Products  . 

0.419 

0.346 

PPI  tor  Finished  Goods  less  Food  and  Energy. 

B.  All  Other  Services  . 

13.721 

11.414 

*  1 

(1 .)  Labor-Related  Services  . 

5.349 

4.681 

(a.)  Professional  Fees:  Labor-Related  . 

2.256 

2.114 

ECI  for  Compensation  for  Professional  and  Related 
Occupations. 

(b.)  Administrative  and  Business  Support  Services . 

0.508 

0.422 

ECI  for  Compensation  for  Office  and  Administrative 
Services. 

(c.)  All  Other:  Labor-Related  Services  . 

2.585 

2.145 

ECI  for  Compensation  for  Private  Service  Occupa¬ 
tions. 

(2.)  Nonlabor-Related  Services  . 

8.372 

6.733 

(a.)  Professional  Fees:  Nonlabor-Related . 

5.332 

4.211 

ECI  for  Compensation  for  Professional  and  Related 
Occupations. 

(b.)  Financial  Services . 

1.013 

0.853 

ECI  for  Compensation  for  Financial  Activities. 

(c.)  Telephone  Services  . 

0.501 

0.416 

CPl-U  for  Telephone  Services. 

(d.)  Postage  . . 

0.779 

0.630 

GPI-U  for  Postage. 

(e.)  All  Other:  Nonlabor-Related  Services . 

0.747 

0.623 

CPl-U  for  All  Items  less  Food  and  Energy. 

5.  Capital-Related  Costs  . 

9.829 

8.392 

A.  Depreciation  . 

5.707 

5.519 

(1 .)  Building  and  Fixed  Equipment . 

3.838 

3.286 

BEA  chained  price  index  for  Nonresidential  Construc¬ 
tion  for  Hospitals  and  Special  Care  Facilities — vin¬ 
tage  weighted  (20  years). 

(2.)  Movable  Equipment  . 

J  .869 

2.233 

PPI  for  Machinery  and  Equipment — vintage  weighted 
(8  years). 

B.  Interest  Costs . 

2.434 

1.954 

(1 .)  Government/Nonprofit . 

0.702 

0.653 

Average  yield  on  Domestic  Municipal  Bonds  "(Bond 
Buyer  20  bonds) — vintage-weighted  (20  years). 

(2.)  For  Profit  . ; . 

1.732 

1.301 

Average  yield  on  Moody’s  Aaa  Bonds — vintage- 
weighted  (20  years). 

C.  Other  Capital-Related  Costs . . . 

1.688 

0.919 

CPl-U  for  Residential  Rent. 

Total . 

100.000 

100.000 

Note:  Detail  may  not  add  to  total  due  to  rounding. 

1  Contract  Labor  is  distributed  to  Wages  and  Salaries  and  Employee  Benefits  based  on  the  share  of  total  compensation  that  each  category 
represents. 

2  To  proxy  the  Chemicals  cost  category,  we  use  a  blended  PPI  composed  of  the  PPI  for  Industrial  Gas  Manufacturing,  the  PPI  for  Other  Basic 
Inorganic  Chemical  Manufacturing,  the  PPI  for  Other  Basic  Organic  Chemical  Manufacturing,  and  the  PPI  for  Soap  and  Cleaning  Compound 
Manufacturing.  For  more  detail  about  this  proxy,  we  refer  readers  to  the  FY  2012  IPPS/LTCH  final  rule  (76  FR  51761). 


(1)  Wages  and  Salaries 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  ECI  for  Wages 
and  Salaries  for  Hospital  Workers  (All 
Civilian)  (BLS  series  code 
CIU1026220000000I)  to  measure  the 
price  growth  of  this  cost  category. 


(2)  Employee  Benefits 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  ECI  for 
Employee  Benefits  for  Hospital  Workers 
(All  Civilian)  to  measure  the  price 
growth  of  this  cost  category. 


(3)  Electricity 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  PPI  for 
Commercial  Electric  Power  (BLS  series 
code  WPU0542)  to  measure  the  price 
growth  of  this  cost  category. 
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(4)  Fuel,  Oil,  and  Gasoline 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  PPI  for 
Petroleum  Refineries  (BLS  series  code 
PCU324110324110)  to  measure  the  price 
growth  of  this  cost  categor>'.  We  believe 
that  it  is  appropriate  to  use  this  proxy 
for  the  same  reasons  set  forth  in  the  FY 
2012  IPPS/LTCH  final  rule  when  this 
proxy  was  adopted  for  use  under  the  FY 
2008-based  RPL  market  basket  (76  FR 
51761). 

(5)  Water  and  Sewage 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  CPI  for  Water 
and  Sewerage  Maintenance  (All  Urban 
Consumers)  (BLS  series  code 
CUUROOOOSEHGOl)  to  measure  the 
price  growth  of  this  cost  category. 

(6)  Professional  Liability  Insurance 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  determine  price 
changes  in  hospital  professional  liability 
insurance  premiums  (PLI)  using 
percentage  changes  as  estimated  by  the 
CMS  Hospital  Professional  Liability 
Index.  To  generate  these  estimates,  we 
collect  commercial  insurance  premiums 
for  a  fixed  level  of  coverage  while 
holding  nonprice  factors  constant  (such 
as  a  change  in  the  level  of  coverage). 
This  method  is  also  used  to  proxy  PLI 
price  changes  in  the  Medicare  Economic 
Index  (75  FR  73268). 

(7)  Pharmaceuticals 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  PPI  for 
Pharmaceuticals  for  Human  Use, 
Prescription  (BLS  series  code 
WPUS107003)  to  measure  the  price 
growth  of  this  cost  category. 

(8)  Food:  Direct  Purchases 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  PPI  for 
Processed  Foods  and  Feeds  (BLS  series 
code  WPU02)  to  measure  the  price 
growth  of  this  cost  category. 

(9)  Food:  Contract  Services 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  CPI  for  Food 
Away  From  Home  (All  Urban 
Consumers)  (BLS  series  code 
CUUROOOOSEFV)  to  measure  the  price 
grow'th  of  this  cost  category. 

(10)  Chemicals 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  a  blended  PPI 
composed  of  the  PPI  for  Industrial  Gas 
Manufacturing  (NAICS  325120)  (BLS 
series  code  PCU325120325120P),  the 
PPI  for  Other  Basic  Inorganic  Chemical 
Manufacturing  (NAICS  325180)  (BLS 
series  code  PCU32518-32518-),  the  PPI 


for  Other  Basic  Organic  Chemical  > 
Manufacturing  (NAICS  325190)  (BLS 
series  code  PCU32519— 32519),  and  the 
PPI  for  Soap  and  Cleaning  Compound 
Manufacturing  (NAICS  325610)  (BLS 
series  code  PCU32561-32561).  We 
believe  that  it  is  appropriate  to  use  this 
blended  index  for  the  reasons  set  forth 
in  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51761)  when  this  proxy  was 
adopted  for  use  under  the  FY  2008- 
based  RPL  market  basket. 

(11)  Medical  Instruments 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  PPI  for 
Medical,  Surgical,  and  Personal  Aid 
Devices  (BLS  series  code  WPU156)  to 
measure  the  price  growth  of  this  cost 
category.  We  believe  that  it  is 
appropriate  to  use  this  index  for  the 
reasons  set  forth  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51761 
through  51762)  when  this  proxy  was 
adopted  for  use  under  the  FY  2008- 
based  RPL  market  basket. 

(12)  Rubber  and  Plastics 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  PPI  for  Rubber 
and  Plastic  Products  (BLS  series  code 
WPU07)  to  measure  the  price  growth  of 
this  cost  category. 

(13)  Paper  and  Printing  Products 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  PPI  for 
Converted  Paper  and  Paperboard 
Products  (BLS  series  code  WPU0915)  to 
measure  the  price  growth  of  this  cost 
category. 

(14)  Apparel 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  PPI  for 
Apparel  (BLS  series  code  WPU0381)  to 
measure  the  price  grov^h  of  this  cost 
category. 

(15)  Machinery  and  Equipment 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  PPI  for 
Machinery  and  Equipment  (BLS  series 
code  WPUll)  to  measure  the  price 
growth  of  this  cost  category. 

(16)  Miscellaneous  Products 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  PPI  for 
Finished  Goods  Less  Food  and  Energy 
(BLS  series  code  WPUSOP3500)  to 
measure  the  price  growth  of  this  cost 
category. 

(17)  Professional  Fees:  Labor-Related 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  ECI  for 
Compensation  for  Professional  and 
Related  Occupations  (Private  Industry) 


(BLS  series  code  CIS20200001 200001)  to 
measure  the  price  growth  of  this 
category.  It  includes  occupations  such 
as  legal,  accounting,  and  engineering 
services. 

(18)  Administrative  and  Business 
Support  Services 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  ECI  for 
Compensation  for  Office  and 
Administrative  Support  Services 
(Private  Industry)  (BLS  series  code 
CIU2010000220000I)  to  measure  the 
price  growth  of  this  category.  We 
believe  this  compensation  index 
appropriately  reflects  the  changing  price 
of  labor  associated  with  the  provision  of 
Administrative  and  Business  Support 
Services. 

(19)  All  Other:  Labor-Related  Services 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  ECI  for 
Compensation  for  Service  Occupations 
(Private  Industry)  (BLS  series  code 
CIU2010000300p00l)  to  measure  the 
price  growth  of  this  cost  category. 

(20)  Professional  Fees:  Nonlabor-Related 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  ECI  for 
Compensation  for  Professional  and 
Related  Occupations  (Private  Industry) 
(BLS  series  code  CIS20200001 200001)  to 
measure  the  price  growth  of  this 
category.  This  is  the  same  price  proxy 
that  we  used  for  the  Professional  Fees: 
Labor-related  cost  category. 

(21)  Financial  Services 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  ECI  for 
Compensation  for  Financial  Activities 
(Private  Industry)  (BLS  series  code 
CIU201520A000000I)  to  measure  the 
price  growth  of  this  cost  category.  We 
believe  that  this  compensation  index 
appropriately  reflects  the  changing  price 
of  labor  associated  with  the  provision  of 
Financial  Services. 

(22)  Telephone  Services 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  CPI  for 
Telephone  Services  (BLS  series  code 
CUUROOOOSEED)  to  measure  the  price 
growth  of  this  cost  category. 

(23)  Postage 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  CPI  for 
Postage  (BLS  series  code 
CUUROOOOSEECOl)  to  measure  the  price 
growth  of  this  cost  category. 

(24)  All  Other:  Nonlabor-Related 
Services 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  use  the  CPI  for  “All 
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Items  Less  Food  and  Energy”  (BLS 
series  code  CUUROOOOSAOLlE)  to 
measure  the  price  growth  of  this  cost 
category.  We  believe  that  using  the  CPI 
for  “All  Items  Less  Food  and  Energy” 
avoids  double  counting  of  changes  in 
food  and  energy  prices  as  they  are 
already  captured  elsewhere  in  the 
market  basket. 

d.  Methodology  for  the  Capital  Portion 
of  the  FY  2009-Based  LTCH-Specific 
Market  Basket 

In  order  to  ensure  consistency  in  the 
FY  2009-based  LTCH-specific  market 
basket,  as  we  proposed  and  are  adopting 
in  this  final  rule,  we  calculated  the 
capital-related  cost  weights  using  the 
same  set  of  FY  2009  Medicare  cost 
reports  used  to  develop  the  operating 
cost  weights  with  the  same  length-of- 
stay  edit  as  applied  when  calculating 
the  operating  cost  weights  as  described 
in  section  VlI.C.3.a.  of  this  preamble. 

The  resulting  capital-related  cost  weight 
for  the  FY  2009  base  year  is  9.829 
percent.  Using  the  methodology  that  we 
proposed  and  are  adopting  in  this  final 
rule,  we  then  separated  the  total  capital- 
related  cost  weight  into  more  detailed 
cost  categories. 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  derived  cost  weights 
for  depreciation,  interest,  lease,  and 
other  capital-related  expenses  from  the 
Medicare  cost  reports.  Lease  expenses 
are  unique  in  that  they  are  not  broken 
out  as  a  separate  cost  category  in  the 
LTCH-specific  market  basket,  but  rather 
are  proportionally  distributed  among 
'  the  cost  categories  of  Depreciation, 
Interest,  and  Other  Capital-Related, 
reflecting  the  assumption  that  the 
underlying  cost  structure  of  leases  is 
similar  to  that  of  capital-related  costs  in 
general.  As  was  done  under  the  FY 
2008-based  RPL  market  basket,  and  as 
we  proposed  and  are  adopting  in  this 
final  rule,  we  assume  10  percent  of  lease 
expenses  represents  overhead  and 
assign  those  costs  to  the  Other  Capital- 
Related  Costs  category  accordingly.  As 
we  proposed  and  are  adopting  in  this 
final  rule,  the  remaining  lease  expenses 
are  distributed  across  the  three  cost 
categories  based  on  the  respective 
weights  of  depreciation,  interest,  and 
other  capital-related,  not  including  lease 
expenses.  This  is  the  same  method  that 
was  applied  under  the  FY  2008-based 
RPL  market  basket. 

As  we  proposed  and  are  adopting  in 
this  final  rule,  the  “Depreciation”  cost 
category  contains  two  subcategories:  (1) 
Building  and  Fixed  Equipment  (or  Fixed 
Assets);  and  (2)  Movable  Equipment. 
Under  the  FY  2008-based  RPL  market 
basket,  we  disaggregated  total 
depreciation  expenses  into  Building  and 


Fixed  Equipment  and  Movable 
Equipment,  using  depreciation  data 
from  the  FY  2008  Medicare  cost  reports 
for  freestanding  IRFs,  freestanding  IPFs, 
and  LTCHs.  Based  on  FY  2009  LTCH 
Medicare  cost  report  data,  we  have 
determined  that  depreciation  costs  for 
building  and  fixed  equipment  account 
for  42  percent  of  total  depreciation 
costs,  while  depreciation  costs  for 
movable  equipment  account  for  58 
percent  of  total  depreciation  costs.  As 
mentioned  above,  we  proposed  and  are 
adopting  in  this  final  rule  to  allocate 
lease  expenses  among  the 
“Depreciation,”  “Interest,”  and  “Other 
Capital”  cost  categories.  We  determined 
that  leasing  building  and  fixed 
equipment  expenses  account  for  80 
percent  of  total  leasing  expenses,  while 
leasing  movable  equipment  expenses 
account  for  20  percent  of  total  leasing 
expenses.  As  we  proposed  and  are 
adopting  in  this  final  rule,  we  sum  the 
depreciation  and  leasing  expenses  for 
building  and  fixed  equipment  together, 
as  well  as  sum  the  depreciation  and 
leasing  expenses  for  movable 
equipment.  This  results  in  the  final 
building  and  fixed  equipment 
depreciation  cost  weight  (after  leasing 
costs  are  included)  being  67  percent  of 
total  depreciation  costs  and  the  movable 
equipment  depreciation  cost  weight 
(after  leasing  costs  are  included)  being 
33  percent  of  total  depreciation  costs. 

We  note  that  total  leasing  costs  account 
for  approximately  one-half  of  total 
capital-related  expenses. 

As  we  proposed  and  are  adopting  in 
this  final  rule,  the  total  “Interest”  cost 
category  is  split  between  government/ 
nonprofit  interest  and  for-profit  interest. 
The  FY  2008-based  RPL  market  basket 
allocated  33  percent  of  the  total 
“Interest”  cost  weight  to  government/ 
nonprofit  interest  and  proxied  that 
category  by  the  average  yield  on 
domestic  municipal  bonds.  The 
remaining  67  percent  of  the  “Interest” 
cost  weight  was  allocated  to  for-profit 
interest  and  was  proxied  by  the  average 
yield  on  Moody’s  Aaa  bonds  (76  FR 
51760).  This  was  based  on  the  FY  2008 
Medicare  cost  report  data  on  interest 
expenses  for  government/nonprofit  and 
for-profit  freestanding  IRFs,  freestanding 
IPFs,  and  LTCHs.  Under  the  FY  2009- 
based  LTCH-specific  market  basket,  as 
we  proposed  and  are  adopting  in  this 
final  rule,  we  use  the  FY  2009  Medicare 
cost  report  data  on  interest  expenses  for 
government/nonprofit  and  for-profit 
LTCHs.  Based  on  these  data,  we 
calculated  a  29/71  split  between 
government/nonprofit  and  for-profit 
interest.  We  believe  it  is  important  that 
this  split  reflects  the  latest  relative  cost 


structure  of  interest  expenses  for 
LTCHs. 

Because  capital  is  acquired  and  paid 
for  over  time,  capital-related  expenses 
in  any  given  year  are  determined  by 
both  past  and  present  purchases  of 
physical  and  financial  capital.  As  we 
proposed  and  are  adopting  in  this  final 
rule,  the  vintage-weighted  capital- 
related  portion  of  the  FY  2009-based 
LTCH-specific  market  basket  is  intended 
to  capture  the  long-term  consumption  of 
capital,  using  vintage  weights  for 
depreciation  (physical  capital)  and 
interest  (financial  capital).  These 
vintage  weights  reflect  the  proportion  of 
capital-related  purchases  attributable  to 
each  year  of  the  expected  life  of 
building  and  fixed  equipment,  movable  ' 
equipment,  and  interest.  As  we 
proposed  and  are  adopting  in  this  final 
rule,  we  use  vintage  weights  to  compute 
vintage-weighted  price  changes 
associated  with  depreciation  and 
interest  expenses. 

Vintage  weights  are  an  integral  part  of 
the  FY  2009-based  LTCH-specific 
market  basket.  Capital-related  costs  are 
inherently  complicated  and  are 
determined  by  complex  capital-related 
purchasing  decisions,  over  time,  based 
on  such  factors  as  interest  rates  and  debt 
financing.  In  addition,  capital  is 
depreciated  over  time  instead  of  being 
consumed  in  the  same  period  it  is 
purchased.  By  accounting  for  the 
vintage  nature  of  capital,  we  are  able  to 
provide  an  accurate  and  stable  annual 
measure  of  price  changes.  Annual 
nonvintage  price  changes  for  capital  are 
unstable  due  to  the  volatility  of  interest 
rate  changes  and,  therefore,  do  not 
reflect  the  actual  annual  price  changes 
for  Medicare  capital-related  costs.  As  we 
proposed  and  are  adopting  in  this  final 
rule,  the  capital-related  component  of 
the  FY  2009-based  LTCH-specific 
market  basket  reflects  the  underlying 
stability  of  the  capital-related 
acquisition  process. 

To  calculate  the  vintage  weights  for 
depreciation  and  interest  expenses,  we 
needed  a  time  series  of  capital-related 
purchases  for  building  and  fixed 
equipment  and  movable  equipment.  We 
found  no  single  source  that  provides  an 
appropriate  time  series  of  capital-related 
purchases  by  hospitals  for  all  of  the 
above  components  of  capital  purchases. 
The  early  Medicare  cost  reports  did  not 
have  sufficient  capital-related  data  to 
meet  this  need.  Data  we  obtained  from 
the  American  Hospital  Association 
(AHA)  do  not  include  annual  capital- 
related  purchases.  However,  the  AHA 
does  provide  a  consistent  database  of 
total  expenses  back  to  1963. 
Consequently,  as  we  proposed  and  are 
adopting  in  this  final  rule,  we  used  data 
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from  the  AHA  Panel  Surv^ey  and  the 
AHA  Annual  Survey  to  obtain  a  time 
series  of  total  expenses  for  hospitals.  We 
then  used  data  from  the  AHA  Panel 
SuiA'ey  supplemented  with  the  ratio  of 
depreciation  to  total  hospital  expenses 
obtained  from  the  Medicare  cost  reports 
to  derive  a  trend  of  annual  depreciation 
expenses  for  1963  through  2009. 

In  order  to  estimate  capital-related 
purchases  using  data  on  depreciation 
expenses,  the  expected  life  for  each  cost 
category  (Building  and  Fixed 
Equipment,  Movable  Equipment,  and 
Interest)  is  needed  to  calculate  vintage 
weights.  Under  the  FY  2008-based  RPL 
market  basket,  we  used  FY  2008 
Medicare  cost  reports  for  IPPS  hospitals 
to  determine  the  expected  life  of 
building  and  fixed  equipment  and 
movable  equipment  (76  FR  51763).  The 
FY  2008-based  RPL  market  basket  was 
based  on  an  expected  average  life  of 
building  and  fixed  equipment  of  26 
years  and  an  expected  average  life  of 
movable  equipment  of  11  years,  which 
were  both  calculated  using  data  for  IPPS 
hospitals.  We  believed  that  this  data 
source  reflected  the  latest  relative  cost 
structure  of  depreciation  expenses  for 
hospitals  at  the  time  and  was  analogous 
to  freestanding  IRFs,  freestanding  IPFs, 
and  LTCHs. 

The  expected  life  of  any  asset  can  be 
determined  by  dividing  the  value  of  the 
asset  (excluding  fully  depreciated 
assets)  by  its  current  year  depreciation 
amount.  This  calculation  yields  the 
estimated  useful  life  of  an  asset  if  the 
rates  of  depreciation  were  to  continue  at 
current  year  levels,  assuming  straight- 
line  depreciation.  As  we  proposed  and 
are  adopting  for  this  final  rule, 
following  a  similar  method  to  what  was 
applied  under  the  FY  2008-based  RPL 
market  basket,  we  determined  the 
average  expected  life  of  building  and 
fixed  equipment  to  be  equal  to  20  years, 
and  the  average  expected  life  of  movable 
equipment  to  be  equal  to  8  years.  These 
expected  lives  are  calculated  using  a  3- 
year  average  of  data  from  Medicare  cost 
reports  for  LTCHs  for  FY  2007  through 
FY  2009.  We  believe  that  using  LTCH- 
specific  data  to  calculate  the  expected 
lives  of  assets  best  reflects  the  cost 
structures  of  LTCH  facilities. 

As  we  proposed  and  are  adopting  in 
this  final  rule,  we  also  used  the 
“Building  and  Fixed  Equipment”  and 
“Movable  Equipment”  cost  weights 
derived  from  FY  2009  Medicare  cost 
reports  for  LTCHs  to  separate  the 
depreciation  expenses  into  annual 
amounts  of  building  and  fixed 
equipment  depreciation  and  movable 
equipment  depreciation.  As  we 
proposed  and  are  adopting  in  the  final 
rule,  year-end  asset  costs  for  building 


and  fixed  equipment  and  movable 
equipment  were  determined  by 
multiplying  the  annual  depreciation 
amounts  by  the  expected  life 
calculations.  We  then  calculated  a  time 
series,  back  to  1963,  of  annual  capital 
purchases  by  subtracting  the  previous 
year’s  asset  costs  from  the  current  year’s 
asset  costs.  As  we  proposed,  for  this 
final  rule,  from  this  capital-related 
purchase  time  series,  we  calculated  the 
vintage  weights  for  building  and  fixed 
equipment  and  for  movable  equipment. 
Each  of  these  sets  of  vintage  weights  is 
explained  in  more  detail  below. 

As  we  proposed  and  are  adopting  in 
this  final  rule,  for  the  building  and  fixed 
equipment  vintage  weights,  we  use  the  ~ 
real  annual  capital-related  purchase 
amounts  for  building  and  fixed 
equipment  to  capture  the  actual  amount 
of  the  physical  acquisition,  net  of  the 
effect  of  price  inflation.  This  real  annual 
capital-related  purchase  amount  for 
building  and  fixed  equipment  is 
produced  by  deflating  the  nominal 
annual  purchase  amount  by  the  building 
and  fixed  equipment  price  proxy,  BEA’s 
Chained  Price  Index  for  Nonresidential 
Construction  for  Hospitals  and  Special 
Care  Facilities.  This  is  the  same  proxy 
used  under  the  FY  2008-based  RPL 
market  basket.  Because  building  and 
fixed  equipment  have  an  expected 
average  life  of  20  years,  the  vintage 
weights  for  building  and  fixed 
equipment  are  deemed  to  represent  the 
average  purchase  pattern  of  building 
and  fixed  equipment  over  20-year 
periods.  As  we  proposed  and  are 
adopting  in  this  final  rule,  with  real 
building  and  fixed  equipment  purchase 
estimates  available  from  2009  back  to 
1963,  we  averaged  twenty-seven  20-year 
periods  to  determine  the  average  vintage 
weights  for  building  and  fixed 
equipment  that  are  representative  of 
average  building  and  fixed  equipment 
purchase  patterns  over  time.  As 
proposed,  for  this  final  rule,  vintage 
weights  for  each  20-year  period  are 
calculated  by  dividing  the  real  building 
and  fixed  capital-related  purchase 
amount  in  any  given  year  by  the  total 
amount  of  purchases  in  the  20-year 
period.  As  proposed,  for  this  final  rule, 
this  calculation  is  done  for  each  year  in 
the  20-year  period,  and  for  each  of  the 
twenty-seven  20-year  periods.  As 
proposed,  for  this  final  rule,  we  use  the 
average  of  each  year  across  the  twenty- 
seven  20-year  periods  to  determine  the 
average  building  and  fixed  equipment 
vintage  weights  for  the  FY  2009-based 
LTCH-specific  market  basket. 

As  we  proposed  and  are  adopting  for 
this  final  rule,  for  the  movable 
equipment  vintage  weights,  the  real 
annual  capital-related  purchase 


amounts  for  movable  equipment  are 
used  to  capture  the  actual  amount  of  the 
physical  acquisition,  net  of  price 
inflation.  As  proposed,  for  this  final 
rule,  this  real  annual  capital-related 
purchase  amount  for  movable 
equipment  is  calculated  by  deflating  the 
nominal  annual  purchase  amounts  by 
the  movable  equipment  price  proxy,  the 
PPI  for  Machinery  and  Equipment.  This 
is  the  same  proxy  used  for  the  FY  2008- 
based  RPL  market  basket.  Based  on  our 
determination  that  movable  equipment 
has  an  expected  average  life  of  8  years, 
the  vintage  weights  for  movable 
equipment  represent  the  average 
expenditure  for  movable  equipment 
over  an  8-year  period.  As  proposed,  for 
this  final  rule,  with  real  movable 
equipment  purchase  estimates  available 
from  2009  back  to  1963,  we  averaged 
thirty-nine  8-year  periods  to  determine 
the  avecage  vintage  weights  for  movable 
equipment  that  are  representative  of 
average  movable  equipment  purchase 
patterns  over  time.  As  proposed,  for  this 
final  rule,  vintage  weights  for  each  8- 
year  period  are  calculated  by  dividing 
the  real  movable  capital-related 
purchase  amount  for  any  given  year  by 
the  total  amount  of  purchases  in  the  8- 
year  period.  As  proposed,  for  this  final 
rule,  this  calculation  is  done  for  each 
year  in  the  8-year  period  and  for  each 
of  the  thirty-nine  8-year  periods.  As  we 
proposed  and  are  adopting  for  this  final 
rule,  we  use  the  average  of  each  year 
across  the  thirty-nine  8-year  periods  to 
determine  the  average  movable 
equipment  vintage  weights  for  the  FY 
2009-based  LTCH-specific  market 
basket. 

As  proposed,  for  this  final  rule,  for  the 
interest  vintage  weights,  the  nominal 
annual  capital-related  purchase 
amounts  for  total  equipment  (building 
and  fixed,  and  movable)  are  used  to 
capture  the  value  of  the  debt  instrument 
(including,  but  not  limited  to,  mortgages 
and  bonds).  The  vintage  weights  for 
interest  should  represent  the  average 
purchase  pattern  of  total  equipment 
over  20-year  periods,  which  is  the 
average  useful  life  of  building  and  fixed 
equipment  as  calculated  using  the  LTCH 
Medicare  cost  report  data.  We  believe 
vintage  weights  for  interest  should 
represent  the  average  useful  life  of  ' 
buildings  and  fixed  equipment  because, 
based  on  previous  research  described  in 
the  FY  1997  IPPS  final  rule  (61  FR 
46198),  the  expected  life  of  hospital 
debt  instruments  and  the  expected  life 
of  buildings  and  fixed  equipment  are 
similar.  As  proposed,  for  this  final  rule, 
with  nominal  total  equipment  purchase 
estimates  available  from  2009  back  to 
1963,  we  averaged  twenty-seven  20-year 
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periods  to  determine  the  average  vintage 
weights  for  interest  that  are 
representative  of  average  capital 
purchase  patterns  over  time.  As 
proposed,  with  this  final  rule,  vintage 
weights  for  each  20-year  period  are 
calculated  by  dividing  the  nominal  total 
capital  purchase  amount  for  any  given 
year  by  the  total  amount  of  purchases  in 


the  20-year  period.  As  proposed,  for  this 
final  rule,  this  calculation  is  done  for 
each  year  in  the  20-year  period  and  for 
each  of  the  twenty-seven  20-year 
periods.  As  proposed,  for  this  final  rule, 
we  use  the  average  of  each  year  across 
the  twenty-seven  20-year  periods  to 
determine  the  average  interest  vintage 
weights  for  the  FY  2009-based  LTCH- 


specific  market  basket.  As  we  proposed 
and  are  adopting  in  this  final  rule,  the 
vintage  weights  for  the  capital-related 
portion  of  the  FY  2008-based  RPL 
market  basket  and  the  FY  2009-based 
LTCH-specific  market  basket  are 
presented  in  Table  VII.C-4  below. 


Table  VII.C-4 — FY  2008  RPL  and  FY  2009  LTCH  VINTAGE  WEIGHTS  FOR  Capital-Related  Price  Proxies 


- r 

Building  and  fixed  equipment 

! 

Movable  equipment 

Interest 

Year 

FY  2008 

FY  2009 

FY  2008 

FY  2009 

FY  2008 

FY  2009 

26  years 

20  years 

11  years 

8  years 

26  years 

20  years 

1  . 

0.021 

0.034 

0.071 

0.102 

0.010 

0.021 

2  . 

0.023 

0.037 

0.075 

0.108 

0.012 

0.024 

3  . 

0.025 

0.039 

0.080 

0.114 

0.014 

0.026 

4  . 

0.027 

0.042 

0.083 

0.123 

0.016 

0.029 

5  . ; . 

0.028 

0.043 

0.085 

0.129 

0.018 

0.032 

6  . 

0.030 

0.045 

0.089 

0.134 

0.020 

0.035 

7  . 

0.031 

0.046 

0.092 

0.142 

0.021 

0.037 

8  . 

0.033 

0.047 

0.098 

0.149 

0.024 

0.040 

9  . 

0.035 

0.049 

0.103 

0  026 

n  04.3 

10  . . . 

0.037 

0.051 

0  109 

0  029 

0  047 

11  . 

0.039 

0.053 

0.116 

0  033 

0  0.60 

12  . 

0.041 

0.053 

0.035 

0  053 

13  . 

0.042 

0.053 

0  038 

0  0.6.6 

14  . 

0.043 

0.054 

0.041 

0  059 

15  . 

0.044 

0.055 

0.043 

0  062 

16  . 

0.045 

0.057 

0.046 

0  068 

17  . 

0.046 

0.059 

0.049 

0.073 

18  . ^ . 

0.047 

0.059 

0.052 

0  077 

19  . ! . 

0.047 

0.061 

0.053 

0.082 

20  . 

0.045 

0.062 

0.053 

0  086 

21  . 

0.045 

0.055 

22  . 

0.045 

0.056 

23  . ; . 

0.046 

0.060 

24  . 

0.046 

0.063 

25  . 

0.045 

0.064 

26  . 

0.046 

0.068 

Total  . 

1.000 

1.000 

1.000 

1.000 

1.000 

1.000 

Note:  Numbers  may  not  add  to  total  due  to  rounding. 


As  proposed,  for  this  final  rule,  after 
the  capital-related  cost  category  weights 
are  computed,  it  is  necessary  to  select 
appropriate  price  proxies  to  reflect  the 
rate-of-increase  for  each  expenditure 
category.  As  we  proposed  and  are 
adopting  in  this  final  rule,  we  use  the 
same  price  proxies  (prior  to  any  vintage 
weighting)  for  the  capital-related 
portion  of  the  FY  2009-based  LTCH- 
specific  market  basket  that  were  used 
under  the  FY  2008-based  RPL  market. 
We  believe  these  are  the  most 
appropriate  proxies  for  hospital  capital- 
related  costs  that  meet  our  selection 
criteria  of  relevance,  timeliness, 
availability,  and  reliability. 

The  price  proxies  (prior  to  any  vintage 
weighting)  for  each  of  the  capital-related 
cost  categories,  as  shown  in  Table 
Vn.C-2  above,  are  the  same  as  those 
used  under  the  FY  2008-based  RPL 
market  basket,  as  described  in  the  FY 
2012  IPPS/LTCH  PPS  final  rule  (76  FR 


51765),  as  well  as  the  FY  2006-based 
Capital  Input  Price  Index  (CIPI)  as 
described  in  the  FY  2010'TPPS/RY  2010 
LTCH  PPS  final  rule  (74  FR  43857).  The 
process  of  creating  vintage-weighted 
price  proxies  requires  applying  the 
vintage  weights  to  the  price  proxy  index 
where  the  last  applied  vintage  weight  in 
Table  VII.C— 4  is  applied  to  the  most 
recent  data  point.  We  have  provided  on 
the  CMS  Web  site  an  example  of  how 
the  vintage  weighting  price  proxies  are 
calculated,  using  example  vintage 
weights  and  example  price  indices.  The 
example  can  be  found  at  the  following 
1  ink:  h f fp ://www. cms.gov/Research - 
Statistics-Data-and-Systems/Statistics- 
Trends-and-Reports/ 
MedicareProgramRatesStats/ 
MarketBasketResearch.html  in  the  zip 
file  titled  “Weight  Calculations  as 
described  in  the  IPPS  FY  2010  Proposed 
Rule”. 


Below  is  a  summary  of  the  public 
comments  we  received  on  the 
methodology  we  proposed  to  derive  the 
LTCH-specific  market  basket  and  our 
responses. 

Comment:  One  commenter  stated  that 
CMS  should  now  be  able  to  identify  the 
cost  differences  between  hospitals- 
within-hospitals  (HwHs)  and 
freestanding  LTCHs.  The  commenter 
asked  whether  CMS  could  further  detail 
the  cost  categories  by  differentiating  the 
major  costs  incurred  by  HwHs  from  the 
major  costs  incurred  by  freestanding 
LTCHs,  as  there  is  still  a  fundamental 
cost  difference  between  these  types  of 
providers. 

Response:  For  the  methodology  to 
derive  the  LTCH-specific  market  basket 
that  we  proposed  and  are  adopting  in 
this  final  rule  without  modification,  we 
began  with  the  universe  of  cost  reports 
for  LTCHs  (both  HwHs  and  freestanding 
facilities).  After  analyzing  the  major  cost 
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category’  weights  obtained  from  the 
Medicare  cost  reports,  we  found  that  the 
weights  obtained  for  Hw'Hs  and 
freestanding  LTCHs  were  similar. 
Therefore,  given  that  the  market  basket 
is  intended  to  reflect  the  national 
average  distribution  of  the  costs  of 
goods  and  services  that  hospitals 
purchase  to  furnish  inpatient  care,  and 
that  the  weights  are  similar,  we  believe 
it  is  appropriate  to  derive  the  LTCH- 
specific  market  basket  by  using 
Medicare  cost  reports  from  both  of  these 
types  of  facilities.  VVe  do  not  believe 
that  it  is  appropriate  to  further 
subdivide  the  cost  categories  of  the 
LTCH-specific  market  basket  on  the 
basis  of  whether  a  LTCH  is  a  HwH  or 
a  freestanding  facility. 

Comment:  One  commenter  asked 
whether  there  are  any  provider-type  or 
provider-dominant  issues  that  need  to 
be  factored  into  the  calculation  of  the 
LTCH-specific  market  basket  because 
the  LTCH  industry’  is  dominated  by  two 
large  chains. 

Response:  As  stated  above,  the  market 
basket  cost  weights  are  intended  to 
capture  the  national  average  cost 
distribution  of  LTCHs.  For  each 
individual  cost  weight,  we  reviewed  the 
Medicare  cost  report  data  and  analyzed 
the  univariate  distributions.  VVe  then 
trimmed  the  Medicare  cost  report  data 
prior  to  calculating  the  final  cost  weight 
to  attempt  to  remove  any  outliers.  As  a 
result,  we  believe  the  cost  w’eights  for 
the  LTCH-specific  market  basket  are 
representative  of  a  typical  cost  structure 
for  providers  in  the  LTCH  industry. 
Therefore,  we  do  not  believe  any 
provider-type  or  provider-dominant 
issues  should  be  factored  into  the 
calculation  of  the  LTCH-specific  market 
basket.  The  purpose  of  the  market 
basket  update  (as  measured  by  the 


percent  increase)  is  to  update  the  base 
payment  to  reflect  price  inflation  in  the 
inputs  required  to  provide  medical  care 
across  all  LTCH  providers. 

e.  FY  2013  Market  Basket  Update  for 
LTCHs 

For  FY  2013  (that  is,  October  1,  2012, 
through  September  30,  2013),  we 
proposed  to  use  an  estimate  of  the 
proposed  FY  2009-based  LTCH-specific 
market  basket  to  update  payments  to 
LTCHs  based  on  the  best  available  data. 
Consistent  with  our  historical  practice 
of  using  the  most  recent  data  available, 
we  estimated  the  proposed  LTCH- 
specific  market  basket  update  for  the 
LTCH  PPS  based  on  IHS  Global  Insight, 
Inc.’s  (Id’s)  most  recent  forecast.  IGl  is 
a  nationally  recognized  economic  and 
financial  forecasting  firm  that  contracts 
with  CMS  to  forecast  the  components  of 
the  market  baskets. 

Based  on  Id’s  first  quarter  2012 
forecast  with  history  through  the  fourth 
quarter  of  2011,  the  projected  market 
basket  update  for  FY  2013  was  3.0 
percent.  Therefore,  consistent  with  our 
historical  practice  of  estimating  market 
basket  increases  based  on  the  best 
available  data,  we  proposed  a  market 
basket  update  of  3.0  percent  for  FY 
2013.  Furthermore,  because  the 
proposed  FY  2013  annual  update  w^as 
based  on  the  most  recent  market  basket 
estimate  for  the  12-month  period,  we 
also  proposed  that  if  more  recent  data 
are  subsequently  available  (for  example, 
a  more  recent  estimate  of  the  market 
basket),  w’e  would  use  such  data,  if 
appropriate,  to  determine  the  FY  2013 
annual  update  in  the  final  rule. 

For  this  final  rule,  consistent  with  our 
proposal  to  use  updated  data,  if 
appropriate,  to  determine  the  FY  2013 
annual  update,  we  are  incorporating  a 
more  recent  estimate  of  the  market 


basket  update.  Based  on  Id’s  second 
quarter  2012  forecast  with  history 
through  the  first  quarter  of  2012,  the 
projected  market  basket  update  (as 
measured  by  the  percentage  increase) 
for  FY  2013  is  2.6  percent.  Therefore, 
consistent  with  our  historical  practice  of 
estimating  market  basket  increases 
based  on  the  best  available  data,  we  are 
establishing  a  market  basket  update  of 
2.6  percent  for  FY  2013.  We  note  that 
the  final  market  basket  update  for  FY 
2013  (2.6  percent)  is  lower  than  the 
proposed  market  basket  update  (3.0 
percent)  due  to  a  lower  inflationary 
outlook  on  wage  and  energy  prices.  The 
wage  price  revision  mostly  reflects  an 
expectation  of  a  slower  labor  market 
recovery  compared  to  the  previous 
forecast.  (As  discussed  in  greater  detail 
in  section  V.A.2.  of  the  Addendum  to 
this  final  rule,  we  are  establishing  an 
annual  update  of  1.8  percent  to  the 
LTCH  PPS  standard  Federal  rate  for  FY 
2013  under  §412. 523(c)(3)(viii)  of  the 
regulations.) 

Using  the  current  FY  2008-based  RPL 
market  basket  and  Id’s  second  quarter 
2012  forecast  for  the  market  basket 
components,  the  FY  2013  market  basket 
update  (as  measured  by  the  percentage 
increase)  would  be  2.7  percent  (before 
taking  into  account  any  statutory 
adjustments).  Table  VII.C-5  below 
compares  the  FY  2008-based  RPL 
market  basket  and  the  FY  2009-based 
LTCH-specific  market  basket  percent 
changes  based  on  Id’s  second  quarter 
2012  forecast.  For  a  comparison  of  the 
FY  2008-based  RPL  market  basket  and 
the  FY  2009-based  LTCH-specific 
market  basket  percent  changes  based  on 
Id’s  first  quarter  2012  forecast,  we  refer 
readers  to  Table  VII.C-5  of  the  FY  2013 
IPPS/LTCH  proposed  rule  (77  FR 


28016). 

Table  VII.C-S — FY  2008-Based  RPL  Market  Basket  and  FY  2009-Based  LTCH  Market  Basket  Percent 

Changes;  FY  2008  Through  FY  2015 


Historical  data; 

FY  2008  . 

FY  2009  . 

FY  2010  . 

FY2011  . 

Average  2008-201 1 
Forecast; 

FY  2012  . 

FY  2013  . 

FY  2014  . 

FY  2015  . 

Average  2012-2015 


Fiscal  year  (FY) 


FY  2008-based 
RPL  market 
basket  index 
percent 
change 


I  FY  2009-based 
1  LTCH-specific 
I  market  basket 
I  index  percent 
I  change 


3.7 

2.7  I 
2.2  I 

2.5 

•2.8  I 


2.8 


2.2 

2.7 

2.8 
3.1 
2.7 


2.7 

3.0 


Note  that  these  market  basket  percent  changes  do  not  include  any  further  adjustments  as  may  be  statutorily  required. 
Source:  IHS  Global  Insight.  IrK.  second  quarter  2012  forecast. 
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For  FY  2013,  the  FY  2009-based 
LTCH-specific  market  basket  update  (2.6 
percent,  as  measured  by  the  percentage 
increase)  is  forecasted  to  be  slightly 
lower  than  the  market  basket  update 
based  on  the  FY  2008-based  RPL  market 
basket  at  2.7  percent.  The  lower  total 
compensation  weight  in  the  FY  2009- 
based  LTCH-specific  market  basket 
(54.338  percent)  relative  to  the  FY  2008- 
based  RPL  market  basket  (62.278 
percent),  absent  other  factors,  would 
have  resulted  in  a  slightly  lower  market 
basket  update  for  FY  2013  using  the  FY 
2009-based  LTCH-specific  market 
basket.  However,  this  impact  is  partially 
offset  by  the  impact  of  the  larger  cost 
weights  associated  with  the 
Pharmaceuticals  and  All  Other  Services 
cost  categories.  The  net  effect  of  these 
offsetting  factors  is  that  the  market 
basket  update  for  the  FY  2009-based 
LTCH-specific  market  basket  is 
forecasted  to  be  slightly  lower  for  FY 
2013  than  the  market  basket  update 
based  on  the  current  FY  2008-based  RPL 
market  basket. 

Comment:  Several  commenters 
supported  the  use  of  a  LTCH-specific 
market  basket.  One  commenter  stated 
that  this  market  basket  more  accurately 
reflects  costs  of  those  services  for 
LTCHs.  A  few  commenters  stated  that 
the  new  market  basket  will  more  closely 
align  market -basket  updates  under  the 
LTCH  PPS  with  actual  LTCH  cost 
structures,  which  will  produce  greater 
accuracy  in  aggregate  Medicare 
payments  to  LTCHs.  One  commenter 
supported  the  proposal  to  identify  a  3.0 
percent  market  basket  update  for  FY 
2013. 

Response:  We  agree  with  the 
commenters  that  the  use  of  a  LTCH- 
specific  market  basket  is  an 
improvement  for  the  reasons  set  forth  in 
section  VII.C.l  of  the  preamble  of  this 
final  rule.  We  do  note  that,  based  on 
more  recent  data,  the  final  market  basket 
update  is  2.6  percent  (and  not  3.0 
percent,  as  supported  by  one 
commenter).  We  are  adopting  the  use  of 
a  LTCH-specific  market  basket  in  this 
final  rule,  as  proposed. 

f.  FY  2013  Labor-Related  Share 

As  discussed  in  section  V.B.  of  the 
Addendum  to  this  final  rule,  under  the 
authority  of  section  123  of  the  BBRA  as 
amended  by  section  307(b)  of  the  BIPA, 
we  established  an  adjustment  to  the 
LTCH  PPS  payments  to  account  for 
differences  in  LTCH  area  wage  levels 
(§  412.525(c)).  The  labor-related  portion 
of  the  LTCH  PPS  standard  Federal  rate, 
hereafter  referred  to  as  the  labor-related 
share,  is  adjusted  to  account  for 
geographic  differences  in  area  wage 


levels  by  applying  the  applicable  LTCH 
PPS  wage  index. 

As  proposed,  for  this  final  rule,  the 
labor-related  share  is  determined  by 
identifying  the  national  average 
proportion  of  total  costs  that  are  related 
to,  influenced  by,  or  vary  with  the  local 
labor  market.  As  proposed  in  the  FY 
2013  IPPS/LTCH  proposed  rule  (77  FR 
28016),  and  are  adopting  in  this  final 
rule,  and  similar  to  the  FY  2008-based 
RPL  market  basket  and  FY  2006  IPPS 
market  basket  (74  FR  43850),  we  are 
classifying  a  cost  category  as  labor- 
related  and  including  it  in  the  labor- 
related  share  if  the  cost  category  is 
defined  as  being  labor-intensive  and  its 
cost  varies  with  the  local  labor  market. 
Given  this,  based  on  our  definition  of 
the  labor-related  share,  we  proposed 
and  are  adopting  in  this  final  rule  to 
include  in  the  labor-related  share  the 
sum  of  the  relative  importance  of  Wages 
and  Salaries,  Employee  Benefits, 
Professional  Fees;  Labor-related, 
Administrative  and  Business  Support 
Services,  All  Other:  Labor-related 
Services,  and  a  portion  of  the  Capital- 
Related  cost  weight.  These  are  the  same 
cost  categories  that  were  proposed  and 
adopted  in  the  FY  2012  labor-related 
share  using  the  FY  2008-based  RPL 
market  basket,  as  we  continue  to  believe 
these  categories  meet  our  criteria  of 
being  labor-intensive  and  whose  costs 
vary  with  the  local  labor  market.  For  a 
more  detailed  discussion  of  the 
selection  of  cost  categories  for  inclusion 
in  the  FY  2012  labor-related  share,  we 
refer  readers  to  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51766).  As 
proposed,  for  this  final  rule,  we  note 
that  the  wages  and  salaries  and  benefit 
cost  weights  reflect  allocated  contract 
labor  costs,  similar  to  the  FY  2008-based 
RPL  market  basket  and  as  described 
above. 

For  the  FY  2008-based  RPL  market 
basket  rebasing,  in  an  effort  to  more 
accurately  determine  the  share  of 
professional  fees  for  services  such  as 
accounting  and  auditing  services, 
engineering  services,  legal  services,  and 
management  and  consulting  services 
that  should  be  included  in  the  labor- 
related  share,  we  obtained  data  from  a 
survey  of  IPPS  hospitals  regarding  the 
proportion  of  those  fees  that  go  to 
companies  that  are  located  beyond  their 
own  local  labor  market.  The  results  from 
this  survey  were  then  used  to  separate 
a  portion  of  the  Professional  Fees  cost 
category  into  labor-related  and 
nonlabor-related  costs.  These  results 
and  our  allocation  methodology  are 
discussed  in  more  detail  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule  (76  FR 
51766). 


As  we  proposed  and  are  adopting  in 
this  final  rule,  for  the  FY  2009-based 
LTCH-specific  market  basket,  we  will 
apply  these  results  from  the  survey  of 
IPPS  hospitals  using  this  same 
methodology  to  separate  the 
Professional  Fees  category  into 
Professional  Fees:  Labor-related  and 
Professional  Fees:  Nonlabor-related  cost 
categories.  We  believe  using  the  survey 
results  serves  as  an  appropriate  proxy 
for  the  purchasing  patterns  of 
professional  services  for  LTCHs  as  they 
also  are  providers  of  institutional  care. 

In  addition  to  the  professional 
services  listed  above,  we  also  proposed 
and  are  adopting  for  this  final  rule  to 
classify  expenses  under  NAICS  55, 
Management  of  Companies  and 
Enterprises,  into  the  Professional  Fees: 
Labor-related  and  Professional  Fees: 
Nonlabor-related  cost  categories,  as  was 
done  for  the  FY  2008-based  RPL  market 
basket.  The  NAICS  55  industry  is  mostly 
comprised  of  corporate,  subsidiary,  and 
regional  managing  offices  (otherwise 
referred  to  as  home  offices).  As  stated 
above,  we  classify  a  cost-category  as 
labor-related  and  include  it  in  the  labor- 
related  share"  if  the  cost  category  is 
labor-intensive  and  if  its  costs  vary  with 
the  local  labor  market.  We  believe  many 
of  the  costs  associated  with  NAICS  55 
are  labor-intensive  and  vary  with  the 
local  labor  market.  However,  data 
indicate  that  not  all  LTCHs  with  home 
offices  have  home  offices  located  in 
their  local  labor  market.  Therefore,  as 
we  proposed  and  are  adopting  in  this 
final  rule,  we  will  include  in  the  labor- 
related  share  only  a  proportion  of  the 
NAICS  55  expenses  based  on  the 
methodology  described  below. 

For  the  FY  2008-based  RPL  market 
basket,  we  used  data  primarily  from  the 
Medicare  cost  reports  and  a  CMS 
database  of  Home  Office  Medicare 
Records  (HOMER)  (a  database  that 
provides  city  and  state  information 
(addresses)  for  home  offices)  and 
determined  that  19  percent  of  the  total 
number  of  freestanding  IRFs, 
freestanding  IPFs,  and  LTCHs  that  had 
home  offices  had  those  home  offices 
located  in  their  respective  local  labor 
markets — defined  as  being  in  the  same 
Metropolitan  Statistical  Area  (MSA).  For 
a  detailed  discussion  of  this  analysis, 
we  refer  readers  to  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51766 
through  51767). 

As  we  proposed  and  are  adopting  in 
this  final  rule,  for  the  FY  2009-based 
LTCH-specific  market  basket,  we 
conducted  a  similar  analysis  of  home 
office  data.  However,  instead  of  using 
data  on  freestanding  IRF,  freestanding 
IPF,  and  LTCHs,  we  began  with  the 
initial  set  of  LTCH  Medicare  cost  reports 
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that  were  used  to  derive  the  cost 
weights  for  the  proposed  FY  2009-based 
LTCH-specific  market  basket.  As  we 
proposed,  for  this  final  rule,  for 
consistency,  we  believe  it  is  important 
for  our  analysis  on  home  office  data  to 
be  conducted  on  the  same  LTCHs  used 
to  derive  the  FY  2009  LTCH-specific 
market  basket  cost  weights. 

The  Medicare  cost  report  requires  a 
hospital  to  report  information  regarding 
their  home  office  provider. 
Approximately  82  percent  of  LTCHs 
reported  some  type  of  home  office 
information  on  their  Medicare  cost 
report  for  FY  2009  (for  example,  home 
office  number,  city,  state,  zip  code,  or 
name).  For  the  majority  of  these 
providers,  we  were  able  to  identify  in 
which  MSA  the  LTCH’s  home  office  was 
located  using  the  HOMER  database  and 
the  Medicare  cost  reports.  We  then 


compared  the  home  office  MS^  with  the 
MSA  in  which  the  LTCH  was  located. 

We  found  that  13  percent  of  the 
LTCHs  with  home  offices  had  those 
home  offices  located  in  the  same  MSA 
as  their  facilities.  We  then  concluded 
that  these  providers  were  located  in  the 
same  local  labor  market  as  their  home 
office.  As  a  result,  we  proposed  and  are 
adopting  for  this  final  rule  to  apportion 
the  NAICS  55  expense  data  by  this 
percentage.  Thus,  we  proposed  and  are 
adopting  for  this  final  rule  to  classify  13 
percent  of  these  costs  into  the 
“Professional  Fees:  Labor-related 
Services”  cost  category  and  the 
remaining  87  percent  into  the 
“Professional  Fees:  Nonlabor-related 
Services”  cost  category. 

Using  the  methodology  described 
above  and  Id’s  first  quarter  2012 
forecast  of  the  proposed  FY  2009-based 
LTCH-specific  market  basket,  the 
proposed  LTCH  labor-related  share  for 


FY  2013  was  the  sum  of  the  FY  2013 
relative  importance  of  each  labor-related 
cost  category.  Consistent  with  our 
proposal  to  update  the  labor-related 
share  with  the  most  recent  available 
data,  the  labor-related  share  for  this 
final  rule  reflects  Id’s  second  quarter 
2012  forecast  of  the  FY  2009-based 
LTCH-specific  market  basket.  Table 
VII.C-6  below  shows  the  FY  2013  labor- 
related  share  relative  importance  using 
Id’s  second  quarter  2012  forecast  of  the 
FY  2009-based  LTCH-specific  market 
basket  and  the  FY  2012  labor-related 
share  relative  importance  using  the  FY 
2008-based  RPL  market  basket.  For  a 
comparison  of  the  FY  2012  labor-related 
share  and  the  FY  2013  proposed  labor- 
related  share  based  on  Id’s  first  quarter 
2012  forecast  that  was  provided  in  the 
FY  2013  IPPS/LTCH  proposed  rule,  we 
refer  readers  to  Table  VII.C-6  of  the 
proposed  rule  (77  FR  28017). 


Table  VII.C-6— Comparison  of  the  FY  2012  Labor-Related  Share  Relative  Importance  Based  on  the  FY 
2008-Based  RPL  Market  Basket  and  the  FY  2013  Labor-Related  Share  Relative  Importance  Based  on 
THE  FY  2009-Based  LTCFFSpecific  Market  Basket 


FY  2012  Labor- 

FY2013  Labor- 

related  share  1 

related  share 

relative  | 

relative 

importance  ’ 

importance  ^ 

Wages  and  Salaries  . 

48.984 

45.470 

Employee  Benefits . 

12.998 

8.146 

Professional  Fees:  Labor-Related  . ' . . 

2.072 

2.217 

Administrative  and  Business  Support  Services . ; . . 

0.416 

0.503 

All  Other;  Labor-Related  Services . 

2.094 

2.507 

Subtotal . : . 

66.564 

58.843 

Labor-Related  Portion  of  Capital  Costs  (46%) . 

3.635 

4.253 

Total  Labor-Related  Share . . . . . 

70.199 

63.096 

’  Published  in  the  FY  2012  IPPS/LTCH  PPS  final  rule  (76  FR  51767)  and  based  on  the  second  quarter  2011  IGl  forecast. 
2  Based  on  the  second  quarter  2012  IGI  forecast. 


As  we  proposed  and  are  adopting  in 
this  final  rule,  the  labor-related  share  for 
FY  2013  is  the  sum  of  the  FY  2013 
relative  importance  of  each  labor-related 
cost  category,  and  reflects  the  different 
rates  of  price  change  for  these  cost 
categories  between  the  base  year  (FY 
2009)  and  FY  2013.  For  this  final  rule, 
the  sum  of  the  relative  importance  for 
FY  2013  for  operating  costs  (Wages  and 
Salaries,  Employee  Benefits, 

Professional  Fees:  Labor-related, 
Administrative  and  Business  Support 
Services,  and  All  Other:  Labor-related 
Services)  is  58.843  percent,  as  shown  in 
Table  VII.C-6  above.  As  we  proposed 
and  are  adopting  in  this  final  rule,  the 
portion  of  capital-related  costs  that  is 
influenced  by  the  local  labor  market  is 
estimated  to  be  46  percent,  which  is  the 
same  percentage  applied  under  the  FY 
2008-based  RPL  market  basket.  For  this 


final  rule,  because  the  most  recent 
forecast  of  the  relative  importance  for 
capital-related  costs  is  9.246  percent  of 
the  FY  2009-based  LTCH-specific 
market  basket  in  FY  2013,  we  took  46 
percent  of  9.246  percent  to  determine 
the  labor-related  share  of  capital-related 
costs  for  FY  2013  (.46  *  9.246).  The 
result  is  4.253  percent,  which  we  are 
adding  to  58.843  percent  for  the 
operating  cost  amount  to  determine  the 
total  labor-related  share  for  FY  2013  in 
this  final  rule.  Thus,  the  labor-related 
share  that  we  are  establishing  under  the 
LTCH  PPS  for  FY  2013  is  63.096 
percent.  This  labor-related  share  was 
determined  using  the  same  methodology 
as  employed  in  calculating  all’previous 
LTCH  labor-related  shares. 

Comment:  One  commenter  requested 
that  CMS  reconsider  its  proposal  to 
decrease  the  labor-related  share  from 


70.199  percent  for  FY  2012  to  63.217 
percent  for  FY  2013,  stating  that  this 
decrease  would  unfairly  penalize 
LTCHs  in  urban  areas  and  reward 
LTCHs  in  rural  areas. 

Response:  We  believe  that  the 
revision  to  the  labor-related  share  using 
data  exclusively  firom  LTCHs,  which  we 
proposed  and  are  finalizing,  is  an 
improvement  over  the  current  labor- 
related  share  based  on  the  RPL  market 
basket.  We  believe  a  labor-related  share 
for  LTCHs  that  is  based  on  Medicare 
cost  report  data  obtained  exclusively 
from  the  universe  of  LTCH  providers 
appropriately  reflects  the  national 
average  cost  structures  of  LTCHs.  While 
we  recognize  that  this  downward 
revision  to  the  labor-related  share  will 
have  an  effect  on  the  distribution  of 
payments,  the  decision  to  revise  the 
labor-related  share  was  based  on  what 
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was  most  appropriate  for  LTCHs  given 
the  sufficiently  robust  data  available 
and  that  the  completeness  and  the 
quality  of  the  Medicare  cost  reports  we 
have  been  evaluating  over  the  last 
several  years  have  improved.  For  the 
reasons  stated  above,  we  believe  a  labor- 
related  share  based  on  the  FY  2009- 
based  LTCH-specific  market  basket 
(reflecting  LTCH-specific  Medicare  cost 
report  data)  is  an  improvement.  Thus, 
we  are  adopting  our  proposal  to  revise 
the  labor-related  share  as  described  in 
the  proposed  rule. 

Comment:  A  few  commenters  were 
concerned  about  the  significant 
reduction  in  the  labor-related  share  from 
FY  2012  to  FY  2013  and  its  impact  on 
providers,  particularly  those  in  high 
wage  index  areas.  One  commenter 
requested  that  CMS  communicate  the 
driving  factors  that  contribute  to  such  a 
significant  decrease,  and  evaluate  the 
appropriateness  of  those  contributing 
factors.  One  commenter  questioned  the 
significant  difference  between  the 
compensation  weights  for  the  FY  2009- 
based  market  basket  (54.338  percent) 
and  the  FY  2008-based  RPL  market 
basket  (62.278  percent)  after  there  was 
already  a  significant  decrease  In  the 
labor-related  share  from  FY  2011  to  FY 
2012.  One  commenter  expressed 
support  for  phasing-in  the  reduction  in 
the  labor-related  share  over  3  years  to 
help  minimize  that  impact.  Another 
commenter  requested  that  CMS  spread 
the  impact  of  this  change  over  a  longer 
period  of  time  instead  of  having  it  apply 
all  at  once. 

Response:  The  principal  factors 
contributing  to  the  difference  in  the 
labor-related  shares  between  the 
proposed  and  final  FY  2009-based 
LTCH-specific  market  basket  and  the  FY 
2008-based  RPL  market  basket  are  the 
base  year  cost  weight  differences  found 
in  two  categories;  Wages  and  Salaries, 
and  Benefits.  These  weights  (as 
proposed  and  adopted  in  this  final  rule) 
are  shown  above  in  Table  VII.  C-2.  The 
lower  share  of  costs  attributable  to 
wages,  salaries,  and  benefits  found  in 
the  proposed  and  final  FY  2009-based 
LTCH-specific  market  basket  is  a  direct 
result  of  incorporating  cost  data 
exclusively  from  LTCHs,  as  opposed  to 
incorporating  cost  report  data  from 
freestanding  IRFs,  freestanding  IPFs, 
and  LTCHs  combined  (as  is  the  case  in 
the  RPL  market  basket).  For  the  reasons 
provided  previously,  we  believe  using 
data  solely  from  LTCHs  is  appropriate 
and  results  in  a  market  basket  that  better 
reflects  the  cost  structure  of  the  LTCH 
industry. 

The  labor-related  share  is  determined 
by  identifying  the  national  average 
proportion  of  total  costs  that  are  related 


to,  influenced  by,  or  vary  with  the  local 
labor  market.  We  generally  do  not 
phase-in  changes  to  the  labor-related 
share.  As  explained  above,  the  labor- 
related  share  is  determined  from  the 
relative  importance  of  each  labor-related 
cost  category  under  the  FY  20Q9-based 
LTCH-specific  market  basket,  which  is 
developed  exclusively  from  cost  data 
from  LTCHs.  Because  the  labor-related 
share  will  now  be  based  on  data 
obtained  exclusively  from  the  universe 
of  LTCH  providers  (reflecting  the 
national  average  cost  structures  of  only 
LTCHs  as  compared  to  the  cost 
structures  of  freestanding  IRFs, 
freestanding  IPFs,  and  LTCHs  combined 
as  is  the  case  in  the  current  LTCH  PPS 
market  basket),  we  believe  it 
appropriately  identifies  the  labor-related 
portion  of  the  LTCHs’  costs  that  are 
influenced  by  the  local  labor  market 
and,  therefore,  will  result  in  the  most 
accurate  payments  to  LTCHs  in  FY  2013 
(when  making  the  area  wage  level 
adjustment  provided  for  under 
§  412.525(c).  Therefore,  we  continue  to 
believe  that  adopting  a  labor-related 
share  based  on  the  FY  2Q09-based 
LTCH-specific  market  basket  will  result 
in  the  most  appropriate  LTCH  PPS 
payments.  In  addition,  we  do  not 
believe  that  a  phase-in  of  the  change  in 
the  LTCH  PPS  labor-related  share  is 
necessary  because  the  majority  of 
LTCHs  (approximately  80  percent)  are 
located  in  areas  where  the  FY  2013 
wage  index  value  is  less  than  1.0  and, 
therefore,  are  estimated  to  experience  an 
increase  in  LTCH  PPS  payments  as  a 
result  of  the  change  to  the  labor-related 
share  from  FY  2012  to  FY  2013.  Of  the 
approximately  20  percent  of  LTCHs  that 
are  estimated  to  experience  a  decrease 
in  LTCH  PPS  payments  as  a  result  of  the 
change  to  the  labor-related  share  in  FY 
2013,  we  estimate  that  those  LTCHs,  on 
average,  will  experience  a  0.5  percent 
decrease  in  LTCH  PPS  payments  as  a 
result  of  the  change  to  the  labor-related 
share  under  the  FY  2009-based  LTCH- 
specific  market  basket,  which  is  similar 
in  magnitude  (and  fiscal  impact)  to 
changes  to  aggregate  LTCH  PPS 
payments  in  the  past  due  to  annual 
updates  to  the  adjustment  for  area  wage 
levels  (for  which  we  have  not  provided 
a  phase-in). 

Comment:  One  commenter  stated  that 
the  downward  revision  to  the  labor- 
related  share  creates  ongoing  future 
challenges  to  urban  providers  and  urged 
CMS  to  continue  to  assess  if  more  recent 
data  is  available  before  the  FY  2013 
annual  update  is  established. 

Response:  We  proposed  to  use  data 
from  cost  reports  beginning  in  FY  2009 
because  these  data  are  the  latest 
available  complete  data  and,  therefore,. 


we  continue  to  believe  that  it  will 
enable  us  to  accurately  calculate  cost 
weights  that  specifically  reflect  the  cost 
structures  of  LTCHs.  We  are  finalizing 
our  proposed  use  of  these  data  for  the 
reasons  set  forth  above.  We  will 
continue  to  monitor  the  cost  weights  of 
the  LTCH-specific  market  basket  over 
time.  We  note  that  using  the  most  recent 
data  available  at  the  time  of  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule,  we 
proposed  a  FY  2013  market  basket 
update  (as  measured  by  the  percentage 
increase)  for  LTCHs  of  3.0  percent.  We 
also  proposed  to  use  more  recent  data 
for  tbe  final  rule,  if  available  and 
appropriate.  As  proposed,  we  have 
incorporated  a  more  recent  forecast  from 
IGI  for  this  final  rule,  which  results  in 
a  FY  2013  market  basket  update  of  2.6 
percent. 

D.  Changes  to  the  LTCH  Payment  Rates 
for  FY  2013  and  Other  Changes  to  the 
LTCH  PPS  for  FY  2013 

1.  Overview  of  Development  of  the 
LTCH  Payment  Rates 

The  basic  methodology  for 
determining  LTCH  PPS  Federal 
prospective  pavment  rates  is  set  forth  at 
§412.515  through  §412.536.  In  this 
section,  we  discuss  the  factors  that  we 
used  to  update  the  LTCH  PPS  standard 
Federal  rate  for  FY  2013,  that  is, 
effective  for  LTCH  discharges  occurring 
on  or  after  October  1,  2012  through 
September  30,  2013. 

For  further  details  on  the 
development  of  the  FY  2003  standard 
Federal  rate  when  the  LTCH  PPS  was 
initially  implemented,  we  refer  readers 
to  the  August  30,  2002  LTCH  PPS  final 
rule  (67  FR  56027  through  56037).  For 
subsequent  updates  to  the  LTCH  PPS 
Federal  rate,  we  refer  readers  to  the 
following  final  rules:  RY  2004  LTCH 
PPS  final  rule  (68  FR  34134  through 
34140);  RY  2005  LTCH  PPS  final  rule 
(68  FR  25682  through  25684);  RY  2006 
LTCH  PPS  final  rule  (70  FR  24179 
through  24180):  RY  2007  LTCH  PPS 
final  rule  (71  FR  27819  through  27827); 
RY  2008  LTCH  PPS  final  rule  (72  FR 
26870  through  27029);  RY  2009  LTCH 
PPS  final  rule  (73  FR  26800  through 
26804);  RY  2010  LTCH  PPS  final  rule 
(74  FR  44021  through  44030);  FY  2011 
IPPS/LTCH  PPS  final  rule  (75  FR  50443 
through  50444);  and  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51769 
through  51773). 

The  update  to  the  LTCH  PPS  standard 
Federal  rate  for  FY  2013  is  presented  in 
section  V.A.  of  the  Addendum  to  this 
final  rule.  The  components  of  the 
annual  market  basket  update  to  the 
LTCH  PPS  standard  Federal  rate  for  FY 
2013  are  discussed  below.  Furthermore, 
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as  discussed  in  section  VII.E.4.  of  this 
preamble,  for  FY  2013,  in  addition  to 
the  update  factor,  we  made  a  one-time 
prospective  adjustment  to  the  standard 
Federal  rate  for  FY  2013  so  that  the 
effect  of  any  significant  difference 
between  the  data  used  in  the  original 
computations  of  budget  neutrality  for 
FY  2003  and  more  recent  data  to 
determine  budget  neutrality  for  FY  2003 
is  not  perpetuated  in  the  prospective 
payment  rates  for  future  years  under 
existing  §  412.523(d)(3)  (this  adjustment 
will  not  apply  to  payments  made  for 
discharges  occurring  on  or  before 
December  28,  2012,  consistent  with  the 
statute).  Furthermore,  as  discussed  in 
section  V.A.  of  the  Addendum  of  this 
final  rule,  we  made  an  adjustment  to  the 
standard  Federal  rate  to  account  for  the 
estimated  effect  of  the  changes  to  the 
area  wage  level  adjustment  for  FY  2013 
on  estimated  aggregate  LTCH  PPS 
payments,  in  accordance  with 
§  412.523(d)(4). 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28018  through 
28019),  we  presented  our  proposals  for 
the  development  of  the  annual  update  to 
the  LTCH  PPS  standard  Federal  rate  for 
FY  2013,  including  proposals  related  to 
the  annual  market  basket  update,  the 
revision  of  certain  market  basket 
updates  required  by  the  statute,  and  the 
methodology  for  calculating  and 
applying  the  MFP  adjustment.  We  did 
not  receive  any  public  comments  on  our 
proposals  regarding  the  development  of 
the  annual  update  to  the  LTCH  PPS 
standard  Federal  rate  for  FY  2013,  and 
are  adopting  the  proposals  as  final 
without  modification  in  this  final  rule. 
(We  refer  readers  to  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  for  additional 
details  on  our  proposals  for  the 
development  of  the  annual  update  to  the 
LTCH  PPS  standard  Federal  rate  for  FY 
2013  (77  FR  28018  through  28019),  The 
other  adjustments  we  proposed  to  apply 
in  determining  the  FY  2013  LTCH  PPS 
standard  Federal  rate  (in  addition  to  the 
annual  update),  such  as  the  one-time 
prospective  adjustment  discussed  in 
section  VII.E.4.  of  this  preamble  and  the 
budget  neutrality  adjustment  for 
'  changes  in  the  area  wage  levels 
discussed  in  section  V.A.  of  the 
Addendum  t)f  this  final  rule,  are 
discussed  in  those  respective  sections  of 
this  final  rule.)  Below  we  present  the 
finalized  methodology  that  we  used  to 
develop  the  annual  update  to  the  LTCH 
PPS  standard  Federal  rate  for  FY  2013, 
which  is  consistent  with  the 
methodology  presented  in  the  proposed 
rule. 


2.  FY  2013  LTCH  PPS  Annual  Market 
Basket  Update 

a.  Overview 

Historically,  the  Medicare  program 
has  used  a  market  basket  to  account  for 
price  increases  in  the  services  furnished 
by  providers.  The  market  basket  used 
for  the  LTCH  PPS  includes  both 
operating  and  capital-related  costs  of 
LTCHs  because  the  LTCH  PPS  uses  a 
single  payment  rate  for  both  operating 
and  capital-related  costs.  As  discussed 
in  section  VII.C.  of  this  preamble,  as 
proposed,  we  are  adopting  the  newly 
created  FY  2009-based  LTCH-specific 
market  basket  for  use  under  the  LTCH 
PPS  beginning  in  FY  2013.  For 
additional  details  on  the  historical 
development  of  the  market  basket  used 
under  the  LTCH  PPS,  we  refer  readers 
to  section  VII.C.  1.  of  this  preamble. 

Section  3401(c)  of  the  Affordable  Care 
Act  provides  for  certain  adjustments  to 
any  annual  update  to  the  standard 
Federal  rate  and  refers  to  the  timeframes 
associated  with  such  adjustments  as  a 
“rate  year.”  (The  adjustments  are 
discussed  in  more  detail  in  section 
VII.D.2.b.  of  this  preamble.)  We  note 
that  because  the  annual  update  to  the 
LTCH  PPS  policies,  rates,  and  factors 
now  occurs  on  October  1 ,  we  adopted 
the  term  “fiscal  year”  (FY)  rather  than 
“rate  year”  (RY)  under  the  LTCH  PPS 
beginning  October  1,  2010,  to  conform 
with  the  standard  definition  of  the 
Federal  fiscal  year  (October  1  through 
September  30)  used  by  other  PPSs,  such 
as  the  IPPS  (75  FR  50396  through 
50397).  Although  the  language  of 
sections  3401(c),  10319,  and  1105(b)  of 
the  Affordable  Care  Act  refers  to  years 

2010  and  thereafter  under  the  LTCH 
PPS  as  “rate  year,”  consistent  with  our 
change  in  the  terminology  used  under 
the  LTCH  PPS  from  “rate  year”  to 
“fiscal  year,”  for  purposes  of  clarity, 
when  discussing  the  annual  update  for 
the  LTCH  PPS,  including  the  provisions 
of  the  Affordable  Care  Act,  we  employ 
“fiscal  year”  rather  than  “rate  year”  for 

2011  and  subsequent  years. 

b.  Revision  of  Certain  Market  Basket 
Updates  as  Required  by  the  Affordable 
Care  Act 

Section  1886(m)(3)(A)  of  the  Act,  as 
added  by  section  3401(c)  of  the 
Affordable  Care  Act,  specifies  that,  for 
rate  year  2010  and  each  subsequent  rate 
year  through  2019,  any  annual  update  to 
the  standard  Federal  rate  shall  be 
reduced; 

•  For  rate  year  2010  through  2019,  by 
the  “other  adjustment”  specified  in 
sections  1886(m)(3)(A)(ii)  and  (m)(4)  of 
the  Act;  and 


•  For  rate- year  2012  and  each 
subsequent  year,  by  the  productivity 
adjustment  (which  we  refer  to  as  “the 
multifactor  productivity  (MFP) 
adjustment”)  described  in  section 
1886(b)(3)(B)(xi)(II)  of  the  Act. 

Section  1886(m)(3)(B)  of  the  Act 
provides  that  the  application  of 
paragraph  (3)  of  section  1886(m)  of  the 
Act  may  result  in  the  annual  update 
being  less  than  zero  for  a  rate  year,  and 
may  result  in  payment  rates  for  a  rate 
year  being  less  than  such  payment  rates 
for  the  preceding  rate  year. 

Section  1886(b)(3)(B)(xi)(II)  of  the  Act 
defines  the  MFP  adjustment  as  equal  to 
the  10-year  moving  average  of  changes 
in  annual  economy-wide,  private 
nonfarm  business  multifactor 
productivity  (as  projected  by  the 
Secretary  for  the  10-year  period  ending 
with  the  applicable  fiscal  year,  calendar 
year,  cost  reporting  period,  or  other 
annual  period).  Under  our  methodology, 
the  end  of  the  10-year  moving  average 
of  changes  in  the  MFP  coincides  with 
the  end  of  the  appropriate  FY  update 
period.  In  addition,  the  MFP  adjustment 
that  is  applied  in  determining  any 
annual  update  to  the  LTCH  PPS 
standard  Federal  rate  is  the  same 
adjustment  that  is  required  to  be  applied 
in  determining  the  applicable 
percentage  increase  under  the  IPPS 
under  section  1886(b)(3)(B)(i)  of  the  Act 
as  they  are  both  based  on  a  fiscal  year. 
The  MFP  adjustment  is  derived  using  a 
projection  of  MFP  that  is  currently 
produced  by  IHS  Global  Insight,  Inc. 

(For  additional  details  on  the 
development  of  the  MFP  adjustment 
and  its  application  under  the  LTCH 
PPS,  we  refer  readers  to  the  FY  2012 
IPPS/LTCH  PPS  final  rule  (76  FR  51691 
through  51692  and  51770  through 
51771).) 

We  did  not  receive  any  public 
comments  and  for  FY  2013,  we  continue 
to  use  our  methodology  for  calculating 
and  applying  the  MFP  adjustment  to 
determine  the  annual  update  to  the 
LTCH  PPS  standard  Federal  rate  for  FY 
2013.  (For  details  on  the  development  of 
the  MFP,  including  our  finalized 
methodology  for  calculating  and 
applying  the  MFP  adjustment,  we  refer 
readers  to  the  FY  2012  IPPS/LTCH  PPS 
final  rule  (76  FR  51689  through  51692).) 

c.  Market  Basket  Under  the  LTCH  PPS 
for  FY  2013 

For  FY  2013,  under  the  authority  of 
section  123  of  the  BBRA  as  amended  by 
section  307(b)  of  the  BIPA,  we  are 
adopting  a  newly  created  FY  2009-based 
LTCH-specific  market  basket  for  use 
under  the  LTCH  PPS  beginning  in  FY 
2013  because  we  believe  it  more 
appropriately  reflects  the  cost  structure 
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of  LTCHs.  The  FY  2009-based  LTCH- 
specific  market  basket  is  based  solely  on 
the  Medicare  cost  report  data  submitted 
by  LTCHs  and,  therefore,  specifically 
reflects  the  cost  structures  of  only 
LTCHs.  For  additional  details  on  the 
development  of  the  FY  2009-based 
LTCH-specific  market  basket,  we  refer 
readers  to  section  VII.C.  of  this 
preamble. 

d.  Annual  McU’ket  Basket  Update  for 
LTCHs  for  FY  2013 

Consistent  with  our  historical 
practice,  we  estimate  the  market  basket  • 
update  and  the  MFP  adjustment  based 
on  Id’s  forecast  using  the  most  recent 
available  data.  Based  on  Id’s  second 
quarter  2012  forecast,  the  FY  2013  full 
market  basket  estimate  for  the  LTCH 
PPS  using  the  FY  2009-based  LTCH- 
specific  market  basket  is  2.6  percent  (for 
additional  details,  we  refer  readers  to 
section  VII.C.3.e.  of  this  preamble). 

Using  our  established  methodology  for 
determining  the  MFP  adjustment,  the 
current  estimate  of  the  MFP  adjustment 
for  FY  2013  based  on  Id’s  second 
quarter  2012  forecast  is  0.7  percent  (for 
additional  details,  we  refer  readers  to 
section  VII.D.2.b.  of  this  preamble). 

For  FY  2013,  section  1886(m)(3)(A)(i) 
of  the  Act  requires  that  any  annual 
update  to  the  standard  Federal  rate  be 
reduced  by  the  productivity  adjustment 
(“the  MFP  adjustment”)  described  in 
section  1886(b)(3)(B)(xi)(II)  of  the  Act. 
Consistent  with  the  statute,  as  proposed, 
in  this  final  rule  we  reduced  the  full  FY 
2013  market  basket  update  by  the  FY 
2013  MFP  adjustment.  As  proposed,  in 
this  final  rule,  to  determine  the  market 
basket  update  for  LTCHs  for  FY  2013,  as 
reduced  by  the  MFP  adjustment, 
consistent  with  our  established 
methodology,  we  subtracted  the  FY 
2013  MFP  adjustment  fi-om  the  FY  2013 
market  basket  update.  Furthermore, 
sections  1886(m)(3)(A)(ii)  and 
1886(m)(4)(C)  of  the  Act  requires  that 
any  annual  update  to  the  standard 
Federal  rate  for  FY  2013  be  reduced  by 
the  “other  adjustment”  described  in 
paragraph  (4),  which  is  Q.l  percentage 
^  point  for  FY  2013.  Therefore,  as 
proposed,  for  this  final  rule,  following 
application  of  the  productivity 
adjustment,  we  reduced  the  adjusted 
market  basket  update  (that  is,  the  full 
market  basket  increase  less  the  MFP 
adjustment)  by  the  “other  adjustment” 
specified  by  sections  1886(m)(3)(A)(ii) 
and  1886(m)(4)  of  the  Act.  (For 
additional  details  on  our  established 
methodology  for  adjusting  the  market 
basket  increase  by  the  MFP  and  the 
“other  adjustment”  required  by  the 
statute,  we  refer  readers  to  the  FY  2012 


IPPS/LTCH  PPS  final  rule  (76  FR 
51771).) 

In  this  final  rule,  in  accordance  with 
the  statute  and  as  proposed,  we  reduced 
the  FY  2013  full  market  basket  estimate 
of  2.6  percent  (based  on  the  second 
quarter  2012  forecast  of  the  FY  2009- 
based  LTCH-specific  market  basket)  by 
the  FY  2013  MFP  adjustment  (that  is, 
the  10-year  moving  average  of  MFP  for 
the  period  ending  FY  2013,  as  described 
in  section  VII.D.2.b.  of  the  preamble  of 
this  final  rule)  of  0.7  percentage  point 
(based  on  Id’s  second  quarter  2012 
forecast).  Following  application  of  the 
productivity  adjustment,  the  adjusted 
market  basket  update  of  1.9  percent  (2.6 
percent  minus  0.7  percentage  point)  was 
then  reduced  by  0.1  percentage  point,  as 
required  by  sections  1886(m)(3)(A)(ii) 
and  1886(m)(4)(C)  of  the  Act.  Therefore, 
in  this  final  rule,  under  the  authority  of 
section  T23  of  the  BBRA  as  amended  by 
section  307(b)  of  the  BIPA,  we  are 
establishing  an  annual  market  basket 
update  under  the  LTCH  PPS  for  FY  2013 
of  1.8  percent  (that  is,  the  most  recent 
estimate  of  the  LTCH  PPS  market  basket 
update  at  this  time  of  2.6  percent  less 
the  MFP  adjustment  of  0.7  percentage 
point  less  the  0.1  percentage  point 
required  under  section  1886(m)(4)(C)  of 
the  Act).  Accordingly,  we  are  revising 
§  412.523(c)(3)  by  adding  a  new 
paragraph  (ix),  which  specifies  that  the 
standard  Federal  rate  for  FY  2013  is  the 
standard  Federal  rate  for  the  previous 
LTCH  PPS  year  updated  by  1.8  percent, 
and  as  further  adjusted,  as  appropriate, 
as  described  in  §  412.523(d).  In 
addition,  consistent  with  the  policy  we 
are  establishing  under  section  VII.E.4.  of 
this  preamble  to  adjust  the  FY  2013 
standard  Federal  rate  by  a  one-time 
prospective  adjustment,  we  are  revising 
the  regulations  to  specify  under 
§412.523(c)(3)(ix)(B)  that  with  respect 
to  discharges  occurring  on  or  after 
October  1,  2012,  and  before  December 
29,  2012,  payments  are  based  on  the 
standard  Federal  rate  in 
§412.523(c)(3)(ix)(A)  without  regard  to 
the  one-time  prospective  adjustment 
provided  for  under  §  412.523(d)(3)(iii). 
(We  note  that  we  also  adjusted  the  FY 
2013  standard  Federal  rate  by  an  area 
wage  level  budget  neutrality  factor  in 
accordance  with  §  412.523(d)(4)  (as 
discussed  in  section  V.B.5.  of  the 
Addendum  of  this  final  rule).) 

3.  LTCH  PPS  Cost-of-Living  Adjustment 
(COLA)  for  LTCHs  Located  in  Alaska 
and  Hawaii 

Under  §  412.525(b),  we  established  a 
cost-of-living  adjustment  (COLA)  for 
LTCHs  located  in  Alaska  and  Hawaii  to 
account  for  the  higher  costs  incurred  in 
those  States  (67  FR  56022).  Specifically, 


we  apply  a  COLA  to  payments  to  LTCHs 
located  in  Alaska  and  Hawaii  by 
multiplying  the  nonlabor-related 
portion  of  the  standard  Federal  rate  by 
the  applicable  COLA  factors  established 
annually  by  CMS.  Higher  labor-related 
costs  for  LTCHs  located  in  Alaska  and 
Hawaii  are  taken  into  account  in  the 
adjustment  for  area  wage  levels. 

Historically,  we  have  used  the  most 
recent  updated  COLA  factors  obtained 
from  the  U.S.  Office  of  Personnel 
Management  (0PM)  Web  site  at  http:// 
www.opm.gov/oca/cola/rates.asp  to 
adjust  the  payments  for  LTCHs  in 
Alaska  and  Hawaii.  Sections  1911 
through  1919  of  the  Nonforeign  Area 
Retirement  Equity  Assurance  Act,  as 
contained  in  subtitle  B  of  title  XIX  of  the 
National  Defense  Authorization  Act 
(NDAA)  for  Fiscal  Year  2010  (Pub.  L. 
111-84,  October  28,  2009)  transitions 
the  Alaska  and  Hawaii  COLAs  to 
locality  pay.  Under  section  1914  of 
Public  Law  111-84,  locality  pay  is  being 
phased  in  over  a  3-year  period 
beginning  in  January  2010,  with  COLA 
rates  frozen  as  of  the  date  of  enactment, 
October  28,  2009,  and  then 
proportionately  reduced  to  reflect  the 
phase-in  of  locality  pay.  As  we 
discussed  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51809),  we  did  not 
believe  it  was  appropriate  to  use  either 
the  2010  or  2011  reduced  factors  to 
adjust  the  nonlabor-related  portion  of 
the  standard  Federal  rate  for  LTCHs  in 
Alaska  and  Hawaii  for  Medicare 
payment  purposes.  Therefore,  for  FY 
2012,  we  continued  to  use  the  same 
COLA  factors  (published  by  OPM)  that 
we  used  to  adjust  payments  in  FY  2011 
(which  were  based  on  OPM’s  2009 
COLA  factors)  to  adjust  the  nonlabor- 
related  portion  of  the  standard  Federal 
rate  for  LTCHs  located  in  Alaska  and 
Hawaii. 

As  we  discussed  in  the  FY  2013  EPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28019 
through  28090),  we  continue  to  believe 
it  is  appropriate  to  use  “frozen”  COLA 
factors  to  adjust  payments  in  FY  2012 
while  we  explored  alternatives  for 
updating  the  COLA  in  the  future 
because  we  believe  those  COLA  factors 
appropriately  adjusted  the  nonlabor- 
related  portion  of  the  standard  Federal 
rate  for  LTCHs  located  in  Alaska  and 
Hawaii,  consistent  with  §  412.523(b)  (76 
FR  51809).  In  that  same  proposed  rule, 
under  the  authority  of  section  123  of  the 
BBflA,  as  amended  by  section  307(b)  of 
the  BIPA,  we  proposed  to  continue  to 
use  the  same  “fi"ozen”  COLA  factors 
used  in  FY  2012  for  FY  2013  and  to 
update  the  COLA  factors  for  Alaska  and 
Hawaii,  beginning  in  FY  2014,  based  on 
a  comparison  of  the  growth  in  the 
consumer  price  indices  (CPIs)  for 
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Anchorage,  Alaska  and  Honolulu, 

Hawaii  relative  to  the  growth  in  the  CPI 
for  the  average  U.S.  city  as  published  by 
the  BLS.  This  proposal  was  consistent 
with  the  proposals  made  for  the  COLA 
factors  used  under  the  IPPS  discussed  in 
section  II. B. 2.  of  the  Addendum  to  this 
final  rule. 

We  did  not  receive  any  public 
comments  on  these  proposals  for  the 
COLA  factors  (that  is,  our  proposal  for 
FY  2013  to  continue  to  use  the  same 
COLA  factors  used  in  FY  2012,  and  our 
proposal  for  FY  2014  to  begin  updating 
the  COLA  factors  for  Alaska  and  Hawaii 
based  on  a  comparison  of  the  growth  in 
the  CPIs  for  Anchorage,  Alaska  and 
Honolulu,  Hawaii  relative  to  the  growth 
in  the  CPI  for  the  average  U.S.  city.  In 
this  final  rule,  we  are  adopting  these 
proposals  as  final  without  modification 
because  we  believe  these  COLA  factors 
will  appropriately  adjust  the  nonlabor- 
related  portion  of  the  standard  Federal 
rate  in  for  LTCHs  located  in  Alaska  and 
Hawaii,  consistent  with  §  412.523(b)  (as 
we  discussed  in  the  FY  2013  IPPS/ 

LTCH  PPS  proposed  rule  (77  FR  28019 
through  28020).  Both  our  finalized 
policy  for  FY  2013  and  our  finalized 
policy  for  FY  2014  and  subsequent  years 
are  described  in  detail  below. 

In  this  final  rule,  for  FY  2013,  under 
the  authority  of  section  123  of  the 
BBRA,  as  amended  by  section  307(b)  of 
the  BIPA,  we  will  use  the  same  “frozen” 
COLA  factors  used  in  FY  2012  (which 
are  based  on  OPM’s  2009  COLA  factors) 
for  FY  2013  to  adjust  the  nonlabor- 
related  portion  of  the-standard  Federal 
rate  for  LTCHs  located  in  Alaska  and 
Haw’aii.  Therefore,  for  FY  2013,  a  COLA 
will  be  applied  to  the  standard  Federal 
rate  for  LTCHs  located  in  Alaska  and 
Hawaii,  consistent  with  §  412.525(b),  by 
multiplying  the  nonlabor-related 
portion  of  the  standard  Federal  rate  by 
the  factors  listed  in  the  chart  shown  in 
section  V.C.  of  the  Addendum  to  this 
final  rule. 

In  addition,  in  this  final  rule,  under 
the  authority  of  section  123  of  the 
BBRA,  as  amended  by  section  307(b)  of 
the  BIPA,  we  are  establishing  that, 
beginning  in  FY  2014,  we  will  update 
the  COLA  factors  published  by  OPM 
that  we  used  to  adjust  payments  in  FY 
2011  (which  are  based  on  OPM’s  2009 
COLA  factors)  as  these  are  the  last 
COLA  factors  OPM  published  prior  to 
transitioning  from  COLAs  to  locality 
pay.  Under  this  updated  methodology, 
we  use  a  comparison  of  the  relative 
growth  in  the  overall  CPI  for  Anchorage, 
Alaska  and  Honolulu,  Hawaii  to  update 
the  COLA  factors  for  all  areas  in  Alaska 
and  Hawaii,  respectively,  because  the 
BLS  publishes  CPI  data  only  for  the 
cities  of  Anchorage  and  Honolulu.  VVe 


believe  that  the  relative  price 
differences  between  these  cities  and  the 
United  States  are  appropriate  and 
necessary  proxies  for  the  relative  price 
differences  of  the  “other  areas”  of 
Alaska  and  Hawaii. 

Although  the  BLS  publishes  the  CPI 
for  “All  Items”  for  Anchorage, 

Honolulu,  and  for  the  average  U.S.  city, 
under  this  methodology,  we  will  create 
reweighted  CPIs  for  each  of  the 
respective  areas  to  reflect  the  underlying 
composition  of  the  IPPS  market  basket 
nonlabor-related  share.  The  current 
composition  of  the  CPI  for  “All  Items” 
for  all  the  respective  areas  is 
approximately  40  percent  commodities 
and  60  percent  services.  However,  the 
IPPS  nonlabor-related  share  is 
comprised  of  approximately  60  percent 
commodities  and  40  percent  services. 
Therefore,  we  will  create  rew'eighted 
indexes  for  Anchorage,  Honolulu,  and 
the  average  U.S.  city  using  the 
respective  CPI  commodities  index  and 
CPI  services  index  to  comprise  the 
approximate  60/40  share  obtained  from 
the  IPPS  market  basket.  As  we 
explained  in  the  proposed  rule,  we 
believe  that  using  the  underlying 
composition  of  the  IPPS  market  basket 
nonlabor-related  share  to  reweight  CPIs 
for  each  of  the  respective  areas  is  an 
appropriate  proxy  for  determining  the 
COLAs  for  LTCHs  because  both  LTCHs 
and  IPPS  hospitals  are  required  to  meet 
the  same  certification  criteria  set  forth 
in  section  1861(e)  of  the  Act  to 
participate  as  a  hospital  in  the  Medicare 
program  and  generally  experience 
similar  nonlabor-related  costs  for 
providing  inpatient  hospital  services. 

We  also  note  that  the  composition  of  the 
nonlabor-related  share  of  the  LTCH- 
specific  market  basket  is  not 
significantly  different  ft-om  the 
approximate  60/40  share  obtained  from 
the  IPPS  market  basket. 

As  we  explained  in  the  proposed  rule, 
we  believe  this  methodology  is 
appropriate  because  we  will  be  able  to 
continue  updating  COLA  factors  for 
hospitals  located  in  Alaska  and  Hawaii 
using  the  relative  price  differences  as  a 
proxy  for  relative  cost  differences.  We 
believe  this  is  an  appropriate  alternative 
methodology  given  the  discontinuation 
of  COLA  factors  being  published  by 
OPM.  We  note  that  OPM’s  COLA  factors 
were  calculated  with  a  statutorily 
mandated  cap  of  25  percent,  and  since 
the  inception  of  the  LTCH  PPS,  we  have 
exercised  our  discretionary  authority  to 
adjust  payments  to  LTCHs  located  in 
Alaska  and  Hawaii  by  incorporating  this 
cap.  Consistent  with  our  existing  policy, 
our  approach  for  FY  2014  will  continue 
to  use  such  a  cap,  as  our  policy  is  based 
on  OPM’s  COLA  factors  (updated  by  the 


methodology  described  above).  We  note 
that  this  policy  is  consistent  with  the 
policy  we  are  adopting  for  IPPS 
hospitals  discussed  in  section  ILB.2.  of 
the  Addendum  to  this  final  rule. 

Lastly,  under  this  policy  and  as 
finalized,  we  will  update  the  COLA 
factors  using  the  methodology  described 
above  every  4  years  (beginning  in  FY 
2014),  consistent  with  the  policy  we  are 
establishing  for  updating  the  COLA 
factors  under  the  IPPS  discussed  in 
section  II. B. 2.  of  the  Addendum  to  this 
final  rule.  Under  the  IPPS,  we  also  are 
adopting  a  policy  to  update  the  COLA 
factors  used  to  adjust  the  nonlabor- 
related  portion  of  the  standard  Federal 
rate  for  Alaska  and  Hawaii  every  4  years 
(beginning  in  FY  2014)  concurrently 
with  the  update  to  the  labor-related 
share  under  the  IPPS  market  basket.  The 
labor-related  share  of  the  IPPS  market 
basket  currently  is  not  scheduled  to  be 
updated  until  FY  2014.  At  the  time  of 
development  of  the  FY  2014  proposed 
rule,  we  expect  to  have  CPI  data 
available  through  2012.  Therefore, 
under  this  methodology  as  updated,  we 
expect  the  proposed  FY  2014  COLA 
factors  for  Alaska  and  Hawaii  to  be 
based  on  the  2009  OPM  COLA  factors 
updated  through  2012  by  the 
comparison  of  the  growth  in  the  CPIs  for 
Anchorage,  Alaska,  and  Honolulu, 
Hawaii,  relative  to  the  growth  in  the  CPI 
for  the  average  U.S.  city. 

E.  Expiration  of  Certain  Payment  Rules 
for  LTCH  Services  and  the  Moratorium 
on  the  Establishment  of  Certain 
Hospitals  and  Facilities  and  the 
Increase  in  Number  of  Beds  in  LTCHs 
and  LTCH  Satellite  Facilities 

1.  Background 

Moratoria  on  the  implementation  of 
certain  LTCH  payment  policies  and  on 
the  development  of  new  LTCHs  and 
LTCH  satellite  facilities  and  on  bed 
increases  in  existing  LTCHs  and  LTCH 
satellite  facilities  established  under 
sections  114(c)  and  (d)  of  the  MMSEA 
(Pub.  L.  110-173),  as  amended  by 
section  4302  of  the  ARRA  (Pub.  L.  111- 
5)  and  further  amended  by  sections 
3106  and  10312  of  the  Affordable  Care 
Act,  are  set  to  expire  during  CY  2012, 
under  current  law. 

The  moratoria  established  by  these 
provisions  delayed  the  full 
implementation  of  the  following 
•  policies  for  5  years  beginning  at  various 
times  in  CY  2007: 

•  The  full  application  of  the  “25- 
percent  payment  adjustment  threshold” 
to  certain  LTCHs,  including  hospitals- 
within-hospitals  (HwHs)  and  LTCH 
satellite  facilities  for  cost  reporting 
periods  beginning  on  or  after  July  1, 
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2007,  and  before  July  1,  2012,  or  cost 
reporting  periods  beginning  on  or  after 
October  1,  2007,  and  before  October  1, 
2012,  as  applicable  under  the 
regulations  at  §§412.534  and  412.536. 

•  The  inclusion  of  an  “IPPS 
comparable”  option  for  payment 
determinations  under  the  short-stay 
outlier  (SSO)  adjustment  under 

§  412.529  of  the  regulations  for  LTCH 
discharges  occurring  on  or  after 
December  29,  2007,  but  prior  to 
December  29,  2012. 

•  The  application  of  any  one-time 
prospective  adjustment  to  the  LTCH 
PPS  standard  Federal  rate  provided  for 
in  §  412.523(d)(3)  of  the  regulations 
from  December  29,  2007,  until 
December  29,  2012. 

•  In  general,  the  development  of  new 
LTCHs  and  LTCH  satellite  facilities,  or 
increases  in  the  number  of  beds  in 
existing  LTCHs  and  LTCH  satellite 
facilities  from  December  29,  2007,  and 
ending  December  28,  2012,  unless  one 
of  the  specified  exceptions  to  the 
particular  moratorium  was  met.  (We 
refer  readers  to  the  May  22,  2008 
interim  final  rule  with  comment  pefiod 
for  the  MMSEA  (73  FR  29699,  29704 
through  29707,  and  29709),  the  interim 
final  rule  for  the  ARRA  (74  FR  43990 
through  43992  and  43997),  and  the 
finalizing  of  the  Affordable  Care  Act 
changes  in  the  FY  2011  IPPS/LTCH  PPS 
final  rule  (75  FR  50399  through  50400, 
and  50416)  for  a  complete  description  of 
this  moratorium.) 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28021  and  28022), 
we  proposed  a  1-year  continuation  of 
the  existing  delay  of  the  full 
implementation  of  the  25-percent 
payment  adjustment  threshold;  that  is, 
for  cost  reporting  periods  beginning  on 
or  after  October  1,  2012,  and  before 
October  1,  2013,  as  applicable.  We  also 
proposed  to  make  a  one-time 
prospective  adjustment  to  the  standard 
Federal  rate  under  §  412.523(d)(3)  of  the 
regulations.  We  proposed  to  phase  in 
this  one-time  prospective  adjustment  to 
the  standard  Federal  rate  over  a  3-year 
period,  beginning  in  FY  2013;  however, 
consistent  with  the  statute,  this 
adjustment  would  not  apply  to 
payments  made  for  discharges  occurring 
on  or  before  December  28,  2012.  We  did 
not  propose  to  make  any  changes  to  the 
SSO  policy  as  it  currently  exists  in  the 
regulations  at  §412.529.  Accordingly, 
consistent  with  the  existing  regulations 
at  §  412.529(c)(3),  for  SSO  discharges 
occurring  on  or  after  December  29,  2012, 
the  “IPPS  comparable”  option  at 
.  §412.529(c)(3)(i)(D)  would  apply  to 
payment  determinations  as  appropriate 
for  certain  short-stay  cases.  The 
moratoria  on  the  development  of  new 


LTCHs  or  LTCH  satellite  facilities  and 
on  an  increase  in  the  number  of  beds  in 
existing  LTCHs  or  LTCH  satellite 
facilities  mandated  by  section  114(d)  of 
the  MMSEA,  as  amended  by  section 
4302(b)  of  the  ARRA  and  further 
amended  by  section  3106  and  10312  of 
the  Affordable  Care  Act,  are  set  to  expire 
on  December  29,  2012,  under  current 
law. 

2.  The  25-Percent  Payment  Adjustment 
Threshold 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28021  and  28022), 
we  proposed  to  provide  a  1-year 
extension  (that  is,  for  cost  reporting 
periods  beginning  on  or  after  October  1, 
2012,  and  before  October  1,  2013)  on  the 
moratorium  on  the  application  of  the 
25-percent  payment  adjustment 
threshold  policy  as  provided  by  section 
114(c)  of  the  MMSEA,  as  amended  by 
section  4302(a)  of  the  ARRA  and 
sections  3106(c)  and  10312(a)  of  the 
Affordable  Care  Act.  We  proposed  to 
revise  §§  412.534  and  412.536  of  the 
regulations  to  reflect  this  extension. 
Specifically,  we  proposed  to  change 
“2012”  to  “2013”  in  the  heading  of 
paragraph  §  412.534(c)(1);  in  paragraph 

(c) (l)(i)  and  in  paragraph  (c)(l)(ii);  in 
the  heading  of  paragraphs  (c)(2)  and 

(d) (1);  in  paragraph  (d)(l)(i)  and  in  the 
headings  of  peu'agraphs  (d)(2),  and  (e)(1); 
in  paragraph  (e)(l)(i);  and  in  the  heading 
of  paragraph  (e)(2)  to  incorporate  this 
change.  In  addition,  we  proposed  to 
revise  the  headings  at  §§  412.534(c)(3), 
(d)(3),  and  (e)(3),  and  make  conforming 
changes  to  (h)(4)  and  (5)  and 

§  412.536(a)(2)  to  reflect  this  extension. 
This  extension  would  continue  the 
existing  statutory  exemption  of 
grandfathered  HwHs  and  freestanding 
LTCHs- from  the  25-percent  payment  ■ 
adjustment  threshold  and  the  continued 
statutory  increase  in  the  percentage 
threshold  to  50  or  75  percent,  as 
applicable,  for  those  LTCHs  and  LTCH 
satellite  facilities  presently  so  affected. 
For  a  detailed  description  of  the 
moratorium  on  the  25-percent  payment 
adjustment  threshold  policy,  we  refer 
readers  to  the  May  22,  2008  interim 
final  rule  with  comment  period  (73  FR 
29699  through  29704)  and  the  interim 
final  rule  with  comment  period  for  the 
ARRA  (74  FR  43990  through  43992). 

Although  we  proposed  to  extend  the 
moratorium  relating  to  the  application 
of  the  25-percent  payment  adjustment 
threshold  policy  effective  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2012,  and  before  October  1, 
2013,  we  noted  that  the  existing 
moratorium  will  expire  for  certain 
LTCHs  prior  to  the  effective  date  of  the 
extension.  Specifically,  under  existing 


regulations,  fhe  moratoria  for  an  LTCH 
described  in  §412.23(e)(2)(i)  that  meets 
the  criteria  in  §  412.22(f)  and  a  satellite 
facility  of  a  LTCH  described  under 
§412.22(h)(3)(i)  (that  is,  a  grandfathered 
HwH  and  a  grandfathered  LTCH 
satellite  facility,  respectively),  and  the 
moratoria  for  a  “freestanding”  LTCH  as 
described  in  §  412.23(e)(5),  will  expire 
effective  for  cost  reporting  periods 
beginning  on  or  after  July  1,  2012.  In 
addition,  under  existing  regulations,  the 
moratorium  on  the  25-percent  payment 
adjustment  threshold  policies  for  a 
LTCH  or  a  LTCH  satellite  facility  that, 
as  of  December  29,  2007,  was  co-located 
with  an  entity  that  is  a  provider-based, 
off-campus  location  of  a  subsection  (d) 
hospital  which  did  not  provide  services 
payable  under  section  1886(d)  of  the  Act 
at  the  off-campus  location  also  expires 
beginning  with  discharges  occurring  in 
cost  reporting  periods  beginning  on  or 
after  July  1,  2012.  Therefore,  under  our 
proposed  policy,  there  would  be  a 
period  during  which  some  of  the  above- 
described  LTCHs  and  LTCH  satellite 
facilities  must  comply  with  §§412.534 
and  412.536  before  becoming  subject  to 
the  moratoria  again.  Specifically,  the 
above-described  LTCHs  and  LTCH 
satellite  facilities  with  a  cost  reporting 
period  beginning  on  or  after  July  1, 

2012,  and  before  October  1,  2012,  would 
be  required  to  comply  with  the 
applicable  25-percent  payment 
adjustment  threshold  policy  under 
§§412.534  and  412.536  for  discharges 
occurring  in  the  LTCH’s  or  LTCH 
satellite  facility’s  first  cost  reporting 
period  beginning  from  July  1,  2012,  . 
through  September  30,  2012.  Then, 
those  same  LTCHs  and  LTCH  satellite 
facilities  would  be  subject  to  the 
regulatory  moratorium  effective  for 
discharges  occurring  in  their  first  cost 
reporting  period  beginning  on  or  after 
July  1,  2013,  and  before  October  1,  2013. 

Comment:  Commenters  supported  the 
'proposed  1-year  delay  in  the  full 
application  of  the  25-percent  payment 
adjustment  threshold  policy.  Some  of 
the  commenters  requested  that  CMS 
consider  extending  this  delay  for  2  years 
rather  than  the  proposed  l-year 
extension. 

Response:  We  appreciate  the 
commenters’  support  of  our  proposed 
policy.  While  we  understand  the 
commenters’  desire  to  extend  this  policy 
beyond  the  hospital’s  first  cost  reporting 
period  beginning  on  or  after  October  1, 
2012,  and  before  October  1,  2013,  we 
believe  that  it  is  appropriate  to  only 
consider  extending  a  moratorium  on  the 
25-percent  payment  adjustment 
threshold  policy  through  FY  2013. 
Accordingly,  in  this  final  rule,  we  are 
finalizing  our  proposed  1-year  extension 
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of  the  existing  moratorium  for 
applicable  LTCHs  for  cost  reporting 
periods  beginning  on  or  after  October  1, 
2012,  and  before  October  1,  2013. 
However,  as  discussed  below',  in  this 
final  rule,  w'e  are  also  revising  our 
regulations  to  address  the  situation  of 
those  LTCHs  that  have  cost  reporting 
periods  beginning  on  or  after  July  1, 

2012,  and  before  October  1,  2012. 

Comment:  Many  commenters 

expressed  concern  about  the  impact  of 
the  proposed  effective  date  of  the 
regulatory  moratorium  on  the  25- 
percent  payment  adjustment  threshold 
policy  {that  is,  for  cost  reporting  periods 
beginning  on  or  after  October  1,  2012. 
and  before  October  1,  2013)  in  light  of 
the  July  1.  2012  expiration  of  the 
statutory  moratorium  on  certain  LTCH 
providers  with  cost  reporting  periods 
beginning  from  July  1.  2012,  and  before 
October  1,  2012.  They  pointed  out  that 
this  group  of  LTCHs  would  be  required 
to  comply  w'ith  the  fully-implemented 
25-percent  payment  adjuf>tment 
threshold  policy  for  their  first  cost 
reporting  period  beginning  on  or  after 
July  1,  2012,  and  before  October  1,  2012. 
Those  hospitals  would  not  benefit  from 
the  extension  of  the  moratorium  on  the 
25-percent  payment  adjustment 
threshold  policy  until  their  first  cost 
reporting  period  beginning  on  or  after 
October  1,  2012,  and  before  October  1, 

2013,  which  for  these  providers  would 
start  between  July  1,  2013  and 
September  30,  2013.  Requiring  them  to 
comply  with  the  fully  reinstated  policy 
in  the  interim,  several  commenters 
noted,  w'ould  contradict  CMS’  assertion 
in  the  proposed  rule,  w’here  CMS 
indicated  that  “*  *  *  we  could  be  in  a 
position  w'ithin  the  near  future  to 
propose  revisions  to  our  payment 
policies  that  could  render  the  25- 
percent  payment  adjustment  threshold 
policy  unnecessary.”  Further,  ‘‘[ijn  light 
of  this  potential  result,  we  believe  it  is 
prudent  to  avoid  requiring  LTCHs  (or 
CMS  payment  processing  systems)  to 
retool  in  order  to  implement  the  full 
reinstatement  of  the  policy  for  what 
could  be  a  relativ'ely  short  period  of 
time.”  The  commenters  asserted  that 
this  statement  further  argued  for  the 
development  of  a  solution  to  avoid 
“subjecting”  approximately  130  LTCHs 
to  the  “substantial  logistic, 
administrative,  and  financial  burden”  of 
compliance  with  the  fully  implemented 
policy  for  a  single  cost  reporting  period. 
Several  commenters  also  noted  that  the 
particular  group  of  LTCHs  and  LTCH 
satellite  facilities  that  would  be  effected 
by  the  “gap”  between  the  July  1,  2012 
expiration  of  the  statute  and  the  October 
1,  2012  implementation  of  our  proposed 


policy  are  those  freestanding  and 
grandfathered  HwHs  that  have  never 
actually  been  subject  to  the  policy  and, 
therefore,  would  find  compliance  for 
one  cost  reporting  period  even  more 
burdensome. 

In  urging  consistent  treatment  for  this 
group  of  providers  and  requesting  that 
CMS  not  delay  relief  to  them  under  the 
proposed  extension  of  the  moratorium, 
a  number  of  commenters  submitted 
suggestions  regarding  how  to  avoid  the 
“gap”  period  for  this  group  of  LTCHs. 
Suggestions  made  by  commenters  can 
be  grouped  into  two  categories:  those 
that  focused  on  how'  CMS  could  revise 
the  mechanics  of  execution  of  the 
payment  adjustment  in  order  to 
immediately  cover  those  affected  LTCHs 
and  LTCH  satellite  facilities  in  the 
proposed  extension  of  the  moratorium 
or  at  least  limit  the  impact  of  the  “gap” 
between  statutory  and  regulatory 
protection  for  such  entities:  and  those 
focusing  on  the  Secretary’s  authority  to 
implement  the  extension  of  the 
moratorium  effective  for  cost  reporting 
periods  beginning  on  July  1,  2012, 
notw'ithstanding  the  rulemaking 
schedule  under  the  LTCH  PPS  which 
establishes  an  October  1,  2012 
implementation  date  for  policies 
promulgated  in  the  FY  2013  IPPS/LTCH 
PPS  final  rule. 

Several  commenters  suggested  that 
CMS  issue  an  interim  final  rule  with 
comment  period  as  soon  as  possible  that 
w'ould  provide  immediate  relief  for- 
those  LTCHs  that  would  be  affected  by 
the  “gap”  referenced  previously,  by 
accelerating  the  implementation  date  of 
the  proposed  extension  of  the 
moratorium.  Other  commenters 
recommended  that  CMS  “refrain  from 
enforcing  the  policy.”  A  number  of 
commenters  suggested  that  affected 
LTCHs  be  allowed  to  elect  to  have  the 
12-month  period  beginning  on  October 
1,  2012,  for  the  purposes  of  calculating 
its  compliance  with  the  25-percent 
payment  adjustment  threshold  policy. 
One  commenter  offered  a  specific 
remedy  for  those  LTCHs  that  would  be 
subject  to  the  “gap”:  That  the  moratoria 
on  full  implementation  of  the  25- 
percent  payment  adjustment  threshold  ■ 
policy  could  be  applied  to  Medicare 
patient  discharges  occurring  on  and 
after  October  1,  2012.  Therefore,  this 
commenter  suggested  that  the  25- 
percent  payment  adjustment  threshold 
policy  would  only  apply  to  those  “gap” 
LTCHs  for  1  to  3  months  of  their  cost 
reporting  periods,  that  is,  the  months 
from  the  beginning  of  their  cost 
reporting  period  (from  July  1,  2012 
through  September  30,  2012)  until 
October  1,  2012,  when  the  proposed 


regulatory  moratorium  would  go  into  i 

effect. 

Several  commenters  suggested  that  for 
CMS  to  choose  July  1,  2012  as  the  1 

proposed  effective  date  of  the  extension  | 

of  the  existing  statutory  moratorium  on  S 

the  full  implementation  of  the  25-  j 

percent  payment  adjustment  threshold  6 

policy  was  not  actually  “retroactive  » 

rulemaking”  because  the  actual 
payment  adjustment  would  be  applied 
in  the  future,  upon  cost  report 
reconciliation.  These  and  other 
commenters  also  argued  in  the 
alternative  that  even  if  such  action 
con.stituted  retroactive  rulemaking, 
generally  the  courts  disallow  it  only  if 
it  results  in  “harm,”  is  “a  substantive 
change  from  an  agency’s  prior 
regulatory  practice,”  and  would  “impair 
any  right,  or  create  any  new  obligation, 
duty  or  disability.”  Furthermore,  the 
commenters  argued  that  the  Secretary 
has  the  authority  to  engage  in 
retroactive  rulemaking  if  the  public 
interest  is  served.  A  number  of 
commenters  urged  CMS  to  eliminate  the 
25-percent  payment  adjustment 
threshold  policy  entirely  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2012,  and  rather  focus  on 
developing  and  using  patient  and 
facility-level  criteria  to  determine  which 
patients  are  appropriate  for  LTCH 
treatment. 

Response:  VVe  appreciate  the 
suggestions  made  by  the  commenters 
detailed  above  regarding  possible 
resolutions  of  the  situation  faced  by 
those  LTCHs  subject  to  the  July  1,  2012 
expiration  of  the  statutory  moratorium, 
but  we  believe  that  the  suggestion  to 
apply  the  extension  of  the  moratorium 
effective  for  discharges  occurring  on  or 
after  October  1,  2012,  instead  of  cost 
reporting  periods  beginning  on  or  after 
October  1,  2012  for  those  LTCHs  that 
would  be  effected  by  the  “gap,” 
addresses  most,  if  not  all,  of  the 
concerns  raised  by  the  commenters, 
including  that  these  facilities  were  being 
subject — for  even  a  short  time — to  a 
policy  that  we  may  be  reevaluating.  We 
understand  the  commenters’  concerns 
that  gap  entities,  including  freestanding 
and  grandfathered  HwHs  that  have 
never  been  subjected  to  the  policy,  will 
have  to  comply  with  the  full  application 
of  the  policy  for  a  period  of  time;  that 
is  from  1  to  3  months.  Nonetheless,  we 
do  not  believe  that  being  subjected  to 
the  policy  for  this  short  period  of  time 
will  require  these  entities  to  have  to 
“retool”  nor  do  we  think  it  will  impose 
a  “substantial  logistic,  administrative, 
and  financial  burden”  upon  LTCHs  that 
are  admitting  appropriate  patients,  that 
is,  extremely  sick  patients  who  continue 
to  require  hospital-level  care  at  an  LTCH 
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following  a  course  of  treatment  at  a 
referring  hospital.  We  also  believe  that, 
as  discussed  below,  in  applying  the 
supplemental  moratorium  to  the  gap 
entities  prior  to  their  first  cost  reporting 
period  for  which  they  would  be 
subjected  to  our  regulatory  moratorium, 
as  suggested  by  a  commenter,  we  are  for 
the  most  part,  bridging  the  gap  for  these 
J..TCHS.  As  we  note  below,  we  believe 
that  it  is  highly  unlikely  that  any  of  the 
gap  entities  will  exceed  the  25-percent 
threshold  during  the  time  prior  to  the 
October  1,  2012  effective  date  of  the 
supplemental  moratorium. 

Accordingly,  while  we  are  not 
adopting  any  of  the  other  suggestions 
detailed  in  the  comment  above,  we 
believe  that  the  suggested  discharge- 
based  supplemental  moratorium  for  this 
specific  group  of  effected  LTCHs 
provides  a  narrow  and  “targeted” 
remedy  for  those  particular  LTCHs 
subject  to  the  “gap”  between  the 
expiration  of  the  statutory  moratorium, 
that  is,  cost  reporting  periods  beginning 
on  or  after  July  1,  2012,  and  the  effective 
date  of  the  regulatory  moratorium,  that 
is,  for  cost  reporting  periods  beginning 
on  or  after  October  1,  2012,  which  we 
believe  is  superior  to  other  solutions 
recommended  by  the  commenters. 

Accordingly,  as  revised  in  this  final 
rule,  the  statutory  moratorium  and  the 
regulatory  moratorium  will  be 
implemented  as  follows:  For  those 
LTCHs  for  which  the  statutory 
moratorium  will  expire  effective  with 
the  hospitals’  cost  reporting  periods 
beginning  on  or  after  October  1,  2012, 
the  regulatory  moratorium  will 
seamlessly  provide  for  an  additional 
moratorium  for  the  hospitals’  first  cost 
reporting  period  beginning  on  or  after 
October  1,  2012.  For  LTCHs  and  LTCH 
satellite  facilities  for  which  the  statutory 
moratorium  expires  effective  with  the 
hospital’s  cost  reporting  periods 
beginning  on  or  after  July  1,  2012,  we 
will  apply  a  regulatory  moratorium  as 
follows:  For  hospitals  with  cost 
reporting  periods  beginning  on  or  after 
October  1,  2012,  the  proposed 
moratorium  will  be  finalized  effective 
for  the  hospital’s  first  cost  reporting 
period  beginning  on  or  after  October  1 , 
2012.  In  addition,  for  hospitals  with  cost 
reporting  periods  beginning  on  or  after 
July  1,  2012,  and  before  October  1,  2012, 
we  are  finalizing  a  regulatory 
moratorium  effective  with  discharges 
occurring  beginning  October  1,  2012, 
through  the  end  of  the  hospital  cost 
reporting  period  (that  is,  the  end  of  the 
cost  reporting  period  that  began  on  or 
after  July  1,  2012,  and  before  October  1, 
2012J. 

We  provide  the  following  as  an 
example  of  how  this  policy  will  be 


applied.  Assume  that  LTCH  A  is  a 
freestanding  LTCH  that  has  a  cost 
reporting  period  beginning  August  1, 
2012.  The  statutory  moratorium  will 
expire  for  this  LTCH  on  July  31,  2012. 

For  its  FY  2013  cost  reporting  period,  it 
discharges  200  patients.  Because  the 
statutory  moratorium  expired  for  LTCH 
A  on  July  31,  2012  (which  was  the 
completion  of  its  cost  reporting  period 
that  ended  on  or  after  July  1,  2012),  the 
hospital  is  allowed  to  admit  up  to  50 
patients  from  any  one  referring  hospital 
under  the  25-percent  payment 
adjustment  threshold  policy  before  the 
LTCH  PPS  adjusted  payment  would  be 
applied  for  additional  patients. 
Therefore,  if  LTCH  A  discharges  35 
patients  admitted  from  IPPS  Hospital  B 
during  August  and  September,  no 
payment  adjustment  would  be  applied. 

If  LTCH  A  discharges  an  additional  25 
patients  after  October  1,  2012,  no 
adjustment  would  be  applied  to  any  of 
the  discharges  that  had  been  admitted 
from  IPPS  Hospital  A,  effective  with 
discharges  occurring  on  or  after  October 
1 ,  when  the  regulatory  moratorium  goes 
into  effect  and  LTCH  B  would  be 
permitted  to  exceed  the  50  patient  limit 
under  revised  §412.536(a)(3)(l).  This 
LTCH  would  not  be  subject  to  the  25- 
percent  payment  adjustment  threshold 
policy  until  its  cogt  reporting  period 
beginning  on  or  after  August  1,  2014  as 
described  in  revised  §  412.536(a)(2). 

Therefore,  we  will  finalize  the 
proposed  regulatory  moratorium  on  the 
full  application  of  the  25-percent 
payment  adjustment  threshold  policy 
for  LTCHs  with  reporting  periods 
beginning  on  or  after  October  1,  2012, 
and  we  will  also  establish  a  discharge- 
based  moratorium  on  the  application  of 
the  25-percent  payment  adjustment 
threshold  policy  solely  for  those  LTCHs 
that  would  have  been  effected  by  the 
“gap”  for  discharges  occurring  on  or 
after  October  1,  2012,  and  through  the 
end  of  their  first  cost  reporting  period 
beginning  on  or  after  July  1,  2012,  and 
before  October  1,  2012. 

We  do  not  agree  with  the  commenters 
who  suggested  that  we  eliminate  the  25- 
percent  payment  adjustment  threshold 
policy  at  this  time  even  as  we  are 
evaluating  revisions  to  the  LTCH  PPS 
that  may  more  accurately  target  the 
types  of  patients  who  we  believe  are 
appropriate  for  treatment  in  an  LTCH. 
We  adopted  the  25-percent  payment 
adjustment  threshold  policy  to  limit  the 
percentage  of  patients  an  LTCH  may 
admit  from  another  hospital,  in  order  to 
address  our  concerns  that  LTCHs  were 
functioning  as  step-down  units  of 
referring  IPPS  hospitals  and  that 
Medicare  was,  therefore,  paying  twice 
(first  to  the  IPPS  hospital  and  then  to 


the  LTCH)  for  what  was  essentially  one 
episode  of  patient  care.  We  believe  that 
the  original  objectives  of  the  25-percent 
payment  adjustment  threshold  policy 
continue  to  be  valid  even  though  we  are 
presently  temporarily  extending  the 
moratorium  on  the  policy’s  full 
implementation. 

Comment:  A  number  of  cornmenters 
requested  that  CMS  provide  more 
information  about  the  two  projects  that 
appear  to  be  moving  toward  addressing 
the  concerns  and  perhaps  realizing  the 
goals  of  establishing  LTCH  facility  and 
patient-level  criteria  that  MedPAC 
articulated  in  its  2004  recommendations 
and  that  could  “render  the  25-percent 
payment  adjustment  threshold  policy 
unnecessary.” 

Response:  We  continue  to  share 
MedPAC’s  concerns  regarding  the 
treatment  of  medically  appropriate 
patients  in  LTCHs.  In  its  March  2012 
Report  to  Congress,  MedPAC  noted, 

“*  *  *  if  medically  complex  cases  in 
LTCHs  are,  in  essence,  indistinguishable 
from  medically  complex  cases  in  acute 
care  hospitals,  then  Medicare  must 
ensure  that  its  payments  for  the  same  set 
of  services  are  equitable,  regardless  of 
where  the  services  are  provided.  *  *  * 
policymakers  must  consider  whether 
certain  models  of  care  will  best  serve 
the  needs  of  medically  complex 
patients.  These  steps  will  help  ensure 
that  Medicare  beneficiaries  receive 
appropriate,  high  quality  care  in  the 
least  costly  setting  consistent  with  their 
clinical  conditions.”  (p.  273).  CMS 
agrees  with  MedPAC  and  has  been 
undertaking  research  to  determine 
whether  there  are  patient  level  criteria 
that  can  be  used  to  determine  patients 
that  are  appropriately  treated  in  an 
LTCH  or  in  an  IPPS  hospital  at  a  higher 
than  the  traditional  IPPS  payment 
consistent  with  their  higher  costs. 
Generally,  preliminary  research  by  our 
contractor  seems  to  indicate  that 
focusing  on  a  subset  of  patients  who  are 
“chronically  critically  ill,”  that,  is,  who 
have  been  in  intensive  or  coronary  care 
units  for  a  significant  period  of  time  at 
IPPS  hospitals  immediately  preceding 
the  admission  to  the  LTCH,  may  prove 
to  be  an  important  step  at  this  point.  We 
are  also  researching  whether  under  the 
IPPS  it  is  appropriate  to  carve  out  these 
patients  as  a  separate  category  within 
the  MS-DRGs,  calculating  separate 
relative  weights  for  these  patients.  As 
we  have  in  the  past,  when  this  research 
reaches  the  appropriate  stage,  we  intend 
to  reach  out  to  hospital  industry 
stakeholders  for  reactions  and  feedback. 

In  this  final  rule,  our  regulations  are 
revised  under  §§  412.534  and  412.536  to 
reflect  our  finalized  policies.  We  note 
that,  in  each  regulatory  provision,  we 
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specify  that  the  determination  as  to 
whether  a  payment  adjustment  is 
applicable  for  discharges  occurring 
during  the  months  that  an  LTCH  or 
LTCH  satellite  facility  will  be  subject  to 
the  gap,  that  were  admitted  from  a 
particular  referring  hospital  (that  have 
not  achieved  high-cost  outlier  status  at 
the  referring  hospital),  will  be  based 
upon  whether  or  not  those  discharges 
exceed  25  percent  (or  50  percent,  as 
applicable)  of  total  discharges  during 
that  cost  reporting  period. 

Although  those  with  cost  reporting 
periods  beginning  on  or  after  July  1  and 
before  October  1  will  be  “teclmically” 
subject  to  the  payment  adjustment  until 
October  1,  2012,  we  believe  that  very 
few,  if  any,  LTCHs  will  actually  be 
disadvantaged  because  these  LTCHs 
would  rarely,  if  ever  admit  more  than  25 
percent  of  their  discharges  from  any  one 
referring  hospital  during  the  limited 
period  of  1  to  3  months  (depending  on  . 
the  hospital’s  cost  reporting  beginning 
date)  that  the  25-percent  payment 
adjustment  threshold  policy  would 
technically  be  in  effect.  For  discharges 
occurring  on  or  after  October  1,  2012, 
they  would  be  protected  by  our  new 
regulation  and  would  not  have  to  wait 
until  the  start  of  their  next  cost 
reporting  period  for  relief.  In  addition, 
we  would  note  that  because  we  believe 
that  the  application  of  the  25-percent 
payment  adjustment  threshold  policy 
would  virtually  have  no  impact  on  those 
hospitals  for  the  period  of  July  1,  2012, 
through  September  30,  2012,  we  do  not 
intend  to  expend  limited  audit  dollars 
to  pursue  this  issue  for  discharges 
occurring  during  that  period. 

We  are  revising  the  regulations  at 
§§412.534  and  412.536  to  reflect  these 
finalized  policies. 

3.  The  “IPPS  Comparable  Per  Diem 
Amount”  Payment  Option  for  Very 
Short  Stays  Under  the  Short-Stay 
Outlier  (SSO)  Policy 

Prior  to  the  enactment  of  section 
114(c)(3)  of  the  MMSEA,  for  LTCH  short 
stay  outlier  (SSO)  cases  with  a  covered 
length  of  stay  that  was  equal  to  or  less 
than  one  standard  deviation  from  the 
geometric  average  length  of  stay  for  the 
same  MS-DRG  under  the  IPPS  (that  is, 
the  “IPPS  comparable  threshold”),  the 
SSO  payment  adjustment  determination 
included  an  additional  option,  the 
“IPPS  comparable  amount  per  diem 
amount”  (72  FR  26906).  This  policy  was 
implemented  in  our  regulations  at 
§412.529(c)(3)(i)  in  the  RY  2008  LTCH 
PPS  final  rule-(72  FR  26904  through 
26908). 

Section  114(c)(3)  of  the  MMSEA,  as 
amended  by  section  3106(a)  of  the 
Affordable  Care  Act,  provided  a  5-year 


moratorium  from  the  application  of  the 
“IPPS  comparable  amount”  option 
under  the  SSO  payment  adjustment, 
which  is  scheduled  to  expire  for 
discharges  beginning  on  or  after 
December  29,  2012  (75  FR  50399 
through  50400).  With  the  expiration  of 
the  moratorium,  payment  for  an  SSO 
discharge  occurring  on  or  after 
December  29,  2012,  the  Medicare 
payment  will  be  based  on  the  least  of 
the  following; 

•  100  percent  of  the  estimated  cost  of 
the  case. 

•  120  percent  of  the  MS-LTC-DRG 
specific  per  diem  amount  multiplied  by 
the  covered  length  of  stay  of  the 
particular  case. 

•  The  full  MS-LTC-DRG  per  diem 
amount. 

•  Comparing  the  covered  length  of 
stay  for  as  an  SSO  case  and  the  “IPPS 
comparable  threshold,”  one  of  the 
following: 

(a)  The  blend  of  the  120  percent  of  the 
MS-LTC-DRG  specific  per  diem 
amount  (specified  in  §  412.529(d)(1)) 
and  an  amount  comparable  to  the  IPPS 
per  diem  amount  (specified  in 

§  412.529(d)(4)),  for  cases  where  the 
covered  length  of  stay  for  an  SSO  case 
is  greater  than  the  “IPPS  comparable 
threshold”  (as  specified  under 
§412.529(c)(3)(ii)).  * 

(b)  An  amount  comparable  to  the  IPPS 
comparable  per  diem  amount  (specified 
in  §  412.529(d)(4)),  if  the  covered  length 
of  stay  for  an  SSO  case  is  equal  to  or  less 
than  one  standard  deviation  from  the 
geometric  average  length  of  stay  for  the 
same  MS-DRG  under  the  IPPS  (the 
“IPPS  comparable  threshold”),  as 
specified  under  §  412.529(d)(4). 

For  a  comprehensive  discussion  of  the 
SSO  policy,  including  the  payment  for 
very  short  stays  under  the  SSO  policy, 
we  refer  readers  to  the  May  6,  2008 
interim  final  rule  with  comment  period 
(73  FR  24874  through  24881). 

The  FY  201 3,  “IPPS  comparable 
threshold”  (that  is,  one  standard 
deviation  from  the  geometric  average 
length  of  stay  for  the  same  MS-DRG 
under  the  IPPS)  used  in  determining 
SSO  payments  for  discharges  occurring 
on  or  after  December  29,  2012,  under 
§  412.529(c)(3)  of  the  regulations  are 
provided  in  Table  11,  which  is  listed  in 
section  VI.  of  the  Addendum  to  this 
final  rule  and  available  via  the  Internet 
on  the  CMS  Web  site. 

Comment:  A  large  number  of 
commenters  expressed  concern  about 
our  application  of  the  “IPPS  comparable 
amount”  option  under  the  SSO  payment 
adjustment  policy  in  light  of  the 
expiration  of  the  5-year  statutory 
moratorium. 


Response:  In  the  proposed  rule,  we 
did  not  propose  to  make  any  changes  in 
our  policy  under  §  412.529(c)(3)  for 
LTCH  discharges  occurring  on  or  after 
December  29,  2012,  that  related  to  these 
public  comments.  Therefore,  we  will 
not  address  the  commenters’  concerns  ] 

regarding  this  policy  at  this  time  but  we  j 
will  take  them  into  consideration  I 

should  we  contemplate  changes  to  the 
SSO  policy  in  the  future. 

Technical  change.  With  the  expiration 
of  the  moratorium  on  the  application  of 
the  “IPPS  comparable  per  diem 
amount”  option  at  §412.529(c)(3)(i)(D) 
on  the  determination  of  the  payment 
adjustment  under  the  SSO  policy, 
described  above,  we  proposed  a 
technical  change  to  the  regulation  text  at 
§412.529(d)(i)(C)  in  order  to  clarify  the 
application  of  our  policy.  Specifically, 
at  §412.529(d)(4)(i)(C),  we  proposed  to 
remove  the  following  introductory 
phrase  that  appears  at  the  beginning  of 
the  paragraph:  “For  purposes  of  the 
blend  amount  described  in  paragraph 

(c)(2)(iv)  of  this  section,”  so  that  the 
provision  of  the  paragraph  is  not  limited 
only  to  the  “blend  amount”  option 
under  the  SSO  policy  at 
§412.529(c)(2)(iv),  but  is  also  applicable 
to  the  “IPPS  comparable  per  diem 
amount”  option  at  §412.529(c)(3)(i)(D). 

In  the  proposed  rule,  we  proposed  to 
clarify  this  policy  by  revising  the 
language  of  paragraph  (d)(4)(i)(C)  of 
§412.529  to  read  as  follows: 

“(C)  The  payment  amount  specified 
under  paragraph  Cd)(4)(i)(B)  of  this 
section  may  not  exceed  the  full  amount 
comparable  to  what  would  otherwise  be 
paid  under  the  hospital  inpatient 
prospective  payment  system  determined 
under  paragraph  (d)(4)(i)(A)  of  this 
section.” 

We  proposed  this  technical  correction 
in  order  to  clarify  that,  payment  for  a 
case  based  solely  on  the  “IPPS 
comparable  per  diem  amount” 
described  at  §  412.529(d)(4)  is 
calculated  in  the  same  way  that  it  is 
calculated  when  payment  for  a  case  will 
be  based  on  the  “blend  amount”  (under 
§  412.529(c)(2)(iv))  of  the  “IPPS 
comparable  per  diem  amount”  and  the 
“120  percent  of  the  LTC-DRG  specific 
per  diem  payment  amount.”  When  we 
finalized  the  “IPPS  comparable  per 
diem  amount”  option  to  the  SSO 
payment  adjustment  in  the  RY  2008 
LTCH  PPS  final  rule  (72  FR  26907),  we 
stated  in  the  preamble  that  “the  IPPS 
comparable  per  diem  amount  [was] 
capped  at  the  full  IPPS  comparable 
amount  that  is  used  under  the  blend 
option  of  the  current  SSO  policy 
*  *  *.”  However,  we  neglected,  at  that 
time,  to  revise  the  regulation  text. 

Therefore,  we  proposed  to  clarify  our 
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regulations  at  §412.529(d)(4)(i)(C)  to 
reflect  existing  policy  that  the  “IPPS 
comparable  per  diem  amount”  is 
calculated  as  a  per  diem  that  is  capped 
at  an  amount  comparable  to  what  would 
have  been  a  full  payment  under  the 
inpatient  prospective  payment  system, 
such  that  an  SSO  payment  made  under 
the  “IPPS  comparable  per  diem 
amount”  option  may  also  not  exceed  the 
full  amount  comparable  to  what  would 
otherwise  be  paid  under  the  inpatient 
prospective  payment  system. 

We  did  not  receive  any  public 
comments  on  this  technical  change  and 
are  finalizing  the  proposed  technical 
change  to  §  412.529(d)(4)(i){C)  as 
described  above. 

4.  One-Time  Prospective  Adjustment  to 
the  Standard  Federal  Rate  Under 
§  412.523(d)(3) 

a.  Overview 

In  the  August  30,  2002  LTCH  PPS 
final  rule  (67  FR  55954),  we  set  forth 
regulations  implementing  the  LTCH 
PPS,  based  upon  the  broad  authority 
granted  to  the  Secretary,  under  section 
123  of  the  BBRA  (as  amended  by  section 
307(b)  of  the  BIPA).  Section  123(a)(1)  of 
the  BBRA  required  that  the  system 
“maintain  budget  neutrality.”  The 
statute  requires  the  LTCH  PPS  to  be 
budget  neutral  in  FY  2003,  so  that 
estimated  aggregate  payments  under  the 
LTCH  PPS  for  FY  2003  would  be  equal 
to  the  estimated  aggregate  payments  that 
would  have  been  made  if  the  LTCH  PPS 
were  not  implemented  for  FY  2003.  The 
methodology  for  determining  the  LTCH 
PPS  standard  Federal  rate  for  FY  2003 
that  would  “maintain  budget  neutrality” 
is  described  in  considerable  detail  in  the- 
August  30,  2002  final  rule  (67  FR  56027 
through  56037).  Our  methodology  for 
estimating  payments  for  the  purposes  of 
budget  neutrality  calculations  used  the 
best  available  data,  and  necessarily 
reflected  several  assumptions  (for 
example,  costs,  inflation  factors  and 
intensity  of  services  provided)  in 
estimating  aggregate  payments  that 
would  be  made  if  the  LTCH  PPS  was  not 
implemented.  In  performing  our  budget 
neutrality  calculations,  we  took  into 
account  the  statute’s  requirement  that 
certain  statutory  provisions  that  affect 
the  level  of  payments  to  LTCHs  in  years 
prior  to  the  implementation  of  the  LTCH 
PPS  shall  not  be  taken  into  account  in 
the  development  and  implementation  of 
the  LTCH  PPS.  Specifically,  section 
307(a)(2)  of  the  BIPA  requires  that  the 
increases  to  the  target  amounts  anti  the 
increases  to  the  cap  on  the  target 
amounts  for  LTCHs  provided  for  by 
section  307(a)(1)  of  the  BIPA  (as  set 
forth  in  section  1886(b)(3)(J)  of  the  Act) 


and  the  enhanced  continuous 
improvement  bonus  (CIB)  payments  for 
LTCHs  provided  for  by  section  122  of 
the  BBRA  (as  set  forth  in  section 
1886(b)(2)(E)  of  the  Act)  are  not  to  be 
taken  into  account  in  the  development 
and  implementation  of  the  LTCH  PPS. 

In  the  August  30,  2002  final  rule,  we 
also  stated  our  intentions  to  monitor 
LTCH  PPS  payment  data  to  evaluate 
whether  later  data  varied  significantly 
from  the  data  available  at  the  time  of  the 
original  budget  neutrality  calculations 
(for  example,  data  related  to  inflation 
factors,  intensity  of  services  provided, 
or  behavioral  response  to  the 
implementation  of’the  LTCH  PPS).  To 
the  extent  the  later  data  significantly 
differ  firom  the  data  employed  in  the 
original  calculations,  the  aggregate 
amount  of  payments  during  FY  2003 
based  on  later  data  may  be  higher  or 
lower  than  the  estimates  upon  which 
the  budget  neutrality  calculations  were 
based.  Therefore,  in  that  same  final  rule, 
under  the  broad  authority  conferred 
upon  the  Secretary  in  developing  the 
LTCH  PPS,  including  the  authority  for 
establishing  appropriate  adjustments, 
provided  by  section  123(a)(1)  of  the 
BBRA,  as  amended  by  section  307(b)  of 
BIPA,  we  provided  in  §  412.523(d)(3)  of 
the  regulations  for  the  possibility  of 
making  a  one-time  prospective 
adjustment  to  the  LTCH  PPS  rates  by  a 
deadline  of  October  1,  2006,  so  that  the 
effect  of  any  significant  difference 
between  actual  payments  and  estimated 
payments  for  the  first  year  of  the  LTCH 
PPS  would  not  be  perpetuated  in  the 
LTCH  PPS  rates  for  future  years.  This 
deadline  was  revised  to  July  1,  2008,  in 
the  RY  2007  LTCH  PPS  final  rule 
because  sufficient  time  had  not  elapsed 
since  the  start  of  the  LTCH  PPS  for  new 
data  to  be  generated  that  would  have 
enabled  us  to  conduct  a  comprehensive 
reevaluation  of  our  budget  neutrality 
calculations  (71  FR  27842  through 
27844).  Therefore,  we  did  not 
implement  the  ohe-time  prospective 
adjustment  provided  under 
§  412.523(d)(3)  at  that  time.  However, 
we  stated  that  we  would  continue  to 
collect  and  irrterpret  new  data  as  they 
became  available  in  order  to  determine 
whether  we  should  propose  such  an 
adjustment  in  the  future.  Furthermore, 
we  revised  §  412.523(d)(3)  by  changing 
the  original  October  1,  2006  deadline  to 
July  1,  2008,  to  postpone  the 
prospective  one-time  adjustment  due  to 
the  time  lag  in  the  availability  of 
Medicare  data  upon  which  a  proposed 
adjustment  would  be  based,  noting  that 
there  is  a  lag  time  between  the 
submission  of  claims  data  and  cost 
report  data,  and  the  availability  of  that 


data  in  the  MedPAR  files  and  HCRIS, 
respectively.  We  also  explained  that  we 
believed  that  postponing  the  deadline  of 
the  one-time  prospective  adjustment  to 
the  LTCH  PPS  rates  provided  for  in 
§  412.523(d)(3)  to  July  1,  2008,  would 
allow  our  decisions  regarding  a  possible 
adjustment  to  be  based  on  more 
complete  and  up-to-date  data  (71  FR 
27842  through  27845). 

Section  114(c)(4)  of  the  Medicare, 
Medicaid,  and  SCHIP  Extension  Act  of 
2007  (Pub.  L.  110-173)  (MMSEA) 
provides  that  the  “Secretary  shall  not, 
for  the  3-year  period  beginning  on  the 
date  of  the  enactment  of  this  Act,  make 
the  one-time  prospective  adjustment  to 
long-term  care  hospital  prospective 
payment  rates  provided  for  in  section 
412.523(d)(3)  of  title  42,  Code  of  Federal 
Regulations,  or  any  similar  provision.” 
That  provision  delayed  the  effective 
date  of  any  one-time  prospective 
adjustment  until  no  earlier  than 
December  29,  2010.  Accordingly,  we 
revised  §41 2.523(d)(3)  of  the 
regulations  to  conform  with  this 
requirement  (73  FR  26801  through 
26804  and  26839).  Then,  section  3106  of 
the  Affordable  Care  Act  amended 
section  114(c)  of  the  MMSEA  by 
specifying  an  additional  2-year  delay  in 
the  one-time  prospective  adjustment  to 
the  standard  Federal  rate  at 
§  412.523(d)(3).  Thus,  under  current 
law,  the  Secretary  is  precluded  from 
making  the  one-time  adjustment  to  the 
standard  Federal  rate  until  December 
29,  2012.  Therefore,  we  revised 
§  412.523(d)(3)  to  conform  with  this 
requirement  (75  FR  50399  and  50416). 

Prior  to  the  statutory  delay  in  the 
application  of  any  one-time  prospective 
adjustment  required  when  the  MMSEA 
was  enacted  on  December  29,  2007,  we 
had  developed  a  methodology  for 
evaluating  whether  to  propose  a  one¬ 
time  prospective  adjustment  under 
§  412.523(d)(3)  of  the  regulations.  In 
order  to  inform  the  public  of  our 
thinking,  and  to  stimulate  comments  for 
our  consideration  during  the  statutory 
delay  in  implementing  any  one-time 
prospective  adjustment,  we  discussed 
our  analysis  and  its  results  in  the  RY 
2009  LTCH  PPS  proposed  rule  and  final 
rule  (73  FR  5353  through  5360  and 
26800  through  26804,  respectively). 

Evaluating  the  appropriateness  of  the 
possible  one-time  prospective 
adjustment  under  §  412.523(d)(3) 
requires  a  thorough  review  of  the 
relevant  LTCH  data  (as  described 
below).  As  we  discussed  in  the  RY  2009 
LTCH  PPS  proposed  and  final  rules,  we 
conducted  a  thorough  review  of  the 
relevant  data,  that  is,  cost  data  from  FY 
2002,  representing  the  final  year  LTCHs 
were  paid  under  the  TEFRA  payment 
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system.  The  cost  report  data  for  FY  2002 
is  comprised  of  a  high  proportion  of 
settled  and  audited  cost  reports 
submitted  by  LTCHs.  We  also  have 
payment  data  on  the  first  year  of  the 
LTCH  PPS  (that  is,  FY  2003).  On  the 
basis  of  our  review  of  these  data 
sources,  we  discussed  a  potential 
methodology  for  determining  whether 
the  one-time  prospective  adjustment 
provided  for  under  §  412.523(d)(3)  of 
the  regulations  should  be  proposed  and 
the  computation  of  such  adjustment,  if 
appropriate,  based  on  that  potential 
methodology.  We  also  discussed  that, 
under  that  potential  methodology,  our 
analysis  indicated  that  a  permanent 
adjustment  factor  of  0.9625  to  the  LTCH 
PPS  standard  Federal  rate  could  be 
warranted.  Consistent  with  the 
requirements  of  section  114(c)(4)  of  the 
MMSEA,  which  delayed  the 
implementation  of  such  an  adjustment, 
we  did  not  propose  any  one-time 
prospective  adjustment  to  the  standard 
Federal  rate.  However,  we  presented  our 
analysis  and  welcomed  public  comment 
to  inform  the  public  of  our  analysis  if 
and  when  we  decide  to  propose  (and 
ultimately  Hnalize)  such  an  adjustment 
under  §  412.523(d)(3). 

As  we  discussed  in  the  RY  2009 
LTCH  PPS  final  rule  (73  FR  26803),  our 
policy  objective  in  providing  for  this 
one-time  prospective  adjustment  has 
always  b^n  to  ensure  that 
computations  based  on  the  earlier, 
necessarily  limited  (but  at  that  time  best 
available)  data  available  at  the  inception 
of  the  LTCH  PPS  would  not  be  built 
permanently  into  the  rates  if  data 
available  at  a  later  date  could  provide 
more  accurate  results.  When  we 
established  the  FY  2003  standard 
Federal  rate  in  a  budget  neutral  manner, 
we  used  the  most  recent  LTCH  cost  data 
available  at  that  time  (that  is,  FY  1999 
data),  and  trended  that  data  forward  to 
estimate  what  Medicare  would  have 
paid  to  LTCHs  in  FY  2003  under  the 
TEFRA  payment  system  if  the  PPS  were 
not  implemented  for  FY  2003.  As  we 
discussed  in  the  RY  2009  LTCH  PPS 
final  rule  (73  FR  26803),  after  a 
thorough  evaluation  of  the  currently 
available  data  in  light  of  this  stated 
policy  objective,  we  believe  that  the 
most  appropriate  methodology  for 
evaluating  an  adjustment  to  the  original 
budget  neutrality  adjustment  would  be 
to  compare  estimated  payments  in  the 
first  year  under  the  LTCH  PPS  to  what 
estimated  payments  would  have  been 
under  the  prior  TEFRA  payment  system 
for  that  year  based  on  the  best  available 
data.  Accordingly,  in  that  same  final 
rule,  we  revised  §  412.523(d)(3)  to 
provide  for  the  possibility  of  making  a 


one-time  prospective  adjustment  to 
LTCH  PPS  rates  so  that  “the  effect  of 
any  significant  difference  between  the 
data  used  in  the  original  computations 
of  budget  neutrality  for  FY  2003  and 
more  recent  data  to  determine  budget 
neutrality  for  FY  2003  is  not 
perpetuated  in  the  prospective  payment 
rates  for  future  years.”  As  noted  above, 
the  statutory  moratoria  that  delayed  the 
implementation  of  the  application  of 
any  one-time  prospective  adjustment  to 
the  LTCH  PPS  standard  Federal  rate 
provided  for  in  §  412.523(d)(3)  of  the 
regulations  for  5  years  (from  December 
29,  2007,  until  December  29,  2012)  is  set 
to  expire  during  FY  2013. 

In  order  to  determine  whether  a  one¬ 
time  prospective  adjustment  under 
§  412.523(d)(3)  would  be  warranted,  we 
evaluated  several  issues  regarding  the 
data  to  use  for  this  purpose.  These 
issues,  our  proposals  related  to  these 
issues  (as  presented  in  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule  (77  FR 
28025  through  28032)),  and  a  summary 
of  the  public  comments  and  our 
responses  related  to  these  issues  are 
presented  below.  As  indicated  in  the 
proposed  rule,  we  previously  discussed 
these  issues  in  the  RY  2009  LTCH  PPS 
proposed  and  final  rules. 

b.  Data  Used  To  Estimate  Aggregate  FY 
2003  TEFRA  Payments 

As  we  discussed  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28025 
through  28032),  as  we  considered  the 
appropriateness  of  the  possible  one-time 
prospective  adjustment  under 
§  412.523(d)(3)  of  the  regulations,  it  is 
necessary  to  estimate  both  aggregate 
payments  under  the  LTCH  PPS  for  FY 
2003  and  the  estimated  aggregate 
payments  that  would  have  been  made  if 
the  LTCH  PPS  were  not  implemented  in 
FY  2003  (that  is,  estimated  FY  2003 
TEFRA  payments).  While  it  is  possible 
to  determine  actual  TEFRA  payments  to 
LTCHs  for  FY  2002,  the  last  year  of 
payment  under  that  methodology,  it  is 
necessary  to  estimate  what  TEFRA 
payments  would  have  been  in  FY  2003 
if  the  new  LTCH  PPS  had  not  been 
implemented.  In  developing  our 
proposed  methodology  for  evaluating  a 
one-time  prospective  adjustment,  we 
considered  whether  we  should  use 
actual  FY  2003  costs  to  calculate 
estimated  TEFRA  payments  for  FY  2003 
or  use  costs  for  FY  2002  trended 
forward  to  FY  2003  as  the  basis  for  the 
calculation.  As  we  discussed  in  that 
same  proposed  rule  (77  FR  28025), 
basing  the  estimate  on  actual  FY  2003 
costs  would  have  the  considerable 
advantage  of  avoiding  the  need  to  inflate 
FY  2002  costs  to  FY  2003  costs. 
However,  there  is  also  a  potentially 


serious  disadvantage  to  using  actual  FY 
2003  costs.  Because  FY  2003  was  the 
first  year  of  payment  under  the  LTCH 
PPS,  the  cost  experience  of  LTCHs  in 
that  year  would  reflect  their  response  to 
the  incentives  provided  by  the  new 
payment  system,  instead  of  reflecting 
behavior  under  the  reasonable  cost 
payment  system.  Indeed, 
implementation  of  an  LTCH  PPS  should 
directly  affect  the  behavior  of  LTCHs, 
and,  therefore,  the  level  of  costs  in 
LTCHs.  One  of  the  incentives  of  a  PPS 
is  to  improve  efficiency  in  the  delivery 
of  care,  which  generally  results  in 
decreased  cost  per  discharge.  For  this 
reason,  using  FY  2003  costs  directly 
could  be  a  poor  basis  for  estimating 
payments  that  “would  have  been  made 
if  the  LTCH  PPS  were  not 
implemented.”  On  balance,  however, 
we  believe  that  trending  the  costs 
incurred  under  the  last  year  of  the 
TEFRA  payment  system  forward  for  1 
year  poses  a  smaller  prospect  for 
distortion  than  using  costs  incurred 
during  the  subsequent  year,  when  the 
incentives  faced  by  LTCHs  to  reduce 
costs  could  have  had  a  significant  effect. 
We  also  noted  that  some  LTCH 
stakeholders  have  expressed  concern 
that  using  FY  2003  costs  directly  would 
provide  a  poor  basis  upon  which  to 
estimate  payments  that  “would  have 
been  made  if  the  LTCH  PPS  were  not 
implemented”  for  precisely  the  reasons 
discussed  above.  We  believe  that  basing 
the  estimate  of  FY  2003  TEFRA 
payments  on  FY  2002  costs  trended 
forward  should  satisfy  these  concerns. 
For  the  reasons  discussed  above,  in  the 
FY  2013  IPPS/LTCH  PPS  proposed  rule 
(77  FR  28025  through  28026),  in 
evaluating  the  appropriateness  of  the 
possible  one-time  prospective 
adjustment  under  §  412.523(d)(3)  of  the 
regulations,  we  proposed  to  base  our 
calculation  of  the  estimated  aggregate 
payments  that  would  have  been  made  if 
the  LTCH  PPS  were  not  implemented 
(that  is,  estimated  FY  2003  TEFRA 
payments)  on  FY  2002  costs  trended 
forward. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  base  our 
calculation  of  the  estimated  aggregate 
payments  that  would  have  been  made  if 
the  LTCH  PPS  were  not  implemented 
(that  is,  estimated  FY  2003  TEFRA 
payments)  on  FY  2002  costs  trended 
forward  for  purposes  of  evaluating  the 
appropriateness  of  the  possible  one-time 
prospective  adjustment  under 
§  412.523(d)(3).  We  are  adopting  this 
policy  as  final,  without  modification,  for 
the  reasons  discussed  above.  (We 
discuss  the  specific  methodology  we  are 
adopting  in  this  final  rule  to  trend 
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forward  FY  2002  costs  to  estimated  FY 
2003  TEFRA  payments,  which  is  the 
same  as  the  methodology  we  proposed 
helow  in  this  section.) 

In  this  final  rule,  under  the  hroad 
authority  conferred  upon  the  Secretary 
hy  section  123  of  the  BBRA  as  amended 
by  section  307(b)  of  BIPA,  in  evaluating 
the  appropriateness  of  the  possible  one¬ 
time  prospective  adjustment  under 
§  412.523(d)(3)  of  the  regulations,  we 
based  our  calculation  of  the  estimated 
aggregate  payments  that  would  have 
been  made  if  the  LTCH'  PPS  were  not 
implemented  (that  is,  estimated  FY  2003 
TEFRA  payments)  on  FY  2002  costs 
trended  forward  for  the  reasons 
discussed  above.  Specifically,  as  we 
proposed,  under  the  methodology  we 
are  adopting  in  this  final  rule,  we 
trended  forward  the  most  recent 
available  LTCH  FY  2002  costs  to  FY 
2003  using  the  excluded  hospital  market 
basket,  because  we  believe  these  data 
best  reflect  the  price  changes  in  hospital 
inpatient  costs  realized  by  LTCHs  from 
FY  2002  to  FY  2003.  We  believe  that 
using  the  excluded  hospital  market 
basket  to  update  FY  2002  reasonable 
cost-based  (TEFRA)  payments  in  order 
to  estimate  FY  2003  TEFRA  payments  is 
appropriate  because  the  TEFRA 
payment  system  under  which  LTCHs 
were  paid  prior  to  the  implementation 
of  the  LTCH  PPS  utilized  the  excluded 
hospital  market  basket  to  update  the 
hospital-specific  limits  on  payment  for 
operating  costs  of  LTCHs.  In  addition, 
we  used  the  excluded  hospital  market 
basket  to  update  the  inpatient  hospital 
operating  and  capital  costs  of  LTCHs 
when  we  developed  the-initial  LTCH 
PPS  standard  Federal  rate  for  FY  2003 
(67  FR  56029  through  56031).  As  we 
asserted  in  the  proposed  rule,  we 
believe  that  the  LTCH  cost  report  data 
for  FY  2002  currently  available  are 
appropriate  to  use'for  this  purpose 
because,  as  noted  above,  they  are 
comprised  of  settled  and  audited  cost 
reports  submitted  by  LTCHs.  (We  noted 
that  this  is  the  same  methodology  for 
evaluating  the  appropriateness  of  the 
possible  one-time  prospective 
adjustment  under  §  412.523(d)(3)  that 
we  presented  in  the  RY  2009  LTCH  PPS 
proposed  rule  and  final  rule  (73  FR  5356 
and  26802,  respectively).) 

c.  Data  Used  To  Estimate  Aggregate  FY 
2003  LTCH  PPS  Payments 

As  discussed  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28025) 
and  as  discussed  above,  to  determine 
whether  a  one-time  prospective 
adjustment  under  §  412.523(d)(3)  was 
warranted,  we  believe  that  an  estimate 
of  the  payments  that  would  have  been 
made  in  FY  2003  under  the  TEFRA 


payment  system  methodology  should  be 
compared  to  estimated  payments  under 
the  new  LTCH  PPS  in  FY  2003. 
Specifically,  we  explained  that  the  most 
direct  way  to  determine  payments  under 
the  new  LTCH  PPS  is  simply  to 
aggregate  the  actual  payments 
calculated  under  the  LTCH  PPS 
methodology  for  the  discharges  that 
occurred  during  the  first  year  of  the 
LTCH  PPS  (FY  2003).  However,  that 
approach  raises  an  issue  of  consistency 
because  the  discharges  for  which 
Medicare  payments  were  made  under 
the  LTCH  PPS  during  FY  2003  are  not 
the  same  as  the  discharges  for  which 
costs  were  incurred  during  the  last  year 
of  payment  under  the  TEFRA 
methodology,  FY  2002.  For  these 
reasons  discussed  above,  we  believe  that 
the  best  way  to  estimate  the  TEFRA 
payments  that  would  have  been  made  to 
LTCHs  during  FY  2003  is  to  use  inflated 
FY  2002  costs  as  a  proxy  for  FY  2003 
costs.  Comparing  actual  FY  2003  LTCH 
PPS  payments  to  FY  2003  TEFRA 
payments  estimated  on  the  basis  of  FY 

2002  discharges  would  amount  to  a 
comparison  between  payments  related 
to  two  different  sets  of  discharges, 
potentially  skewing  the  results. 
Therefore,  for  the  purpose  of 
consistency,  rather  than  comparing 
TEFRA  payments  based  on  FY  2002 
costs  updated  to  FY  2003,  to  aggregate 
LTCH  PPS  payments  for  discharges  that 
actually  occurred  in  FY  2003,  we 
believe  it  is  preferable  to  compare 
estimated  TEFRA  payments  based  on 
updated  FY  2002  costs  to  the  estimated 
payments  that  would  have  been  made 
under  LTCH  PPS  methodology  in  FY 

2003  for  those  same  FY  2002  discharges. 
For  these  reasons,  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28025), 
we  proposed  to  base  our  estimate  FY 
2003  LTCH  PPS  payments  on  the  Same 
set  of  discharges  (from  FY  2002)  which 
are  the  basis  for  the  estimate  of  what 
would  have  been  paid  in  FY  2003  under 
the  reasonable  cost-based  (TEFRA) 
payment  system. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  base  the 
estimate  of  FY  2003  LTCH  PPS 
payments  on  the  same  set  of  discharges 
(from  FY  2002)  for  purposes  of 
evaluating  the  appropriateness  of  the 
possible  one-time  prospective 
adjustment  under  §  412.523(d)(3).  We 
are  adopting  this  policy  as  final,  without 
modification  for  the  reasons  discussed 
above.  (We  discuss  the  methodology  we 
^  are  adopting  in  this  final  rule  to 
estimate  FY  2003  LTCH  PPS  payments 
using  those  FY  2002  discharges,  which 
is  the  same  as  the  m’ethodology  we 
proposed  below  in  this  section.) 


In  this  final  rule,  under  the  broad 
authority  conferred  upon  the  Secretary 
by  section  123  of  the  BBRA  as  amended 
by  section  307(b)  of  BIPA,  as  we 
proposed,  in  evaluating  the 
appropriateness  of  the  possible  one-time 
prospective  adjustment  under 
§  412.523(d)(3)  of  the  regulations,  we  are 
using  the  same  set  of  discharges  (from 
FY  2002)  to  base  our  estimate  of  FY 
2003  LTCH  PPS  payments  and  our 
estimate  of  what  would  have  been  paid 
in  FY  2003  under  the  reasonable  cost- 
based  (TEFRA)  payment  system  for 
purposes  of  evaluating  the 
appropriateness  of  the  possible  one-time 
prospective  adjustment  under 
§412.523(d)(3). 

d.  Methodology  To  Evaluate  Whether  a 
One-Time  Prospective  Adjustment 
Under  §  412.523(d)(3)  Is  VVarranted 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR),  to  evaluate  the 
appropriateness  of  the  possible  one-time 
prospective  adjustment  under 
§  412.523(cl)(3)  of  the  regulations,  we 
proposed  to  compare  estimated 
aggregate  FY  2003  TEFRA  payments 
(calculated  on  the  basis  of  FY  2002 
costs,  updated  to  FY  2003)  to  estimated 
aggregate  payments  that  would  have 
been  made  in  FY  2003  under  the  LTCH 
PPS  methodology  (by  applying  the  FY 
2003  LTCH  payment  rules  to  the 
discharges  that  occurred  in  FY  2002).  As 
we  asserted  in  the  proposed  rule,  we 
believe  that  this  approach  would  ensure 
that  we  are  comparing  the  estimated  FY 
2003  TEFRA  payments,  which  are  based 
on  updated  costs  incurred  for  FY  2002 
discharges,  to  the  estimated  PPS 
payments  that  would  have  been  made  . 
for  those  same  FY  2002  discharges 
under  the  new  LTCH  PPS  payment 
methodology.  (We  note  that  this  is  the 
same  methodology  for  evaluating  the 
appropriateness  of  the  possible  one-time 
prospective  adjustment  under 
§  412.523(d)(3)  of  the  regulations  that 
we  presented  in  the  RY  2009  LTCH  PPS 
proposed  rule  and  final  rule  (73  FR  5356 
and  73  FR  26802,  respectively).)  We 
discuss  the  public  comments  and  our 
responses  to  these  proposals  below  in 
this  section. 

To  evaluate  whether  a  one-time' 
prospective  adjustment  under 
§  412.523(d)(3)  was  warranted,  in  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28024  through  28025),  we  proposed 
to  consider  as  “significant”  any 
difference  greater  than  or  equal  to  a  0.25 
percentage  point  difference  between  the 
original  budget  neutrality  calculations 
and  budget  neutrality  calculations  based 
on  the  more  recent  data  now  available. 
As  we  discussed  in  that  same  proposed 
rule,  the  regulations  at  §  412.523(d)(3) 
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provide  that  the  Secretary  may  make  a 
one-time  prospective  adjustment  to  the 
LTCH  PPS  rates  in  order  to  ensure  that 
any  “significant"  difference  is  not 
perpetuated  in  the  LTCH  PPS  rates  for 
future  years.  The  regulation  does  not 
specifically  define  what  constitutes  a 
significant  difference  for  this  purpose. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  establish 
that  any  difference  greater  than  or  equal 
to  0.25  percentage  points  is 
“significant”  for  purposes  of 
determining  whether  the  one-time 
prospjective  adjustment  provided  under 
§  412.523(d)(3)  is  warranted.  Therefore, 
we  are  adopting  this  policy  as  final 
without  modification. 

In  this  final  rule,  as  we  proposed,  in 
evaluating  whether  a  one-time 
prospective  adjustment  under 
§  412.523(d)(3)  was  warranted,  we  will 
consider  as  “significant”  any  difference 
greater  than  or  equal  to  a  0.25 
percentage  point  difference  between  the 
original  budget  neutrality  calculations 
for  FY  2003  and  budget  neutrality 
calculations  for  FY  2003  based  on  the 
more  recent  data  now  available.  As  we 
discussed  in  the  proposed  rule  (77  FR 
28024  through  28025),  we  believe  this 
threshold  will  avoid  making  an 
adjustment  to  account  for  veiy  minor 
deviations  between  earlier  and  later 
estimates  of  budget  neutrality.  It  is  also 
consistent  with  thresholds  that  we 
employ  for  similar  purposes  in  other 
prospective  payment  systems.  For 
example,  under  the  capital  IPPS,  we 
make  a  forecast  error  correction  in  the 
framework  used  to  update  the  capital 
Federal  rate  if  a  previous  forecast  of 
input  prices  varies  by  at  least  a  0.25 
percentage  point  from  actual  input  price 
changes  (72  FR  47425).  We  do  not 
believe  that  we  should  treat  differences 
greater  than  or  equal  to  0.25  percent  as 
not  “significant,”  because  the  effect  of 
any  difference  would  be  magnified  as 
the  rates  are  updated  each  year. 

e.  Methodology  To  Estimate  FY  2003 
LTCH  Payments  Under  the  TEFRA 
Payment  System 

To  estimate  FY  2003  LTCH  payments 
under  the  TEFRA  payment  system,  in 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  (77  FR  28026),  we  proposed  to  use 
a  methodology  that  is  similar  in  concept 
to  the  methodology  we  used  to  estimate 
FY  2003  LTCH  total  payments  under  the 
TEFRA  payment  system  when  we 
determined  the  initial  standard  Federal 
rate  in  the  August  30,  2002  final  rule  (67 
FR  56030  through  56033).  Specifically, 
we  proposed  to  estimate  total  LTCH 
payments  under  the  TEFRA  payment 
system  in  FY  2003  using  the  following 
steps; 


•  Estimate  each  LTCH’s  payment  per 
discharge  for  inpatient  operating  costs 
under  the  TEFRA  payment  system  for 
FY  2003,  including  continuous  bonus 
improvement  payments: 

•  Estimate  each  LTCH’s  payment  per 
discharge  for  capital-related  costs  for  FY 
2003;  and 

•  Sum  each  LTCH’s  estimated 
operating  and  capital  payment  per  case 
to  determine  its  estimated  total  FY  2003 
TEFRA  payment  system  payments  per 
discharge. 

We  did  not  receive  any  public 
comments  on  our  proposed 
methodology  for  estimating  aggregate 
FY  2003  LTCH  TEFRA  payments  for 
purposes  of  evaluating  the  one-time 
prospective  adjustment  at 
§  412.523(d)(3).  We  are  adopting  this 
methodology  as  final,  without 
modification,  for  the  reasons  discussed 
in  the  proposed  rule  and  reiterated 
below.  (We  discuss  the  specific  steps  of 
the  methodology  we  are  adopting  in  this 
final  rule  to  estimate  total  FY  2003 
TEFRA  payment  system  payments  per 
discharge,  which  is  the  same  as  the 
methodology  w^e  proposed  below  under 
“Step  1”.) 

f.  Methodology  to  Estimate  FY  2003 
LTCH  PPS  Payments 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28030),  we 
proposed  to  estimate  FY  2003  LTCH 
PPS  payments  using  the  same  general 
methodology  that  we  used  to  estimate 
FY  2003  payments  under  the  LTCH  PPS 
(without  a  one-time  prospective 
adjustment)  when  w'e  determined  the 
initial  standard  Federal  rate  in  the 
August  30,  2002  final  rule  (67  FR 
56032).  We  proposed  to  estimate  FY 
2003  LTCH  PPS  payments  for  each 
LTCH  by  simulating  payments  on  a 
case-by-case  basis  by  applying  the  final 
FY  2003  payment  policies  established  in 
the  August  30,  2002  final  rule  that 
implemented  the  LTCH  PPS  (67  FR 
55954),  which  generally  include  the 
established  FY  2003  LTC-DRGs  and 
relative  weights  (Version  22.0), 
adjustments  for  differences  in  area  wage 
levels,  adjustments  for  SSO  cases, 
additional  payments  for  HCO  cases  that 
were  applied  in  determining  LTCH  PPS 
payments  to  discharges  occurring  in  FY 
2003.  We  also  proposed  to  use  LTCH 
case-specific  discharge  information  from 
the  FY  2002  MedPAR  files,  and  we 
proposed  to  use  LTCH  provider-specific 
data  from  the  FY  2003  Provider-Specific 
File  (PSF),  as  these  were  the  data  used 
by  fiscal  intermediaries  to  make  LTCH 
payments  during  the  first  year  of  the 
LTCH  PPS  (FY  2003).  To  determine  total 
estimated  PPS  payments  for  all  LTCHs, 
we  summed  the  individual  estimated 


LTCH  PPS  payments  for  each  LTCH. 

(We  note  that  this  is  the  same 
methodology  we  used  to  estimate  FY 
2003  payments  under  the  LTCH  PPS  for 
purposes  of  evaluating  the  one-time 
prospective  adjustment  at 
§  412.523(d)(3)  that  we  presented  in  the 
RY  2009  LTCH  PPS  proposed  rule  (73 
FR  5359  through  5360).) 

We  did  not  receive  any  public 
comments  on  our  proposed 
methodology  for  estimating  aggregate 
FY  2003  LTCH  PPS  payments  for 
purposes  of  evaluating  the  one-time 
prospective  adjustment  at 
§  412.523(d)(3).  We  are  adopting  this 
methodology  as  final,  without 
modification.  (We  note  that  we  did 
receive  public  comments  that  suggested 
that  we  take  into  account  other  policy 
considerations  in  determining  the 
necessity  and  magnitude  of  the  one-time 
prospective  adjustment.  A  summary  of 
these  comments  and  our  responses  can 
be  found  below'.) 

g.  Methodology  for  Calculating  the  One- 
Time  Prospective  Adjustment  Under 
§  412.523(d)(3) 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28023  through 
28032),  we  described  in  detail  the 
methodology  and  the  data  that  we 
proposed  to  use  to  calculate  a  one-time 
budget  neutrality  adjustment  factor.  In 
general,  under  our  proposed 
methodology  for  evaluating  a  possible 
one-time  prospective  adjustment  under 
§  412.523(d)(3),  we  proposed  to 
determine  a  case-weighted  average 
estimated  TEFRA  payment,  consistent 
with  the  methodology  used  when  we 
determined  the  initial  standard  Federal 
rate  in  the  FY  2003  LTCH  PPS  final  rule 
(68  FR  56032).  Then  we  proposed  that 
each  LTCH’s  estimated  total  FY  2003 
TEFRA  payment  per  discharge  would  be 
determined  by  summihg  its  estimated 
FY  2003  operating  and  capital  payments 
under  the  TEFRA  payment  system  based 
on  FY  2002  cost  report  data,  and 
dividing  that  amount  by  the  number  of 
discharges  from  the  FY  2002  cost  report 
data.  Next,  we  proposed  to  determine 
each  LTCH’s  average  estimated  TEFRA 
payment  weighted  for  its  number  of 
discharges  in  the  FY  2002  MedPAR  file 
(for  the  purpose  of  estimating  FY  2003 
LTCH  PPS  payments)  by  multiplying  its 
average  estimated  total  TEFRA  payment 
per  discharge  by  its  number  of 
discharges  in  the  FY  2002  MedPAR  file. 
We  then  proposed  to  estimate  total  case- 
weighted  TEFRA  payments  by  summing 
each  LTCH’s  (MedPAR)  case-weighted 
estimated  FY  2003  TEFRA  payments. 
Under  our  proposed  methodology,  vve 
compared  these  estimated  FY  2003  total 
TEFRA  payments  to  estimated  FY  2003 
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total  LTCH  PPS  payments  in  order  to 
determine  whether  a  one-time 
prospective  adjustment  would  he 
appropriate.  (We  also  noted  that  this  is 
the  same  methodology  we  used  to 
compare  estimated  FY  2003  total 
TEFRA  payments  to  estimated  FY  2003 
total  LTCH  PPS  payments  for  purposes 
of  evaluating  the  one-time  prospective 
•adjustment  at  §  412.523(d)(3)  that  we 
presented  in  the  RY  2009  LTCH  PPS 
proposed  rule  (73  FR  5360).)  For 
additional  details  on  our  proposed 
methodology  and  the  data  proposed  to 
use  to  calculate  a  one-time  budget 
neutrality  adjustment  factor,  we  refer 
readers  to  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28025  through 
28031).  (As  we  noted  above,  we  did 
receive  public  comments  that  suggested 
that  we  take  into  account  other  policy 
considerations  in  determining  the 
necessity  and  magnitude  of  the  one-time 
prospective  adjustment.  A  summary  of 
these  comments  and  our  responses  can 
be  found  below.) 

Based  on  approximately  91,300  LTCH  ' 
discharges  for  250  LTCHs,  under  the 
proposed  methodology  and  data  present 
in  the  proposed  rule,  we  calculated  that 
estimated  FY  2003  LTCH  PPS  payments 
are  approximately  2.5  percent  higher 
than  estimated  payments  to  the  same 
LTCHs  in  FY  2003  if  the  LTCH  PPS  had 
not  been  implemented  (that  is, 
estimated  total  FY  2003  TEFRA 
payment  system  payments)  (77  FR 
28031).  This  2.5  percent  difference 
exceeded  our  proposed  0.25  percentage 
points  threshold  of  what  we  would 
consider  to  be  a  “significant  difference” 
for  purposes  of  determining  whether  the 
one-time  prospective  adjustment 
provided  under  §  412.523(d)(3)  would 
be  warranted.  Although  we  projected 
that  estimated  FY  2003  LTCH  PPS 
payments  are  approximately  2.5  percent 
higher  than  estimated  FY  2003  TEFRA 
payments,  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  28031),  we 
explained  that  proposing  to  reduce  the 
standard  Federal  rate  by  2.5  percent 
would  not  “maintain  budget  neutrality” 
for  FY  2003  (that  is,  estimated  FY  2003 
LTCH  PPS  payments  would  not  be  equal 
to  estimated  FY  2003  TEFRA  payments) 
because  a  considerable  number  of  LTCH 
discharges  are  projected  to  have 
received  a  LTCH  PPS  payment  in  FY 
2003  based  on  the  estimated  cost  of  the 
case  (rather  than  a  payment  based  on 
the  standard  Federal  rate)  under  the 
payment  adjustment  for  SSO  cases  at 
§412.529.  Specifically,  under  our 
proposed  methodology,  our  payment 
analysis  indicates  that  nearly  20  percent 
of  estimated  FY  2003  LTCH  PPS 
payments  are  SSO  payments  that  were 


paid  based  on  estimated  cost  and  not 
based  on  the  LTCH  PPS  standard 
Federal  rate.  These  SSO  cases  that 
receive  a  payment  based  on  the 
estimated  cost  of  the  case  are  generally 
unaffected  by  any  changes  to  the 
standard  Federal  rate  because  the 
estimated  cost  of  the  case  is  determined 
by  multiplying  the  Medicare  allowable 
charges  by  the  LTCH’s  CCR 
(§  412.529(d)(2)).  In  other  words,  if  we 
had  proposed  to  reduce  the  standard 
Federal  rate  by  2.5  percent,  estimated 
total  FY  2003  LTCH  PPS  payments 
would  still  be  greater  than  estimated  • 
total  FY  2003  TEFRA  payments  (that  is, 
would  not  be  budget  neutral),  and  this 
difference  would  be  perpetuated  in  the 
LTCH  PPS  payment  rates  for  future 
years.  This  is  because  the  estimated 
LTCH  PPS  payments  for  those  SSO 
cases  that  in  FY  2003  were  estimated  to 
have  been  paid  120  percent  of  the 
estimated  cost  of  the  case  generally  are 
not  affected  (that  is,  in  this  case,  not 
lowered)  by  any  one-time  prospective 
adjustment  budget  neutrality  factor  that 
would  be  applied  to  the  standard 
Federal  rate  because  those  payments  are 
not  derived  from  the  standard  Federal 
rate  (as  explained  above).  Therefore,  it 
was  necessary  to  propose  to  offset  the 
standard  Federal  rate  by  a  factor  that  is 
larger  than  2.5  percent  in  order  to 
ensure  that  estimated  total  FY  2003 
LTCH  PPS  payments  would  be  equal  to 
estimated  total  FY  2003  TEFRA 
payments  in  order  to  “maintain  budget 
neutrality.”  To  determine  the  necessary 
adjustment  factor  that  would  need  to  be 
applied  to  the  standard  Federal  rate  in 
order  to  “maintain  budget  neutrality,” 
under  the  proposed  methodology  we 
presented  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  28030),  we 
simulated  FY  2003  LTCH  PPS  payments 
using  the  same  general  methodology 
that  we  used  to  estimate  FY  2003  LTCH 
PPS  payments  when  we  determined  the 
initial  standard  Federal  rate  by 
simulating  payments  on  a  case-by-case 
basis  using  the  final  FY  2003  LTCH  PPS 
payment  rates  and  policies  as 
established  when  we  implemented  the 
LTCH  PPS  in  the  August  30,  2002  final 
rule  (67  FR  56032).  Using  iterative 
payment  simulations  using  the  data 
from  the  250  LTCHs  in  our  database,  we 
determined  that  we  would  need  to 
apply  a  factor  of  0.9625  (that  is,  a 
reduction  of  approximately  3.75  percent 
rather  than  2.5  percent)  to  the  standard 
Federal  rate  in  order  to  make  estimated 
total  FY  2003  LTCH  PPS  payments 
equal  to  estimated  total  FY  2003  TEFRA 
payments  consistent  with  our  stated 
policy  goal  of  the  one-time  prospective 
adjustment  at  §  412.523(d)(3)  (that  is,  to 


ensure  that  the  difference  between 
estimated  total  FY  2003  LTCH  PPS 
payments  and  estimated  total  FY  2003 
TEFRA  payments  is  not  perpetuated  in 
the  LTCH  PPS  payment  rates  in  future 
years).  (We  also  noted  that  the  proposed 
adjustment  of  approximately  -3.75 
percent  is  the  same  result  of  the 
evaluation  of  the  one-time  prospective 
adjustment  at  §  412.523(d)(3)  that  we 
presented  in  the  RY  2009  LTCH  PPS 
proposed  rule  and  final  rule  (73  FR  5360 
and  26804,  respectively).)  In  that  same 
proposed  rule  (77  FR  258031),  we  stated 
(as  we  did  in  the  RY  2009  LTCH  PPS 
proposed  and  final  rules),  that  in  the 
years  following  the  initial 
implementation  of  the  LTCH  PPS,  we 
have  adopted  some  revised  policies  and 
adjustments  to  LTCH  PPS  payment 
levels.  However,  none  of  these  revised 
policies  and  payment  adjustments  have 
addressed  the  intended  purpose  of  the 
one-time  prospective  adjustment 
allowed  under  §  412.523(d)(3)  of  the 
regulations,  to  ensure  that  any 
significant  difference  between  the  data 
used  in  the  original  computations  of 
budget  neutrality  for  FY  2003  and  more 
recent  data  to  determine  budget 
neutrality  for  FY  2003  are  not 
perpetuated  in  the  LTCH  PPS  rates  for 
future  years.  For  excunple,  the 
adjustments  that  we  have  made  to 
account  for  coding  changes  in  excess  of 
real  severity  increases  in  RYs  2007 
through  2010  were  made  to  account  for 
changes  in  coding  behavior  in  the  years 
following  the  implementation  of  the 
LTCH  PPS,  and  not  to  address  any  issue 
regarding  the  budget  neutrality 
calculations  that  were  used  to  establish 
the  base  rate  for  the  LTCH  PPS.  (As  we 
noted  above,  we  received  public 
comments  that  suggested  that  we  take 
into  account  other  policy  considerations 
in  determining  the  necessity  and 
magnitude  of  the  one-time  prospective 
adjustment.  A  summary  of  these 
comments  and  our  responses  can  be 
found  below.) 

Based  on  the  general  methodology 
described  above,  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28031 
through  28032),  under  the  broad 
authority  granted  to  the  Secretary  under 
section  123  of  the  BBRA,  as  amended  by 
section  307(b)  of  the  BIPA,  we  proposed 
to  make  a  one-time  prospective 
adjustment  of  0.9625,  which  would 
permanently  reduce  the  standard 
Federal  rate  by  approximately  3.75 
percent  so  to  reflect  the  estimated 
difference  between  projected  aggregate 
LTCH  PPS  payments  in  FY  2003  and  the 
projected  aggregate  payments  that 
would  have  been  made  in  FY  2003 
under  the  TEFRA  payment  system  if  the 


53492 


Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


LTCH  PPS  had  not  been  implemented. 
Consistent  with  current  law,  we  also 
proposed  that  this  adjustment  would 
not  apply  to  payments  for  discharges 
occurring  on  or  after  October  1,  2012, 
and  on  or  before  December  28,  2012. 
Furthermore,  given  the  magnitude  of 
this  adjustment  and  in 
acknowledgement  of  hopeful  research 
outcomes  (discussed  in  section  VII.E.2. 
of  the  preamble  of  that  proposed  rule), 
we  proposed  to  phase-in  this 
approximate  3.75  percent  reduction  to 
the  standard  Federal  rate  over  a  3-year 
period.  Furthermore,  we  proposed  to 
revise  the  regulations  under 
§  412.523(d)(3)  to  specih’  that  the 
standard  Federal  rate  would  be 
permanently  reduced  by  3.75  percent 
(that  is,  an  adjustment  of  0.9625)  to 
reflect  the  estimated  difference  between 
projected  aggregate  LTCH  PPS  payments 
in  FY  2003  and  the  projected  aggregate 
payments  that  would  have  been  made  in 
FY  2003  under  the  TEFRA  payment 
system  if  the  LTCH  PPS  had  not  been 
implemented,  and  this  adjustment 
would  be  phased-in  over  3  years. 

We  also  explained  that  although  the 
adjustment  to  the  standard  Federal  rate 
provided  for  at  §  412.523(d)(3)  is  called 
a  “one-time”  prospective  adjustment,  as 
stated  above,  this  adjustment  would  be 
permanently  applied  to  the  standard 
Federal  rate  so  that  the  effect  of  the 
estimated  difference  between  the  data 
used  in  the  original  computations  of 
budget  neutrality  for  FY  2003  and  more 
recent  data  to  determine  budget 
neutrality  for  FY  2003  is  not 
perpetuated  in  the  prospective  payment 
rates  for  future  years.  Under  this 
proposal,  we  proposed  that  we  would 
make  a  one-time  prospective  adjustment 
by  applying  a  factor  of  0.98734  to  the 
standard  Federal  rate  in  FY  2013  (which 
would  not  be  applicable  to  payments  for 
discharges  occurring  on  or  after  October 
1,  2012,  and  on  or  before  December  28, 
2012,  consistent  with  current  law),  FY 
2014,  and  FY  2015  to  completely 
account  for  our  estimate  (determined 
using  the  methodology  described  above) 
that  a  factor  of  0.9625  (that  is  0.98734 
X  0.98734  X  0.98734  =  0.9625)  needs  to 
be  applied  to  the  standard  Federal  rate 
in  order  to  ensure  that  the  difference 
between  estimated  total  FY  2003  LTCH 
PPS  payments  and  estimated  total  FY 
2003  TEFRA  payments  is  not 
perpetuated  in  the  LTCH  PPS  payment 
rates  in  future  years,  consistent  with  our 
stated  policy  goal  of  the  one-time 
prospective  adjustment  at 
§  412.523(d)(3). 

The  public  comments  we  received  on 
our  proposal  to  make  a  one-time 
prospective  adjustment  of  0.9625,  which 
would  permanently  reduce  the  standard 


Federal  rate  by  approximately  3.75 
percent,  including  our  proposed  3-year 
phase-in  of  this  adjustment,  and  our 
responses  are  presented  below. 

h.  Public  Comments  and  CMS’ 

Responses 

Comment:  Many  commenters  objected 
to  the  proposed  one-time  prospective 
adjustment.  Some  commenters 
expressed  concern  about  the  financial 
impact  of  the  proposed  reduction  to  the 
standard  Federal  rate  with  the 
application  of  the  proposed  one-time 
prospective  adjustment  in  light  of  LTCH 
margins  for  certain  providers  as  cited  in 
MedPAC’s  March  2012  Report  to 
Congress.  Other  commenters  asserted 
that,  in  keeping  with  CMS’  policy  goal 
that  any  difference  between  LTCH  PPS 
aggregate  payments  and  estimated 
TEFRA  aggregate  payments  in  the  first 
year  of  LTCH  PPS  is  not  perpetuated  in 
future.years,  the  policy  objective  behind 
the  one-time  prospective  adjustment  has 
already  been  accomplished  as  a  result  of 
other  adjustments  and  payment  policy 
changes  under  the  LTCH  PPS  since  its 
initial  implementation  in  FY  2003. 

Some  commenters  pointed  to  various 
payment  adjustments  made  since  the 
inception  of  the  LTCH  PPS,  including 
the  recalibration  of  DRG  weights, 
adjustments  made  to  account  for 
changes  in  documentation  and  coding 
that  did  not  reflect  actual  changes  in 
case  mix,  elimination  of  the  annual 
payment  updates  in  interim  years,  or 
payment  updates  that  are  less  than  the 
market  basket  increase.  A  number  of 
commenters  pointed  to  the  changes 
made  to  the  SSO  policy  made  in  RY 
2007  which  changed  the  SSO  cost 
payment  option  from  120  percent  of  cost 
to  100  percent  of  cost  as  an  adjustment 
that  would  preclude  CMS  from  the  need 
to  apply  the  one-time  prospective 
adjustment.  Based  on  an  analysis 
provided  by  some  commenters,  they 
believed  that  if  CMS  had  paid  100 
percent  of  cost  for  SSO  cases  at  the  time 
of  the  L'T.CH  PPS  implementation  in  FY 
2003,  there  would  not  have  been  a  2.5 
percent  difference  between  aggregate 
payments  made  under  LTCH  PPS  and 
TEFRA  payments.  These  commenters 
also  stated  that  the  SSO  policy  change 
in  RY  2007  resulted  in  a  reduction  in 
total  LTCH  payments  by  3.6  percent, 
and  argued,  therefore,  that  the  SSO 
policy  change  essentially  accomplishes 
the  intended  goal  of  the  one-time 
prospective  adjustment  by  bringing 
LTCH  spending  to  at  least  (or  below)  the 
budget  neutrality  baseline  (that  is,  what 
current  aggregate  LTCH  PPS  payments 
would  be  had  estimated  total  FY  2003 
LTCH  PPS  payments  been  2.5  percent 
lower). 


In  addition,  these  commenters  urged 
CMS  to  review  and  adjust  the  proposed 
methodology  for  calculating  the  one¬ 
time  prospective  adjustment  in  a 
manner  that  incorporates  the  SSO 
policy  changes  made  since  the 
implementation  of  the  LTCH  PPS  in 
assessing  whether  the  one-time 
prospective  adjustment  is  warranted, 
and  believed  that  doing  so  would  yield 
a  reduced  one-time  prospective 
adjustment  or  eliminate  the  need  for  one 
altogether.  These  same  commenters 
asserted  that  CMS  must  also  consider 
the  changes  in  the  SSO  policy  when 
calculating  the  one-time  prospective 
adjustment  factor  because  the  SSO 
policy  changes  and  the  one-time 
prospective  adjustment  are  policies  that 
are  aligned  because  they  both  were 
derived  from  the  same  broad  authority 
under  the  statute  to  make  “appropriate 
adjustments”  to  LTCH  PPS.  Some 
commenters  also  pointed  out  that,  in  the 
past,  CMS  had  indicated  that  certain 
payment  adjustments,  for  example  the 
zero  percent  update  to  the  standard 
Federal  rate  for  RY  2007,  may  make  the 
one-time  prospective  adjustment  to  the 
standard  Federal  rate  “unnecessary.  ” 
These  commenters  also  stated  that  CMS 
only  cited  the  adjustments  made  for 
documentation  and  coding  to  account 
for  the  effects  of  changes  in  coding  that 
did  not  reflect  actual  increase  in  patient 
severity  in  RYs  2007  through  2010  as 
adjustments  that  do  not  address  any 
issue  regarding  the  budget  neutrality 
calculations  that  were  used  to  establish 
the  base  rate  for  the  LTCH  PPS. 
Therefore,  these  commenters  believed 
that  the  payment  impact  of  policy 
changes  and  adjustment  that  have  been 
made  since  the  implementation  of  the 
LTCH  PPS  should  be  taken  into 
consideration  when  evaluating  whether 
a  one-time  prospective  adjustment  is 
necessar}'. 

Response:  We  understand  the 
commenters’  concern  regarding  the 
impact  of  a  reduction  to  the  standard 
Federal  rate  due  to  the  application  of 
the  proposed  one-time  prospective 
adjustment.  However,  as  we  discuss 
below,  we  believe  that  a  one-time 
prospective  adjustment  to  the  standard 
Federal  rate  of  approximately  3.75 
percent  is  necessary  to  ensure  that  any 
difference  between  the  data  used  in  the 
original  computations  of  budget 
neutrality  for  FY  2003  and  more  recent 
data  to  determine  budget  neutrality  for 
FY  2003  is  not  perpetuated  in  the  LTCH 
PPS  rates  for  future  years,  and  will, 
therefore,  result  in  appropriate  LTCH 
PPS  payments.  In  light  of  the  magnitude 
of  the  proposed  one-time  prospective 
adjustment,  we  proposed  to  phase-in  the 
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adjustment  over  a  3-year  period,  which 
should  mitigate  the  impact  of  this 
reduction  to  the  standard  Federal  rate. 

In  response  to  the  comment  regarding 
the  financial  impact  on  LTCH  margins 
for  certain  providers,  as  cited  in 
MedPAC’s  March  2012  Report  to 
Congress  in  its  rationale  for  its 
recommendation  to  eliminate  the 
update  to  the  LTCH  PPS  payment  rate 
for  FY  2013  in  that  same  report 
MedPAC  noted  that  LTCH  “margins  for 
2010  were  positive,  and  [*  *  *]  expect 
they  will  remain  so.  These  trends 
suggest  that  LTCHs  are  able  to  operate 
within  current  payment  rates.”  (p.  272). 
We  note  that,  under  the  proposed  phase- 
in  of  the  proposed  one-time  prospective 
adjustment,  in  conjunction  with  the 
proposed  market  basket  update  and  the 
subsequent  final  market  basket  update 
(adjusted  as  required  by  statute),  the 
proposed  update  to  the  LTCH  PPS 
standard  Federal  rate  would  result  in  a 
slight  increase  to  the  LTCH  PPS 
payment  rate  for  FY  2013.  Therefore,  we 
believe  that  the  positive  update  to  the 
standard  Federal  rate  coupled  with 
overall  positive,  LTCH  margins  (as 
reported  by  MedPAC)  and  the  proposed 
phase-in  of  the  one-time  prospective 
adjustment  will  act  to  mitigate  the 
financial  impact  of  the  one-time 
prospective  adjustment. 

We  disagree  with  commenters  that 
payment  policy  changes  and 
adjustments  made  since  the 
implementation  of  the  LTCH  PPS  have 
already  served  as  a  substitute  for  the 
one-time  prospective  adjustment,  and 
we  continue  to  believe  that  a  one-time 
prospective  adjustment  is  necessary  to 
ensure  that  any  significant  difference 
between  estimated  total  FY  2003  LTCH 
PPS  payments  and  estimated  total  FY 
2003  TEFRA  payments  is  not 
perpetuated  in  the  LTCH  PPS  payment 
.  rates  (that  is,  the  standard  Federal  rate) 
in  future  years.  The  various  payment 
policy  changes  and  adjustments 
established  since  the  inception  of  the 
LTCH  PPS  were  never  made  to  address 
any  budget  neutrality  requirement 
related  to  the  initial  implementation  of 
the  LTCH  PPS,  nor  were  they  ever 
presented  as  such.  Our  regulations  at 
§  412.523(d)(3)  clearly  state  that  the 
Secretary  “may  make  a  one-time 
prospective  adjustment  to  the  long-term 
care  hospital  prospective  payment 
system  rates  *  *  *  so  that  the  effect  of 
any  significant  difference  between  the 
data  used  in  the  original  computations 
of  budget  neutrality  for  FY  2003  and 
more  recent  data  to  determine  budget 
neutrality  for  FY  2003  is  not 
perpetuated  in  the  prospective  payment 
system  rates  for  future  years.” 


(emphasis  added).  Our  policy  has 
always  been  that  the  one-time 
prospective  adjustment  be  applied  to 
the  standard  Federal  rate.  As  we 
discussed  in  the  RY  2009  LTCH  PPS 
final  rule  (73  FR  26803),  our  policy 
objective  in  providing  for  this  one-time 
prospective  adjustment  has  always  been 
to  ensure  that  computations  based  on 
the  earlier,  necessarily  limited  (but  at 
the  time  best  available)  data  available  at 
the  inception  of  the  LTCH  PPS  would 
not  be  built  permanently  into  the  rates 
if  data  available  at  a  later  date  could 
provide  more  accurate  results.  The 
intended  goal  of  the  one-time 
prospective  adjustment  is  to  establish 
the  LTCH  PPS  standard  Federal  rate  in 
a  manner  that  results  in  bringing  current 
estimated  aggregate  LTCH  PPS 
payments  to  the  level  they  would  have 
been  had  the  estimated  total  FY  2003 
LTCH  PPS  payments  been  2.5  percent 
lower.  The  policy  changes  and 
adjustments  that  have  been  made  to  the 
LTCH  PPS  since  its  inception  are  part 
and  parcel  of  fine-tuning  a  new 
prospective  payment  system,  and  were 
made  to  address  explicitly  stated  policy 
goals,  none  of  which  were  duplicative  of 
the  stated  purpose  and  end-result  of  the 
one-time  prospective  adjustment,  which 
ensures  that  any  significant  difference 
between  estimated  total  FY  2003  LTCH 
PPS  payments  and  estimated  total  FY 
2003  TEFRA  payments  is  not 
perpetuated  in  the  LTCH  PPS  payment 
rates  (that  is,  the  standard  Federal  rate) 
in  future  years. 

In  the  RY  2007  LTCH  PPS  final  rule, 
we  modified  the  SSO  policy,  changing 
the  SSO  cost  payment  option  from  120 
percent  of  cost  to  100  percent  of  cost, 
effective  beginning  July  1,  2006  (RY 
2007).  We  clearly  stated  that  we 
believed  that  by  providing  a  reduced 
payment  for  SSO  cases,  we  would 
discourage  hospitals  from  admitting 
patients  for  whom  they  would  not 
provide  complete  treatment  to  maximize 
Medicare  payments.  We  believed  that 
the  previous  SSO  policy  may  have 
unintentionally  provided  a  financial 
incentive  for  LTCHs  to  admit  patients 
more  appropriately  treated  in  other 
settings  (71  FR  27845).  This  policy 
change  was  not  intended  to  address  the 
one-time  prospective  adjustment  in  any 
way  (nor  does  it  duplicate  the  stated 
purpose  or  effect  of  the  one-time 
prospective  adjustment),  but  was 
intended  to  prevent  inappropriate 
patient  movement  to  LTCHs.  The 
commenters  are  correct  in  that  both  the 
change  to  the  SSO  policy  and  the  one¬ 
time  prospective  adjustment  are 
authorized  by  the  same  broad  statutory 
authority  to  make  appropriate 


adjustments.  However,  each  of  these 
adjustments  is  proper  in  its  own 
context,  serves  different  purposes,  and 
reflects  different  policy  concerns. 
Consequently,  we  disagree  with  the 
commenters  that  we  must  consider  the 
changes  in  the  SSO  policy  when 
calculating  the  one-time  prospective 
adjustment  factor  because  the  SSO 
policy  changes  and  the  one-time 
prospective  adjustment  are  policies  that 
were  both  derived  from  the  same  broad 
authority  under  the  statute  to  make 
“appropriate  adjustments”  under  the 
LTCH  PPS  for  the  reasons  discussed 
above. 

We  acknowledge  that  we  have  stated 
in  the  past  (such  as  in  the  RY  2007  final 
rule  when  we  established  a  0.0  percent 
update  to  the  standard  Federal  rate  for 
RY  2007)  that  we  may  consider  other 
payment  adjustments  when  deciding 
whether  or  not  to  implement  the  one¬ 
time  prospective  adjustment.  However, 
such  statements  were  made  prior  to  the 
first  comprehensive  discussion  of  the 
stated  purpose  of  the  one-time 
prospective  adjustment  or  the 
development  of  a  methodology  under 
which  to  determine  whether  such  an 
adjustment  is  warranted  (first  presented 
in  the  RY  2009  proposed  and  final 
rules).  In  the  RY  2009  proposed  and 
final  rules  (73  FR  5354  and  26801),  we 
did,  in  fact,  state  that  none  of  revised 
policies  and  payment  adjustments  that 
were  made  in  the  years  following  the 
initial  implementation  of  the  LTCH  PPS 
addressed  the  intended  purpose  of  the 
one-time  prospective  adjustment 
allowed  under  §  412.523(d)(3)  of  the 
regulations,  to  ensure  that  any 
significant  difference  between  the 
original  estimates  and  calculations 
based  on  more  recent  data  are  not 
perpetuated  in  the  LTCH  PPS  rates  for 
future  years.  In  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  28031),  we 
referenced  the  documentation  and 
coding  adjustment  which  was  made  to 
account  for  the  effects  of  changes  in 
coding  that  did  not  reflect  actual 
increase  in  patient  severity  in  RYs  2007 
through  2010.  These  adjustments  were 
noted  merely  as  examples  of  payment 
adjustments  made  in  the  years  following 
the  implementation  of  the  LTCH  PPS 
that  did  not  address  any  issue  regarding 
the  budget  neutrality  calculations  that 
were  used  to  establish  the  base  rate  for 
the  LTCH  PPS,  and  were  not  presented 
as  an  exhaustive  list  of  policy  changes 
and  payment  adjustments  that  had  been 
implemented  since  FY  2003. 

We  continue  to  believe  that  the  one¬ 
time  prospective  adjustment  is  based  on 
the  difference  in  payment  between  what 
would  have  otherwise  been  paid  under 
the  TEFRA  payment  system  and 
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payments  made  under  the  LTCH  PPS  as 
it  was  implemented  in  FY  2003,  only,  as 
is  consistent  with  our  policy  goal  of  the 
one-time  prospective  adjustment. 
Therefore,  we  disagree  with 
commenters’  assertions  that  the 
payment  impact  of  policy  changes  and 
adjustment  that  have  been  made  since 
the  implementation  of  the  LTCH  PPS 
should  be  taken -into  consideration 
when  evaluating  whether  a  one-time 
prospective  adjustment  is  necessary.  In 
the  RY  2007  LTCH  PPS  final  rule  (71  FR 
27864),  we  stated  that  it  has  been  our 
consistent  interpretation  that  the 
statutory  requirement  for  budget 
neutrality  applies  exclusively  to  FY 
2003  when  the  LTCH  PPS  was 
implemented.  Accordingly,  we  are 
finalizing  our  methodology  for 
calculating  for  the  one-time  prospective 
adjustment,  as  proposed,  without 
accounting  for  any  revised  policies  and 
payment  adjustments  that  have  been 
made  in  the  years  following  the  initial 
implementation  of  the  LTCH  PPS, 
including  the  SSO  policy  changes. 

Comment:  Some  commenters  stated 
that  CMS  correctly  identitied  that  SSO 
cases  have  an  impact  on  the  calculation 
of  the  one-time  perspective  adjustment 
(that  is,  the  proposed  adjustment  to 
reduce  the  standard  Federal  rate  by 
approximately  3.75  percent  was  higher 
than  the  estimated  2.5  percent 
difference  between  LTCH  PPS  payments 
and  TEFRA  payments  in  FY  2003  in 
order  to  account  for  SSO  cases  that  are 
not  paid  based  on  the  standard  Federal 
rate).  However,  these  commenters 
believed  that  CMS  specifically  needs  to 
consider  the  percentage  of  LTCH  PPS 
payments  that  are  paid  as  SSOs  and 
how  that  percentage  has  changed  over 
time,  highlighting  the  fact  that  in  2012 
only  30  percent  of  cases  w’ere  SSO  cases 
versus  48  percent  in  2003.  These 
commenters  believed  that  the  proposed 
3.75  percent  one-time  perspective 
adjustment  is  overstated  because  CMS’ 
proposed  methodology  does  not  account 
for  the  fact  that  there  are  currently  fewer 
SSO  cases  than  there  were  in  FY  2003, 
and  specifically  requested  that  CMS 
recalculate  the  one-time  prospective 
adjustment  to  include  an  adjustment  to 
reflect  the  current  level  of  SSO  case.  By 
accounting  for  current  levels  of  SSO 
cases  (30  percent  versus  48  percent)  in 
CMS’  proposed  methodology,  the 
commenters  calculated  a  one-time 
perspective  adjustment  of  2.75  percent 
(instead  of  3.75  percent). 

Response:  As  mentioned  above, 
although  we  agree  that  the  levels  of  SSO 
cases  have  changed  since  the  inception 
of  the  LTCH  PPS,  the  policy  objective 
behind  the  one-time  prospective 
adjustment  has  always  been  to  ensure 


that  any  significant  difference  between  . 
the  data  used  in  the  original 
computation  of  budget  neutrality  for  FY 
2003  and  more  recent  data  to  determine 
budget  neutrality  for  FY  2003  are  not 
perpetuated  in  the  LTCH  PPS  rates  for 
future  years.  Consistent  with  this  policy 
objective,  our  proposed  methodology  for 
determining  a  one-time  prospective 
adjustment  compares  estimated 
payments  that  would  have  been  made  in. 
FY  2003  under  the  TEFRA  payment 
system  to  estimated  payments  under  the 
LTCH  PPS  in  FY  2003.  Thus,  the  data 
and  methodology  that  we  have 
employed  for  this  purpose  is  limited  to 
the  types  of  Medicare  cases  projected  to 
have  been  treated  in  LTCHs  in  2003, 
and  the  2012  levels  of  SSO  cases  are  not 
germane  to  the  computations  of  budget 
neutrality  for  FY  2003  under  the  one¬ 
time  prospective  adjustment  under 
§  412.523(d)(3).  As  discussed  above,  we 
continue  to  believe  that  the  one-time 
prospective  adjustment  should  be  based 
on  any  difference  in  payment  between 
what  would  have  otherwise  been  paid 
under  the  TEFRA  payment  system  and 
payments  made  under  the  LTCH  PPS  as 
it  was  implemented  in  FY  2003,  only. 
The  current  level  of  SSO  cases  has  no 
relationship  to  estimated  FY  2003  LTCH 
PPS  payments,  which  were  used  to 
evaluate  and  calculate  the  proposed 
one-time  prospective  adjustment  under 
§  412.523(d)(3).  For  these  reasons,  we 
disagree  with  the  commenters’ 
assertions  that  the  proposed  3.75 
percent  one-time  prospective 
adjustment  is  overstated,  and  are  not 
adopting  the  commenters’  suggestion  to 
make  an  adjustment  to  our  methodology 
for  calculating  the  one-time  prospective 
adjustment  to  account  for  the  current 
level  of  SSO  cases.  Therefore,  as  stated 
above,  we  are  finalizing  our 
methodology  for  calculating  for  the  one¬ 
time  prospective  adjustment,  as 
proposed,  without  modification. 

Comment:  One  commenter  believed 
that  CMS  is  inconsistent  in  its  treatment 
of  “the  one-time  adjustment”  across 
various  PPSs,  specifically  citing  that  a 
Inpatient  Rehabilitation  Facility  (IRF) 
policy  that  reduced  the  standard  Federal 
rate  to  account  for  changes  in  coding 
that  did  not  reflect  changes  in  case-mix 
index.  The  commenter  stated  that  such 
adjustments  to  account  for  changes  in 
coding  that  did  not  reflect  changes  in 
case-mix  index  have  been  adopted 
under  both  the  IRF  PPS  and  the  LTCH 
PPS.  However  in  the  case  of  the  IRF 
PPS,  CMS  considered  that  adjustment  to 
have  satisfied  “its  responsibility  to 
perform  a  one-time  adjustment”  under 
the  IRF  PPS  while  a  similar  adjustment 
to  account  for  changes  in  coding  that 


did  not  reflect  changes  in  case-mix 
index  made  under  the  LTCH  PPS  did 
not  negate  CMS’  need  to  impose  a  one¬ 
time  prospective  adjustment  under 
§  412.523(d)(3).  They  requested  a  full 
explanation  on  why  LTCHs  are  being 
treated  differently  than  IRFs  and 
suggested  that  this  inconsistency  is 
inequitable. 

Response:  We  believe  that  the 
commenter  has  mistakenly  assumed  that 
the  adjustment  to  account  for  coding  or 
classification  changes  that  did  not 
reflect  real  changes  in  case-mix  under 
the  IRF  PPS  is  the  same  as  the  one-time 
prospective  adjustment  under 
§  412.523(d)(3).  Under  the  IRF  PPS,  we 
established  a  reduction  to  the  standard 
payment  amount  of  1.9  percent  to 
account  for  coding  changes  consistent 
with  the  requirement  set  forth  in  section 
1886(j)(2)(C)(ii)  of  the  Act  that  directs 
the  Secretary  to  adjust  the  per  payment 
unit  payment  rate  for  IRF  services  to 
eliminate  the  effect  of  coding  or 
classification  changes  that  do  not  reflect 
real  changes  in  case-mix  if  the  Secretary 
determines  that  changes  in  coding  or 
classification  of  patients’  severity  of 
illnesses  have  resulted  or  will  result  in 
changes  in  aggregate  payments  under 
the  classification  system  (70  FR  47904 
through  47908).  In  the  discussion  of  the 
development  of  the  IRF  standard 
payment  conversion  factor  for  FY  2006 
in  that  same  final  rule  (70  FR  47937, 
47939,  and  47950),  we  referred  to  that 
“adjustment”  as  “a  one-time  reduction 
to  the  standard  payment  amount  of  1.9 
percent  to  adjust  for  coding  changes  that 
increased  payments  to  IRFs”  (emphasis 
added).  We  believe  that  because  the 
term  “one-time”  was  used  in 
conjunction  with  the  1.9  percent 
reduction  that  was  applied  in 
determining  the  IRF  standard  payment 
conversion  factor  for  FY  2006,  that  the 
commenter  mistakenly  believed  that 
adjustment  serves  the  same  purpose  as 
the  one-time  prospective  adjustment 
under  §412. 523(d)(3). 

As  discussed  in  the  FY  2006  IRF  PPS 
final  rule  (70  FR  47904  through  47908), 
the  “one-time”  reduction  to  the 
standard  payment  amount  of  1.9  percent 
was  based  on  an  analysis  that  showed 
that  there  was  an  increase  in  FY  2003 
IRF  PPS  payments  due  to 
documentation  and  coding  changes  that 
did  not  reflect  real  changes  in  case-mix, 
and  we  believed  that  changes  in 
payment  amounts  should  accurately 
reflect  changes  in  IRFs’  patient  case-mix 
(that  is,  the  true  cost  of  treating 
patients),  and  should  not  be  influenced 
by  changes  in  coding  practices.  As  the 
commenter  pointed  out,  the  purpose  of 
the  “one-time”  1.9  percent  reduction 
made  to  the  FY  2006  IRF  standard 
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payment  amount  is  similar  in  purpose 
to  the  documentation  and  coding 
adjustments  that  have  been  made  under 
the  LTCH  PPS.  However,  the  purpose  of 
those  documentation  and  coding 
adjustments  made  under  the  LTCH  PPS 
(that  is,  to  account  for  increases  in 
LTCH  PPS  payments  that  were  due  to 
documentation  and  coding  changes  that 
do  not  reflect  real  changes  in  case-mix) 
is  separate  and  distinct  from  that  of  the 
stated  purpose  of  the  LTCH  PPS  one¬ 
time  prospective  adjustment  under 
§  412.523(d)(3)  (that  is,  to  ensure  that 
any  significant  difference  between 
estimated  total  FY  2003  LTCH  PPS 
payments  and  estimated  total  FY  2003 
TEFRA  payments  is  not  perpetuated  in 
the  LTCH  PPS  payment  rates  in  future 
years).  Therefore,  we  disagree  with  the 
commenter  that  we  have  been 
inconsistent  or  inequitable  in  our 
treatment  in  applying  adjustments, 
including  the  one-time  prospective 
adjustment  provided  for  at 
§  412.523(d)(3),  across  various  PPSs.  We 
also  note  that  we  responded  to  a  similar 
comment  on  our  proposal  to  extend  the 
regulatory  timeframe  for  making  the 
possible  one-time  prospective 
adjustment  under  §  412.523(d)(3)  in  the 
RY  2007  LTCH  PPS  final  rule  (27842 
through  27843),  where  we  believe  that 
the  commenter  mistakenly  assumed  that 
the  adjustment  to  account  for  changes  in 
documentation  and  coding  practices 
that  did  not  reflect  real  changes  in  case- 
mix  is  the  same  as  the  one-time 
prospective  adjustment  under 
§  412.523(d)(3).  In  response,  we 
explained  that  because  the  intended 
purposes  of  those  adjustments  are 
different,  we  do  not  believe  that  we 
acted  in  an  inconsistent  manner  by 
making  two  separate  adjustments  under 
the  LTCH  PPS  that  have  separate  and 
distinct  purposes.  Similarly,  we 
disagree  with  the  commenter  that  CMS 
is  inconsistent  in  its  treatment  of  “the 
one-time  adjustment”  across  various 
PPSs  since  the  purposes  of  those 
adjustments  are  separate  and  distinct  (as 
explained  above). 

Comment:  One  commenter  objected  to 
the  one-time  prospective  adjustment 
because  a  budget  neutrality  factor  is 
already  being  applied  during  the  MS- 
LTC-DRG  recalibration  process.  The 
commenter  believed  that  applying  the 
one-time  prospective  adjustment  would 
place  providers  in  double  jeopardy 
because  if  they  are  coding  accurately, 
they  will  get  penalized  on  an  annual 
basis  from  the  MS-LTC-DRG 
recalibration  budget  neutrality  factors 
and  the  one-time  prospective 
adjustment  “budget  neutrality  factor.” 

Response:  CMS’  regulations  under 
§  412.517(b)  require  that,  “the  annual 


changes  to  the  LTC-DRG  classifications 
and  recalibration  of  the  weighting 
factors  *  *  *  are  made  in  a  budget 
neutral  manner  such  that  estimated 
aggregate  LTCH  PPS  payments  are  not 
affected.”  We  established  this 
requirement  in  order  to  mitigate 
fluctuations  in  aggregate  LTCH  PPS 
payments  resulting  from  the  annual 
update  to  the  MS-LTC-DRG 
classifications  and  relative  weights  that 
reflect  changes  in  relative  resource  use 
based  on  the  latest  available  data  (72  FR 
26880  through  26882).  The  purpose  of 
the  annual  MS-LTC-DRG  recalibration 
budget  neutrality  factor  is  separate  and 
distinct  from  that  of  the  one-time 
prospective  adjustment,  and  is  not 
germane  to  ensuring  that  any  significant 
difference  between  estimated  total  FY 
2003  LTCH  PPS  payments  and 
estimated  total  FY  2003  TEFRA 
payments  is  not  perpetuated  in  the 
LTCH  PPS  payment  rates  in  future 
years.  Therefore,  we  disagree  with  the 
commenter  that  applying  both  the  one¬ 
time  prospective  adjustment  emd  the 
annual  MS-LTC-DRG  recalibration 
budget  neutrality  factor  would  result  in 
a  double  adjustment  to  LTCHs  for 
accurate  coding. 

Comment:  Many  commenters 
commended  our  proposal  to  phase-in 
the  one-time  prospective  adjustment 
over  3  years.  Some  commenters 
requested  that  CMS  phase-in  the 
adjustment  over  4  years.  One 
commenter  requested  a  5-year  phase-in. 
One  commenter,  who  supported  the  3- 
year  phase-in,  requested  that  the  one¬ 
time  prospective  adjustment  that  would 
be  applied  to  the  standard  Federal  rate 
for  each  year  for  FYs  2013  through  2015 
be  removed  before  establishing  the 
initial  base  rates  each  year  for  FYs  2014 
and  2015  so  as  not  to  create  a 
compounding  effect  of  the  reduction  in 
those  years. 

Response:  We  appreciate  the 
commenters’  support  to  phase-in  the 
one-time  prospective  adjustment.  In 
recognition  of  the  magnitude  of  this 
adjustment,  we  proposed  to  phase-in  the 
adjustment  over  a  3  year  period,  which 
should  mitigate  the  impact  of  this 
reduction  to  the  standard  Federal  rate, 
and  we  continue  to  believe  that  3  years 
is  a  sufficient  amount  of  time  for 
providers  to  adjust  to  the  effect  on  their 
LTCH  PPS  payments  resulting  from  this 
adjustment. 

As  we  explained  in  the  proposed  rule 
(77  FR  28031),  the  proposed  one-time 
prospective  adjustment  of  0.9625  would 
be  permanently  applied  to  the  standard 
Federal  rate  so  that  the  effect  of  the 
estimated  difference  between  the  data 
used  in  the  original  computations  of 
budget  neutrality  for  FY  2003  and  more 


recent  data  to  determine  budget 
neutrality  for  FY  2003  is  not 
perpetuated  in  the  prospective  payment 
rates  for  future  years.  To  achieve  a 
permanent  adjustment  of  0.9625,  we 
proposed  to  apply  a  factor  of  0.98734  to 
the  standard  Federal  rate  in  each  year  of 
the  3-year  phase-in,  that  is,  in  FY  2013 
(which  would  not  be  applicable  to 
payments  for  discharges  occurring  on  or 
after  October  1,  2012,  and  on  or  before 
December  28,  2012,  consistent  with 
current  law),  FY  2014,  and  FY  2015.  By 
applying  a  permanent  factor  of  0.98734 
to  the  standard  Federal  rate  in  each  year 
for  FYs  2013,  2014,  and  2015,  we  will 
completely  account  for  the  entire  3.75 
percent  adjustment  by  having  applied  a 
cumulative  factor  of  0.9625  (calculated 
as  0.98734  x  0.98734  x  0.98734  = 

0.9625).  Consequently,  applying  a  factor 
of  0.98734  in  each  of  FYs  2013  through 
2015  would  create  a  compounding  effect 
of  the  reduction  and  it  is  not 
appropriate  to  remove  the  prior  year’s 
factor  before  establishing  the  standard 
federal  rate  for  FYs  2014  and  2015.  As 
discussed  above,  a  factor  of  0.9625  (or 
approximately  a  3.75  percent  reduction) 
to  the  standard  Federal  rate  is  necessary 
to  ensure  that  the  difference  between 
estimated  total  FY  2003  LTCH  PPS 
payments  and  estimated  total  FY  2003 
TEFRA  payments  is  not  perpetuated  in 
the  LTCH  PPS  payment  rates  in  future 
years  consistent  with  our  stated  policy 
goal  of  the  one-time  prospective 
adjustment  at  §  412.523(d)(3).  As 
discussed  below  in  this  section,  we  are 
revising  our  proposed  revision  to 
§  412.523(d)(3)  to  clarify  the  standard 
Federal  rate  will  be  permanently 
adjusted  by  to  account  for  the  estimated 
difference  between  projected  aggregate 
FY  2003  LTCH  PPS  payments  and  the 
projected  aggregate  FY  2003  TEFRA 
payments. 

i.  Final  Policy  Regarding  the  One-Time 
Prospective  Adjustment  Under 
§  412.523(d)(3) 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  make  a  one¬ 
time  prospective  adjustment  to  the 
standard  Federal  rate  so  that  it  will  be 
permanently  reduced  by  approximately 
3.75  percent  to  account  for  the 
estimated  difference  between  projected 
aggregate  FY  2003  LTCH  PPS  payments 
and  the  projected  aggregate  payments 
that  would  have  been  made  in  FY  2003 
under  the  TEFRA  payment  system  if  the 
LTCH  PPS  had  not  been  implemented. 
Based  on  approximately  91,300  LTCH 
discharges  for  250  LTCHs,  under  the 
methodology  and  data  presented  above, 
we  calculated  that  estimated  FY  2003 
LTCH  PPS  payments  are  approximately 
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2.5  percent  higher  than  estimated 
payments  to  the  same  LTCHs  in  FY 
2003  if  the  LTCH  PPS  had  not  been 
implemented  (that  is,  estimated  total  FY 
2003  TEFRA  payment  system 
payments).  This  2.5  percent  difference 
exceeds  the  0.25  percentage  points 
threshold  of  what  we  consider  to  be  a 
“significant  difference”  for  purposes  of 
determining  whether  the  one-time 
prospective  adjustment  provided  under 
§  412.523(d)(3)  is  warranted,  as 
discussed  above  in  this  final  rule.  As 
also  discussed  in  greater  detail  above, 
because  of  the  estimated  LTCH  PPS 
payments  for  certain  SSO  cases  are 
generally  not  affected  by  any  one-time 
prospective  adjustment  factor  that  is 
applied  to  the  standard  Federal  rate,  it 
is  necessary  to  offset  the  standard 
Federal  rate  by  a  factor  that  is  larger 
than  2.5  percent  in  order  to  ensure  that 
estimated  total  FY  2003  LTCH  PPS 
payments  would  be  equal  to  estimated 
total  FY  2003  TEFRA  payments  in  order 
to  “maintain  budget  neutrality”,  thereby 
ensuring  that  the  effect  of  any 
significant  difference  betw'een  the  data 
used  in  the  original  computations  of 
budget  neutrality  for  FY  2003  and  more 
recent  data  to  determine  budget 
neutrality  for  FY  2003  is  not 
perpetuated  in  the  LTCH  prospective 
payment  rates  for  future  years. 

To  determine  the  necessary 
adjustment  factor  to  apply  to  the 
standard  Federal  rate  to  make  the  one¬ 
time  prospective  adjustment  under 
§  412.523(d)(3),  using  the  methodology 
w'e  are  adopting  in  this  final  rule  (as 
described  in  this  section),  we  simulated 
FY  2003  LTCH  PPS  payments  by 
simulating  payments  on  a  case-by-case 
basis  using  the  final  FY  2003  LTCH  PPS 
payment  rates  and  policies  as 
established  when  we  implemented  the 
LTCH  PPS  in  the  August  30,  2002  final 
rule  (67  FR  56032).  Using  iterative 
payment  simulations  using  the  data 
from  the  250  LTCHs  in  our  database,  we 
determined  that  w'e  need  to  apply  a 
factor  of  0.9625  (that  is,  a  reduction  of 
approximately  3.75  percent  rather  than 
2.5  percent)  to  the  standard  Federal  rate 
in  order  to  make  estimated  total  FY 
2003  LTCH  PPS  payments  equal  to 
estimated  total  FY  2003  TEFRA 
payments  consistent  with  our  stated 
policy  goal  of  the  one-time  prospective 
adjustment  under  §  412.523(d)(3)  (that 
is,  to  ensure  that  the  difference  between 
estimated  total  FY  2003  LTCH  PPS 
payments  and  estimated  total  FY  2003 
TEFRA  payments  is  not  perpetuated  in 
the  LTCH  PPS  payment  rates  in  future 
years). 

Furthermore,  given  the  magnitude  of 
this  adjustment  and  in 
acknowledgement  of  hopeful  research 


outcomes,  we  are  finalizing  our 
proposal  to  phase-in  this  approximate 
3.75  percent  reduction  to  the  standard 
Federal  rate  over  a  3-year  period. 
Although  the  adjustment  to  the  standard 
Federal  rate  provided  for  at 
§  412.523(d)(3)  is  called  a  “one-time” 
prospective  adjustment,  as  stated  above, 
this  adjustment  will  be  permanently 
applied  to  the  standard  Federal  rate  so 
that  the  effect  of  the  estimated 
difference  between  the  data  used  in  the 
original  computations  of  budget 
neutrality  for  FY  2003  and  more  recent 
data  to  determine  budget  neutrality  for 
FY  2003  is  not  perpetuated  in  the 
prospective  payment  rates  for  future 
years.  During  this  3-year  period,  we 
intend  to  further  explore  potential 
revisions  to  certain  LTCH  PPS  payment 
policies  as  discussed  above  in  section 
VILE. 2.  of  this  preamble.  Below,  we 
describe  the  methodology  that  we  are 
establishing  in  this  final  rule  to 
determine  the  one-time  prospective 
adjustment  under  §  412.523(d)(3)  of  the 
regulations.  (We  note  that,  as  discussed 
above,  this  is  the  same  methodology  we 
proposed  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule.) 

In  this  final  rule,  to  evaluate  a  one¬ 
time  prospective  adjustment  under 
§  412.523(d)(3)  of  the  regulations,  we 
based  our  estimate  of  FY  2003  LTCH 
PPS  payments  on  the  same  set  of 
discharges,(from  FY  2002)  which  are  the 
basis  for  the  estimate  of  what  would 
have  been  paid  in  FY  2003  under  the 
reasonable  cost-based  (TEFRA)  payment 
system.  Specifically,  we  compared — 

•  Estimated  aggregate  FY  2003 
TEFRA  payments  calculated  on  the 
basis  of  FY  2002  costs,  updated  to  FY 
2003,  to 

•  Estimated  aggregate  payments  that 
would  have  been  made  in  FY  2003 
under  the  LTCH  PPS  methodology,  by 
applying  the  FY  2003  LTCH  payment 
rules  to  the  discharges  that  occurred  in 
FY  2002. 

As  discussed  above,  we  believe  that 
this  approach  will  ensure  that  we  are 
comparing  the  estimated  JY  2003 
TEFRA  payments,  which  are  based  on 
updated  costs  incurred  for  FY  2002 
discharges,  to  the  estimated  PPS 
payments  that  would  have  been  made 
for  those  same  FY  2002  discharges 
under  the  new  LTCH  PPS  payment 
methodology. 

Under  the  policy  we  are  adopting  in 
this  final  rule  to  use  FY  2002  LTCH 
costs  as  a  basis  for  estimating  FY  2003 
LTCH  TEFRA  payments  in  evaluating 
whether  to  establish  a  one-time 
prospective  adjustment  under 
§  412.523(d)(3),  as  we  proposed,  we  are 
updating  LTCHs’  FY  2002  costs  for 
inflation  to  FY  2003  by  our  Office  of  the 


Actuary’s  current  estimate  of  the  actual 
increase  in  the  excluded  hospital  market 
basket  from  FY  2002  to  FY  2003  of  4.2 
percent.  This  updated  amount  serves  as 
the  proxy  for  actual  FY  2003  costs  under 
the  TEFRA  payment  system  in  the 
budget  neutrality  computation  for 
purposes  of  the  one-time  prospective 
adjustment  at  §  412.523(d)(3).  We  note 
that,  as  we  proposed,  under  our 
methodology  to  estimate  reasonable 
cost-based  payments  under  the  TEFRA 
payment  system,  we  updated  LTCHs’ 
TEFRA  target  amounts  from  FY  2002  to 
FY  2003  using  the  forecasted  market 
basket  percentage  increase  of  3.5 
percent,  as  discussed  in  greater  detail 
below.  This  approach  maintains 
consistency  with  the  approach  taken  in 
the  FY  2003  IPPS  final  rule  in  which  we 
established  an  applicable  rate-of- 
increase  percentage  to  update  TEFRA 
target  amounts  from  FY  2002  to  FY  2003 
of  3.5  percent  (67  FR  50289).  This 
increase  was  based  on  our  Office  of  the 
Actuary’s  forecasted  increase  in  the 
excluded  hospital  market  basket  for  FY 
2003,  using  the  best  available  data  at 
that  time.  Based  on  more  recent  data, 
our  Office  of  the  Actuary  now  estimates 
the  actual  increase  in  the  excluded 
hospital  market  based  from  FY  2002  to 
FY  2003  is  4.2  percent  (as  stated  above). 
We  believe  it  is  appropriate  to  use  the 
current  estimate  of  the  actual  increase  in 
the  excluded  hospital  market  basket 
based  fi-om  FY  2002  to  FY  2003  (4.2 
percent)  to  update  LTCHs’  FY  2002 
costs  for  inflation  to  FY  2003  because 
this  reflects  the  most  recent  estimate  of 
increases  in  the  pricds  of  goods  and 
services  realized  by  LTCHs  when 
providing  inpatient  hospital  services. 

The  methodology  we  are  adopting  in 
this  final  rule  to  estimate  FY  2003  LTCH 
payments  under  the  TEFRA  payment 
system  (which  is  presented  below)  is 
similar  in  concept  to  the  methodology 
we  used  to  estimate  FY  2003  LTCH  total 
payments  under  the  TEFRA  payment 
system  when  we  determined  the  initial 
standard  Federal  rate  in  the  August  30, 
2002  final  rule  (67  FR  56030  through 
56033).  We  note  that  our  methodology 
for  estimating  FY  2003  LTCH  total 
payments  under  the  TEFRA  payment 
system  using  FY  2002  cost  data  for  the 
purposes  of  the  one-time  prospective 
adjustment  at  §  412.523(d)(3),  includes 
modifications  to  the  methodology  we 
used  to  estimate  FY  2003  LTCH  total 
payments  under  the  TEFRA  system 
when  we  implemented  the  LTCH  PPS 
because  we  used  data  from  a  later 
period  (FY  2002  as  compared  to  FYs 
1998  and  1999),  as  discussed  in  greater 
detail  below.  As  we  proposed,  in 
general,  we  estimated  total  LTCH 
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payments  under  the  TEFRA  payment 
system  in  FY  2003  using  the  following 
steps: 

•  Estimate  each  LTCH’s  payment  per 
discharge  for  inpatient  operating  costs 
under  the  TEFRA  payment  system  for 
FY  2003,  including  continuous  bonus 
improvement  payments  (Step  1); 

•  Estimate  each  LTCH’s  payment  per 
discharge  for  capital-related  costs  for  FY 
2003  (Step  2);  and 

•  Sum  each  LTCH’s  estimated 
operating  and  capital  payment  per  case 
to  determine  its  estimated  total  FY  2003 
TEFRA  payment  system  payment  per 
discharge  (Step  3). 

We  discuss  each  of  these  steps  in 
greater  detail  below. 

Step  1. — Estimate  each  LTCH’s 
payment  per  discharge  for  inpatient 
operating  costs  under  the  TEFRA 
payment  system  forFY  2003. 

Under  our  methodology,  the  first  step 
in  the  process  of  estimating  total  FY 
2003  payments  under  the  TEFRA 
payment  system  is  to  estimate  each 
LTCH’s  payment  per  discharge  for 
inpatient  operating  costs  under  the 
TEFRA  payment  system.  Until  FY  1998, 
the  payment  methodology  for  inpatient 
operating  costs  under  the  TEFRA 
payment  system  was  a  relatively 
straightforward  process.  First,  we 
calculated  a  target  amount  by  dividing 
the  Medicare  total  allowable  inpatient 
operating  costs  in  a  base  year  by  the 
number  of  Medicare  discharges.  The 
provider’s  target  amount  under  the 
TEFRA  payment  system  (referred  to  as 
the  TEFRA  target  amount)  was  then 
updated  by  a  rate-of-increase  percentage 
(§  413.40(c)(3)  of  the  regulations  to 
determine  the  TEFRA  target  amount  for 
the  subsequent  cost  reporting  period 
(§  413.40(c)(4)(i)  and  (ii)).  Generally,  for 
any  particular  cost  reporting  period,  the 
Medicare  payment  for  inpatient 
operating  costs  would  be  the  lesser  of 
the  hospital’s  allowable  net  inpatient 
operating  costs,  or  the  updated  TEFRA 
target  amount  multiplied  by  the  number 
of  Medicare  discharges  during  the  cost 
reporting  period;  that  is,  the  TEFRA 
ceiling  (§  413.40(a)(3)). 

The  TEFRA  payment  system 
methodology  described  above,  broadly 
speaking,  is  the  general  approach  that 
we  used  to  arrive  at  an  estimate  of  what 
Medicare  payments  for  hospital 
inpatient  operating  costs  would  have 
been  in  FY  2003  under  the  TEFRA 
payment  system.  That  is,  under  our 
methodology,  each  LTCH’s  FY  2003 
TEFRA  target  amount  was  calculated  by 
updating  its  estimated  FY  2002  target 
amount  per  discharge  by  the  full  market 
basket’  percentage  increase.  The  sum  of 
all  LTCH  payments  for  operating  costs 
(TEFRA  target  amount  multiplied  by 


Medicare  discharges),  bonus  or  relief 
payments,  continuous  improvement 
bonus  payments,  and  payments  for 
capital-related  costs  yields,  in  general, 
the  estimate  of  what  total  Medicare 
payments  to  LTCHs  would  have  been  in 
FY  2003  under  the  TEFRA  payment 
system  if  the  LTCH  PPS  had  not  been 
implemented. 

However,  because  sections  4413 
through  4419  of  the  BBA  of  1997, 
section  122  of  the  BBRA  of  1999,  and 
section  307(a)(1)  of  the  BIPA  made 
numerous  changes  to  the  TEFRA 
payment  system,  our  methodology 
reflects  variations  in  the  method 
described  above  to  arrive  at  the  estimate 
of  FY  2003  payments  for  the  inpatient 
operating  costs  of  each  LTCH  under  the 
TEFRA  payment  system,  depending  on 
the  participation  date  of  the  hospital. 
Specifically,  we  made  the  requisite 
computations  differently  for  two  classes 
of  hospitals,  “existing”  hospitals  and 
“new”  hospitals.  (A  detailed 
explanation  of  the  provisions  affecting 
LTCHs,  established  by  each  of  the 
amendments,  is  found  in  the  August  30, 

2002  final  rule  that  implemented  the 
LTCH  PPS  (67  FR  55959).)  We  discuss 
below  these  specific  BBA,  BBRA,  and 
BIPA  changes,  and  their  impact  on  the 
calculations  of  estimated  FY  2003 
TEFRA  payments  for  “existing”  and 
“new”  hospitals  under  our  methodology 
for  estimating  total  LTCH  payments 
under  the  TEFRA  payment  system  in  FY 

2003  for  purposes  of  the  one-time 
prospective  adjustment  under 

§  412.523(d)(3).  As  discussed  in  greater 
detail  below,  we  employed  two 
approaches  to  estimate  Medicare 
payments  under  the  TEFRA  payment 
system  to  LTCHs  in  FY  2003,  depending 
on  how  these  changes  in  calculating 
TEFRA  payments,  as  established  by  the 
amendments,  applied  to  each  LTCH. 

(We  note,  the  discussion  below  of  the 
specific  BBA,  BBRA,  and  BIPA  changes 
and  their  impact  on  the  calculations  of 
estimated  FY  2003  TEFRA  payments  for 
“existing”  and  “new”  hospitals  under 
our  methodology  for  estimating  total 
LTCH  payments  under  the  TEFRA 
payment  system  in  FY  2003  for 
purposes  of  the  one-time  prospective 
adjustment  under  §  412.523(d)(3)  is  the 
same  as  the  discussion  presented  in  the 
RY  2009  LTCH  PPS  proposed  rule  (73 
FR  5356  through  5359).) 

The  first  set  of  changes  that  we  took 
into  account  was  included  in  the  BBA. 
The  BBA  made  significant  changes  to 
the  TEFRA  payment  methodology 
starting  with  cost  reporting  period^ 
beginning  on  or  after  October  1,  1997. 
While  the  changes  were  applicable  to 
three  types  of  PPS-excluded*  providers 
(rehabilitation  hospitals  and  units. 


psychiatric  hospitals  and  units,  and 
LTCHs),  the  following  discussion  will 
address  the  provisions  of  the 
amendments  as  they  relate  to  LTCHs. 

The  first  change  to  consider  under  the 
BBA  is  section  4414  that  established 
caps  on  the  TEFRA  target  amounts  for 
cost  reporting  periods  beginning  on  or 
after  October  1, 1997,  for  LTCHs  that 
were  paid  as  IPPS-excluded  providers 
prior  to  that  date.  The  cap  was 
determined  by  taking  the  75th 
percentile  of  target  amounts  for  cost 
reporting  periods  ending  in  FY  1996  for 
each  class  of  provider  (rehabilitation 
hospitals  and  units,  psychiatric 
hospitals  and  units,  and  LTCHs), 
updating  that  amount  by  the  market 
basket  percentage  increases  to  FY  1998, 
and  applying  it  to  the  cost  reporting 
period  beginning  on  or  after  October  1, 
1997  (62  FR  46018).  The  cap  calculated 
for  FY  1998  was  updated  by  the 
applicable  market  basket  percentages  for 
•  cost  reporting  periods  beginning  during 
FY  1999  through  2002.  Providers  subject 
to  the  75th  percentile  cap  were  paid  the 
lesser  of  their  inpatient  operating  costs 
or  the  TEFRA  target  amount,  which  was 
limited  by  the  75th  percentile  cap 
amount  (67  FR  55959).  In  addition, 
section  4411  of  the  BBA  established  a 
formula  for  calculating  the  update  factor 
for  FY  1999  through  FY  2002  that  was 
dependent  on  the  relationship  of  a 
provider’s  inpatient  operating  costs  to 
its  ceiling  amount  based  on  data  from 
the  most  recently  available  cost  report. 
Section  121  of  the  BBRA  provided  that 
the  75th  percentile  cap  amount  should 
be  wage  adjusted,  starting  with  cost 
reporting  periods  beginning  on  or  after 
October  1,  1999,  and  before  October  1, 
2002. 

The  second  change  that  we  took  into 
account  was  section  4415  of  the  BBA. 
This  provision  revised  the  percentage 
factors  used  to  determine  the  amount  of 
bonus  and  relief  payments  for  LTCHs 
meeting  specific  criteria.  If  a  provider’s 
net  inpatient  operating  costs  did  not 
exceed  the  hospital’s  ceiling,  a  bonus 
payment  was  made  to  the  LTCH 
(§  413.40(d)(2)  of  the  regulations).  The 
bonus  payment  was  the  lower  of  15 
percent  of  the  difference  between  the 
hospital’s  inpatient  operating  costs  and 
the  ceiling,  or  2  percent  of  the  ceiling. 

In  addition,  relief  payments  were  made 
to  providers  whose  net  inpatient 
operating  costs  were  greater  than  110 
percent  of  the  ceiling  (or  adjusted 
ceiling,  if  applicable).  These  relief 
payments  were  the  lower  of  50  percent 
of  the  allowable  inpatient  operating 
costs  in  excess  of  110  percent  of  the 
ceiling  (or  the  adjusted  ceiling,  if 
applicable)  or  10  percent  of  the  ceiling 
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(or  adjusted  ceiling,  if  applicable) 

(§  413.40(d)(3Kii)  of  the  regulations). 

The  third  change  that  was  considered 
was  the  additional  incentive  e.stablished 
by  section  4415  of  the  BBA,  the  CIB 
payment  for  providers  meeting  certain 
conditions  and  that  kept  their  costs 
below  the  target  amount.  Eligibility  for 
the  CIB  payment  required  that  a 
provider  had  three  full  cost  reporting 
periods  as  an  IPPS-excluded  provider 
prior  to  the  applicable  fiscal  year  (62  FR 
46019).  To  qualify  for  a  CIB  payment,  a 
provider’s  operating  costs  per  discharge 
in  the  current  cost  reporting  period  had 
to  be  lower  than  the  least  of  any  of  the 
following:  its  target  amount;  its 
expected  costs,  that  is,  the  lower  of  its 
target  amount  or  allow^able  inpatient 
operating  costs  per  discharge  from  the 
previous  cost  reporting  period,  updated 
by  the  market  basket  percent  increase 
for  the  fiscal  year;  or,  its  trended  costs, 
that  is,  the  inpatient  operating  costs  per 
discharge  from  its  third  full  cost 
reporting  period,  updated  by  the  market 
basket  percentage  increase  to  the 
applicable  fiscal  year  (62  FR  46019; 

§  413.40(d)(5)(ii)(B)  of  the  regulations). 
For  providers  with  their  third  or 
subsequent  full  cost  reporting  period 
ending  in  FY  1996,  trended  costs  are  the 
lower  of  their  allowable  inpatient 
operating  costs  per  discharge  or  target 
amount  updated  forward  to  the  current 
year  (§413.40(d)(5)(ii)(A)  of  the 
regulations).  The  CIB  payment  equals 
the  lesser  of  50  percent  of  the  amount 
by  which  the  operating  costs  were  less 
than  expected  costs,  or  1  percent  of  the 
ceiling  {§^13.40(d)(4)  of  the 
regulations).  Section  122  of  the  BBRA 
increased  this  percentage  for  LTCHs  for 
FY  2001  to  1.5  percent  of  the  ceiling, 
and  beginning  in  FY  2002,  to  2  percent 
of  the  ceiling  (§413.40(d)(4)(ii)  and  (iii) 
of  the  regulations).  The  increase  in  the 
CIB  payment  percentage  is  not  to  be 
accounted  for  in  the  development  and  • 
implementation  of  the  LTCH  PPS  in 
accordance  with  section  307(a)(2)  of 
BIPA. 

The  fourth  change  that  we  took  into 
account  was  section  4416  of  the  BBA, 
which  significantly  revised  the  payment 
methodology  for  “new”  IPPS-excluded 
providers.  This  provision  applies  to 
three  classes  of  providers — psychiatric 
hospitals  and  units,  rehabilitation 
hospitals  and  units,  and  LTCHs — ^that 
were  not  paid  as  excluded  hospitals 
prior  to  October  1, 1997.  The  payment 
amount  for  a  new  provider  for  the  first 
12-month  cost  reporting  period  is  the 
lower  of  its  Medicare  inpatient 
operating  cost  per  discharge  or  a  limit 
based  on  110  percent  of  the  national 
median  of  target  amounts  for  the  same 
class  of  hospital  for  cost  reporting 


periods  ending  in  FY  1996,  updated  by 
the  market  basket  percentage  increases 
to  the  applicable  period,  and  wage- 
adjusted.  The  payment  limit  in  the 
second  12-month  cost  reporting  period 
is  the  same  110  percent  limit  as  for  the 
first  year  (§  413.40(f)(2)(ii)).  A  new 
provider’s  target  amount  w'ould  be 
established  in  its  third  cost  reporting 
period  by  updating  the  amount  paid  in 
its  second  cost  reporting  period  by  the 
market  basket  percentage  increase  for 
hospitals  and  hospital  units  excluded 
from  the  IPPS,  applicable  to  the  specific 
year,  as  published  annually  in  the 
Federal  Register,  which  then  becomes 
the  target  amount  for  its  third  cost 
reporting  period.  The  target  amount  for 
the  fourth  and  subsequent  cost  reporting 
periods  is  determined  by  updating  the 
target  amount  from  the  previous  cost 
reporting  period  by  the  applicable 
market  basket  percentage  increase. 

Finally,  two  provisions  under  BIPA 
specifically  related  to  LTCHs.  Section 
307(a)  of  BIPA  provided  a  2  percent 
increase  to  the  wage-adjusted  75th 
percentile  cap  for  existing  LTCHs  for 
cost  reporting  periods  beginning  in  FY 
2001,  and  a  25  percent  increase  to  the 
target  amount  for  LTCHs,  subject  to  the 
increased  75th  percentile  cap.  However, 
it  is  important  to  note  that  in 
accordance  with  section  307(a)(2)  of 
BIPA,  the  2  percent  increase  to  the  75th 
percentile  cap  and  the  25  percent 
increase  to  the  target  amount  were  not 
to  be  taken  into  account  in  the 
development  and  implementation  of  the 
LTCH  PPS. 

In  this  final  rule,  under  our 
methodology,  in  order  to  determine 
what  a  LTCH’s  estimated  payments 
would  be  under  the  TEFRA  payment 
system  in  FY  2003,  we  used  cost  report 
data  for  LTCHs  from  the  Hospital  Cost 
Reporting  Information  System  (HCRIS) 
for  FYs  1999  through  2002.  In  addition, 
to  determine  whether  a  LTCH  is  “new,” 
the  certification  date  for  each  LTCH  was 
obtained  from  the  On-line  Survey  & 
Certification  Automated  Reporting 
(OSCAR)  file.  Based  on  the  certification 
date,  a  LTCH  would  either  be  a  “new” 
LTCH,  meaning  a  LTCH  that  was  not 
paid  as  an  excluded  hospital  prior  to 
October  1,  1997,  or  an  “existing”  LTCH, 
meaning  a  LTCH  that  was  paid  as  an 
excluded  hospital  prior  to  October  1, 
1997.  This  could  include  a  LTCH  that 
was  certified  as  an  LTCH  on  or  after 
October  1,  1997,  but  was  previously 
paid  as  another  type  of  IPPS-excluded 
provider  prior  to  October  1,  1997.  Our 
approach  to  estimating  Medicare 
payments  in  FY  2003  under  the  TEFRA 
payment  system  varies  somewhat, 
depending  oh  whether  an  LTCH  was 
either  “existing”  or  “new”  is  discussed 


in  greater  detail  below.  Below  we 
discuss  our  methodology  for  estimating 
FY  2003  inpatient  operating  payments 
under  the  TEFRi\  payment  system  for 
“existing”  hospitals  (Step  l.a.)  and 
“new”  hospitals  (Step  l.b.),  and  our 
methodology  for  estimating  CIB 
payments  under  the  TEFRA  payment 
system  in  FY  2003  (under  Step  l.c.). 

Step  l.a. — Estimate  FY  2003  inpatient 
operating  payments  under  the  TEFRA 
payment  system  for  “existing”  LTCHs. 

Based  on  the  applicable  statutory 
changes  mentioned  above,  under  our 
methodology,  the  first  step  was  to 
estimate  FY  2003  inpatient  operating 
payments  under  the  TEFRA  payment 
system  for  “existing”  LTCHs.  “Existing” 
LTCHs  are  those  receiving  payment  as 
IPPS-excluded  providers  in  cost 
reporting  periods  prior  to  FY  1998. 

These  LTCHs  were  subject  to  the  75th 
percentile  cap  on  their  hospital-specific 
target  amounts.  While  section  307(a)(1) 
of  BIPA  provided  for  a  2-percent 
increase  to  the  75th  percentile  cap 
amount  for  LTCHs  for  cost  reporting 
periods  beginning  in  FY  2001  and  a  25- 
percent  increase  to  the  target  amount  for 
cost  reporting  periods  beginning  in  FY 

2001  (subject  to  the  limiting  or  cap  * 
amount  determined  under  section 
1886(b)(3)(H)  of  the  Act),  section 
307(a)(2)  of  BIPA  precluded  accounting 
for  these  increases  in  developing  the 
LTCH  PPS.  In  addition,  section  122  of 
the  BBRA  increased  the  CIB  payment 
percentage  to  1.5  percent  for  FY  2001 
and  2.0  percent  for  FY  2002 

(§  413.40(d)(4)(ii)  and  (iii)).  But  these 
increases,  also,  are  not  to  be  accounted 
for  the  development  and 
implementation  of  the  LTCH  PPS  in 
accordance  with  section  307(a)(2)  of 
BIPA.  Therefore,  to  ensure  that  these 
increases  would  be  excluded  from  the 
computations,  as  required  by  the  statute, 
we  estimated  an  existing  LTCH’s  FY 
2003  target  amount  by  starting  with  the 
hospital’s  target  amount  from  the  FY 
2000  cost  report,  the  year  prior  to  when 
these  increases  were  effective.  Target 
amounts  and  payments  for  FY  2003 
were  simulated  using  the  FY  2000  target 
amount  in  the  hospital’s  cost  report  and 
updating  the  target  amount  for  each 
subsequent  cost  reporting  period  by  the 
applicable  rate-of-increase  percentage  as 
described  in  §  413.40(c)(3)(vii)  through 
FY  2002.  The  target  amount  from  FY 

2002  was  updated  by  the  forecasted 
market  basket  percentage  increase  of  3.5 
percent  to  arrive  at  the  FY  2003  target 
amount  (§  413.40(c)(3)(viii)).  (We  note 
that  the  forecasted  increase  in  the 
excluded  hospital  market  basket  for  FY 

2003  of  3.5  percent  was  used  to 
establish  the  applicable  rate-of-increase 
percentage  used  to  update  TEFRA  target 


Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


53499 


amounts  in  accordance  with 
§4ia.40(c)(3)(viii)  in  the  FY  2003  IPPS 
final  rule  (67  FR  50289)).  Based  on  more 
recent  data,  our  Office  of  the  Actuary 
currently  estimates  an  increase  of  4.2 
percent  in  the  excluded  hospital  market 
basket  for  FY  2003,  which  we  used  to 
update  LTCHs’  FY  2002  costs  to  FY 
2003,  as  described  below.)  In  a  small 
number  of  cases  where  FY  2002 
operating  cost  data  were  not  available, 
we  used  operating  cost  data  from  the 
most  recent  year  available  and  trended 
it  forward  to  FY  2003.  In  addition,  we 
estimated  FY  2003  bonus  or  relief 
payments  without  the  inclusion  of  the 
2-percent  and  25-percent  increases  to 
the  cap  amount  and  target  amount, 
respectively,  and  without  the  1.5 
percent  and  2.0  percent  increases  to  the 
CIB  payments,  consistent  with  section 
307(a)(2)  of  BIPA  as  discussed  above. 

In  addition,  because  comparisons 
were  made  between  the  target  amount 
and  Medicare  inpatient  operating  costs 
to  determine  bonus  or  relief  payments, 
under  our  methodology,  we  estimated 
FY  2003  operating  costs  for  each  LTCH 
by  updating  its  FY  2002  operating  costs 
by  the  actual  percentage  increase  in 
operating  costs  fox  PPS-excluded 
hospitals  from  FY  2002  to  FY  2003  (4.2 
percent,  as  determined  by  our  Office  of 
the  Actuary)  because  this  is  currently 
our  best  estimate  of  actual  cost  increase 
from  FY  2002  to  FY  2003  realized  by 
excluded  hospitals,  including  LTCHs. 

As  discussed  earlier,  we  estimated  the 
FY  2003  operating  costs  using  FY  2002 
costs  rather  than  using  the  costs 
reported  on  the  FY  2003  cost  report. 

The  75th  percentile  cap  for  LTCHs  for 
FY  2002,  without  the  2-percent  and  25- 
percent  increases  to  the  cap  and  target 
amount,  respectively,  was  $30,783  for 
the  wage-index  adjusted  labor-related 
share,  and  $12,238  for  the  nonlabor- 
related  share.  If  a  LTCH’s  costs  and 
hospital-specific  target  amount  were 
above  the  75th  percentile  cap. 
Medicare’s  payment  under  the  TEFRA 
system  would  be  the  wage-index 
adjusted  cap  amount.  If  under  our 
payment  model  a  LTCH’s  estimated  FY 
2002  TEFRA  payment  would  have  been 
limited  by  the  wage-adjusted  75th 
percentile  cap  in  FY  2002,  that  amount 
would  be  updated  by  the  forecasted 
•market  basket  percentage  increase  (of 
3.5  percent)  to  FY  2003  to  determine  the 
LTCH’s  FY  2003  target  amount  that  was 
used  to  estimate  its  TEFRA  payment 
system  amount  for  FY  2003  under  our 
methodology. 

Step  t-b. — Estimate  FY  2003  inpatient 
operating  payments  under  the  TEFRA 
payment  system  for  “new”  LTCHs. 

Next,  under  our  methodology,  we 
estimated  FY  2003  hospital  operating 


payments  under  the  TEFRA  payment 
system  for  “new”  LTCHs  based  on  the 
applicable  statutory  changes  discussed 
above.  A  “new”  LTCH  is  one  that  was 
first  paid  as  an  IPPS-excluded  hospital 
on  or  after  October  1,  1997.  For  a  “new” 
LTCH;  payment  in  the  hospital’s  first 
12-month  cost  reporting  period  is  the 
lower  of  its  Medicare  net  inpatient 
operating  costs  per  discharge  or  the 
wage-adjusted  110  percent  median 
amount  determined  for  that  particular 
year  (§  413.40(f)(2)(ii)  of  the 
regulations).  For  the  hospital’s  second 
12-month  cost  reporting  period, 
payment  is  the  lower  of  their  costs,  or 
the  same  110  percent  median  amount 
that  was  used  in  the  first  cost  reporting 
period,  that  is,  it  is  not  updated.  The 
hospital’s  “target  amount”  is  established 
in  the  third  cost  reporting  period  by 
updating  the  per  discharge  amount  that 
was  paid  in  the  prior  cost  reporting 
period  by  the  estimated  market  basket 
percentage  increase  for  hospitals  and 
hospital  units  excluded  from  the  IPPS, 
applicable  to  the  specific  year,  as 
published  annually  in  the  Federal 
Register.  Therefore,  if  the  LTCH  was 
paid  its  costs  in  the  previous  tost 
reporting  period  because  costs  were 
lower  than  the  110  percent  median 
amount,  the  hospital’s  cost  per 
discharge  for  the  second  cost  reporting 
period  is  updated  and  becomes  the 
target  amount  for  the  hospital’s  third 
cost  reporting  period.  Target  amounts 
for  subsequent  cost  reporting  periods 
are  determined  by  updating  the 
previous  year’s  target  amount  by  the 
applicable  market  basket  percentage 
increase. 

New  LTCHs  with  their  first  12-month 
cost  reporting  period  beginning  in  FY 
1998  would  have  had  a  target  amount 
calculated  under  section 
1886(b)(7)(A)(ii)  of  the  Act  in  FY  2000. 
Therefore,  consistent  with  our  finalized 
policies  concerning  “existing”  LTCH’s 
(described  in  Step  l.a.  above),  in 
estimating  the  FY  2003  target  amount 
for  “new”  LTCHs  we  used  the  target 
amount  from  the  FY  2000  cost  report 
and  updated  that  target  amount  by  the 
applicable  estimated  market  basket 
percentage  increases  as  published 
annually  in  the  Federal  Register  for  the 
IPPS  final  rule,  without  the  25-percent 
increase,  to  FY  2003.  That  is,  we  used 
3.4  percent  to  update  from  FY  2000  to 
FY  2001,  3.3  percent  to  update  from  FY 
2001  to  FY  2002,  and  3.5  percent  to 
update  from  FY  2002  to  FY  2003.  For 
LTCHs  with  their  first  12-month  cost 
reporting  period  beginning  in  FY  1999, 
we  used  the  lower  of  their  costs  or  target 
amount  from  their  FY  2000  cost  report, 
and  updated  that  amount  by  the 


applicable  estimated  market  basket 
percentage  increase  to  establish  the 
target  amount  in  FY  2001,  without  the 
25-percent  increase.  Next,  we  continued 
to  update  that  target  amount  by  the 
estimated  market  basket  percentage 
increases  to  FY  2003.  We  believe  that  it 
is  necessary  to  compute  an  estimated 
target  amount  for  LTCHs  that  are  “new” 
in  FY  1999  under  our  methodology  in 
order  to  eliminate  the  potential 
inclusion  of  the  increase  to  the  target 
amounts  provided  for  by  section 
307(a)(1)  of  BIPA  (consistent  with  the 
statute). 

The  25-percent  increase  (under 
section  307(a)  of  the  BIPA)  to  the  target 
amount  would  not  be  an  issue  for 
LTCH’s  with  their  first  12-month  cost 
reporting  period  beginning  in  FYs  2000, 
2001,  and  2002  because  they  would  not 
have  a  “target  amount”  based  on 
sections  1886(b)(7)(A)(ii)  of  the  Act,  in 
FY  2001.  Rather,  for  these  LTCHs,  under 
our  methodology  we  determined  the 
estimated  payment  amount  for  their  first 
12-month  cost  reporting  period  by 
looking  at  their  certification  date  from 
the  OSCAR  file,  the  applicable  110 
percent  median  amount  (adjusted  by 
their  wage-index)  and  their  costs  from 
the  applicable  coat  report,  and  then 
proceeded  in  accordance  with  the 
policy  in  §413.40(f)(2)(ii)  of  the 
regulations,  to  arrive  at  estimated  FY 
2003  TEFRA  payments. 

Step  Ic. — Estimate  CIB  payments  that 
would  have  been  made  in  FY  2003 
under  the  TEFRA  payment  system  (for 
both  “existing”  and  “new”  LTCHs). 

In  addition  to  the  TEFRA  system 
payments  for  operating  costs,  and  any 
bonus  or  relief  payments  made,  we  also 
added  an  amount  to  account  for  the 
estimate  of  the  CIB  payments  that  would 
have  been  made  in  FY  2003  under  the 
TEFRA  payment  system  under 
§  413.40(d)(4).  We  estimated  what  CIB 
payments  would  have  been  in  FY  2003 
by  using  actual  CIB  payments  from  the 
cost  reports  for  FYs  1999  and  2000,  as 
they  would  not  include  the  statutory 
increases  to  the  target  amount  discussed 
above,  and  recalculated  CIB  payments 
for  FYs  2001  and  2002  based  on  cost 
report  data.  Based  on  these  historical 
CIB  payments,  we  estimated  that  CIB 
payments  in  FY  2003  would  have  been 
approximately  $10  million.  Just  as  the 
T^FRA  payments  and  bonus  and  relief 
payments  had  to  be  recalculated  in 
particular  years  to  eliminate  percentage 
increases  that  were  not  to  be  included 
in  our  budget  neutrality  calculations  (as 
required  by  the  statute),  we  believe  that 
it  is  necessary  to  recalculate  the  CIB 
payments  in  FYs  2001  and  2002  to 
eliminate  the  percentage  increases  to 
these  payments  as  provided  for  under 
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section  122  of  BBRA,  such  that  they 
would  not  be  accounted  for  in  the 
development  of  the  LTCH  in  accordance 
with  section  307(a)(2)  of  BIPA. 

Therefore,  under  our  methodology,  we 
added  $10  million  as  an  estimate  of  the 
CIB  payments  that  would  have  been 
made  in  FY  2003  under  the  TEFRA 
payment  system  to  our  estimated  FY 
2003  TEFRA  system  payments  for 
operating  costs,  including  any  bonus  or 
relief  payments. 

Step  2. — Estimate  each  LTCH's 
payment  per  discharge  for  inpatient 
capital  costs  under  the  TEFRA  payment 
system  for  FY  2003. 

As  we  discussed  above,  under  our 
methodology,  the  second  step  in 
estimating  total  payments  under  the 
TEFRA  payment  system  was  to  estimate 
each  LTCH’s  payment  per  discharge  for 
capital-related  costs  for  FY  2003.  Under 
the  TEFRA  payment  system,  in 
accordance  with  the  regulations  at  42 
CFR  Part  413,  Medicare  allowable 
capital  costs  are  paid  on  a  reasonable 
cost  basis.  Therefore,  we  updated  each 
LTCH’s  payment  for  capital-related 
costs  directly  from  the  FY  2002  cost 
report  for  inflation  using  the  FY  2003 
capital  excluded  hospital  market  basket 
estimate  of  0.7  percent,  consistent  with 
the  methodology  used  to  establish  the 
initial  standard  Federal  rate  (67  FR 
56031).  Thus,  we  determined  capital- 
related  costs  per  case  using  capital  cost 
data  from  Worksheets  D,  Parts  I  and  II, 
and  total  Medicare  discharges  for  the 
cost  reporting  period  from  Worksheet  S- 
3.  (We  note  that  because  payments  for 
capital-related  costs  are  on  a  reasonable- 
cost  basis,  capital  payments  were  the 
same  for  “existing”  and  “new”  LTCHs.) 

Step  3. — Sum  each  LTCH’s  estimated 
operating  and  capital  payment  per  case 
to  determine  its  estimated  total  FY  2003 
TEFRA  payment  system  payment  per 
discharge. 

Under  our  methodology  for  estimating 
FY  2003  LTCH  total  payments  under  the 
TEFRA  payment  system  using  FY  2002 
cost  data  for  the  purposes  of  the  one¬ 
time  prospective  adjustment  at 
§  412.523(d)(3),  after  estimating 
payments  for  inpatient  operating  costs 
under  the  TEFRA  payment  system  for 
FY  2003  and  payments  for  capital- 
related  costs  under  the  TEFRA  payment 
system  for  FY  2003,  we  summed  each 
LTCH’s  estimated  operating  and  capital 
payment  per  case  to  determine  its 
estimated  total  FY  2003  TEFRA 
payment  system  payment  per  discharge. 
Therefore,  we  added  the  estimate  of 
each  LTCH’s  payment  per  discharge  for 
inpatient  operating  costs  under  the 
TEFRA  payment  system  for  FY  2003, 
including  continuous  improvement 
bonus  payments  (determined  under 


Steps  l.a.  through  l.c.  above)  and  the 
estimate  of  each  LTCH’s  payment  per 
discharge  for  capital-related  costs  for  FY 

2003  (determined  under  Step  2  above). 

Once  we  estimated  total  TEFRA 

payments  as  the  sum  of  each  LTCH’s 
estimated  operating  and  capital 
payment  per  case,  under  our 
methodology  for  evaluating  the  one-time 
prospective  adjustment  at 
§  412.523(d)(3),  the  next  step  was  to 
estimate  FY  2003  payments  under  the 
LTCH  PPS.  As  we  discussed  above,  we 
believe  that  the  best  approach  was  to 
use  FY  2002  LTCH  claims  data  as  a 
proxy  for  estimating  FY  2003  LTCH  PPS 
payments  in  evaluating  the  one-time 
prospective  adjustment  at 
§  412.523(d)(3).  We  note  that  we  used 
the  same  FY  2002  LTCH  MedPAR  data 
that  was  used  to  develop  the  FY  2004 
LTC-DRG  relative  weights  in  the  FY 

2004  IPPS  final  rule  (68  FR  45376),  as 
explained  below.  As  we  discussed  in 
that  final  rule,  there  is  a  data  problem 
with  the  FY  2002  claims  data  for  LTCHs 
where  multiple  bills  for  the  stay  were 
submitted.  Specifically,  given  the  long 
stays  at  LTCHs,  some  providers  had 
submitted  multiple  bills  for  payment 
under  the  reasonable  cost-based 
reimbursement  system  for  tbe  same  stay. 
In  certain  LTCHs,  hospital  personnel 
apparently  reported  a  different  principal 
diagnosis  on  each  bill  because,  under 
the  reasonable  cost-based  (TEFRA) 
reimbursement  system,  payment  was 
not  dependent  upon  principal 
diagnosis,  as  it  is  under  a  DRG-based 
PPS  system.  As  a  result  of  this  billing 
practice,  we  discovered  that  only  data 
from  the  final  bills  were  being  extracted 
for  the  MedPAR  file.  Therefore,  it  was 
possible  that  the  original  MedPAR  file 
was  not  receiving  the  correct  principal 
diagnosis.  In  that  same  IPPS  final  rule, 
we  discussed  how  we  addressed  this 
problem  in  the  LTCH  FY  2002  MedPAR 
data  when  we  used  that  data  to 
determine  the  FY  2004  LTC-DRG 
relative  weights.  Therefore,  for  the 
evaluation  of  the  one-time  prospective 
adjustment  at  §  412.523(d)(3)  we  used 
the  same  “corrected”  FY  2002  LTCH 
MedPAR  data  that  was  used  to  develop 
the  FY  2004  LTC-DRG  relative  weights. 
For  the  reader’s  benefit,  we  are 
providing  a  summary  of  how^  we 
addressed  the  multiple  bill  problem  in 
the  FY  2002  LTGH  MedPAR  data  below. 
As  we  explained  in  the  FY  2004  IPPS 
final  rule  (68  FR  45376),  we  addressed 
this  problem  by  identifying  all  LTCH 
cases  in  the  FY  2002  MedPAR  file  for 
which  multiple  bills  were  submitted. 
Fo'r  each  of  these  cases,  beginning  with 
the  first  bill  and  moving  forward 
consecutively  through  subsequent  bills 


for  that  stay,  we  recorded  the  first 
unique  diagnosis  codes  up  to  10  and  the 
first  unique  procedure  codes  up  to  10. 

We  then  used  these  codes  to 
appropriately  group  each  LTCH  case  to 
a  LTC-DRG  for  FY  2004. 

For  this  final  rule,  as  we  proposed,  we 
estimated  FY  2003  LTCH  PPS  payments 
using  the  same  general  methodology 
that  we  used  to  estimate  FY  2003 
payments  under  the  LTCH  PPS  (without 
a  budget  neutrality  adjustment)  when 
we  determined  the  initial  standard 
Federal  rate  in  the  August  30,  2002  final 
rule  (67  FR  56032).  Specifically,  we 
estimated  FY  2003  LTCH  PPS  payments 
for  each  LTCH  by  simulating  payments 
on  a  case-by-case  basis  by  applying  the 
final  FY  2003  payment  policies 
established  in  the  August  30,  2002  final 
rule  that  implemented  the  LTCH  PPS 
(67  FR  55954)  based  on  the  LTCH  case- 
specific  discharge  information  from  the 
FY  2002  MedPAR  files  (as  explained 
above),  and  we  also  used  LTCH 
provider-specific  data  from  the  FY  2003 
Provider-Specific  File  (PSF),  as  these 
were  the  data  used  by  fiscal 
intermediaries  to  make  LTCH  payments 
during  the  first  year  of  the  LTCH  PPS 
(FY  2003).  Under  our  methodology,  we 
used  the  FY  2003  LTC-DRG  Grouper 
(Version  22.0),  relative  weights,  and 
average  length  of  stay  (67  FR  55979 
through  55995):  we  made  adjustments 
for  differences  in  area  wage  levels 
established  for  FY  2003  as  set  forth  at 
§  412.525(c)  using  the  appropriate 
phase-in  wage  index  values  for  FY  2003 
(67  FR  56015  through  56020);  we  made 
a  cost-of-living  adjustment  for  LTGHs 
located  in  Alaska  and  Hawaii  as  set 
forth  at  §  412.525(b)  (67  FR  56022);  we 
made  adjustments  for  SSO  cases  based 
on  the  method  for  determining  payment 
applicable  for  discharges  occurring 
during  FY  2003  in  accordance  with 
§  412.529(c)(1)  (67  FR  55975  and  55995 
through  56002);  and  we  included 
additional  payments  for  HCO  cases  in 
accordance  with  former  §  412.525(a)  for 
determining  payments  for  discharges 
occurring  in  FY  2003  and  the  FY  2003 
fixed-loss  amount  of  $24,450  (67  FR 
56023).  (We  note  that  correctly  billed 
interrupted  stay  cases  under  §  412.531 
are  single  LTGH  cases  in  the  MedPAR 
files;  therefore,  we  estimated  a  single 
LTGH  PPS  payment  for  those  cases.) 
Under  this  methodology,  for  purposes  of 
this  calculation  we  simulated  case-by- 
case  payments  for  each  LTGH  as  if  it 
were  paid  based  on  100  percent  of  the 
standard  Federal  rate  in  FY  2003  rather 
than  the  transition  blend  methodology 
set  forth  at  §412.533.  To  determine  total 
estimated  PPS  payments  for  all  LTCHs, 
we  summed  the  individual  estimated 
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LTCH  PPS  payments  for  each  LTCH. 

(We  note  that  this  is  the  same 
methodology  we  used  to  estimate  FY 
2003  payments  under  the  LTCH  PPS  for 
purposes  of  evaluating  the  one-time 
prospective  adjustment  at 
§  412.523(d)(3)  that  we  presented  in  the 
RY  2009  LTCH  PPS  proposed  rule  (73 
FR  5359  through  5360).) 

In  order  to  determine  if  there  is  any 
difference  between  estimated  total 
TEFRA  payments  and  estimated  LTCH 
PPS  payments  in  FY  2003  under  our 
methodology  for  evaluating  a  possible 
one-time  prospective  adjustment  under 
§  412.523(d)(3),  we  determined  a  case- 
weighted  average  estimated  TEFRA 
payment,  consistent  with  the 
methodology  used  when  we  determined 
the  initial  standard  Federal  rate  in  the 
FY  2003  LTCH  PPS  final  rule  (68  FR 
56032).  Under  this  methodology,  each 
LTCH’s  estimated  total  FY  2003  TEFRA 
payment  per  discharge  was  determined 
by  summing  its  estimated  FY  2003 
operating  and  capital  payments  under 
the  TEFRA  payment  system  based  on 
FY  2002  cost  report  data  (as  described 
in  Step  3  above),  and  dividing  that 
amount  by  the  number  of  discharges 
from  the  FY  2002  cost  report  data.  Next, 
we  determined  each  LTCH’s  average 
estimated  TEFRA  payment  weighted  for 
its  number  of  discharges  in  the  FY  2002 
MedPAR  file  (for  the  purpose  of 
estimating  FY  2003  LTCH  PPS 
payments,  as  discussed  above)  by 
multiplying  its  average  estimated  total 
TEFRA  payment  per  discharge  by  its 
number  of  discharges  in  the  FY  2002 
MedPAR  file.  We  then  estimated  total 
case-weighted  TEFRA  payments  by 
summing  each  LTCH’s  (MedPAR)  case- 
weighted  estimated  FY  2003  TEFRA 
payments.  Under  our  methodology,  we 
compared  these  estimated  FY  2003  total 
TEFRA  payments  to  estimated  FY  2003 
total  LTCH  PPS  payments  in  order  to 
determine  whether  a  one-time 
prospective  adjustment  would  be 
appropriate.  (As  discussed  in  greater 
detail  above,  we  determined  both 
estimated  total  FY  2003  TEFRA 
payments  and  estimated  total  FY  2003 
LTCH  PPS  payments  based  on  FY  2002 
cost  report  and  claims  data, 
respectively.)  Our  policy  to  adjust  our 
estimate  of  FY  2003  TEFRA  payments 
for  the  number  of  discharges  that  we 
used  to  estimate  FY  2003  LTCH  PPS 
payments  will  ensure  that  the 
comparison  of  estimated  aggregate  FY 
2003  TEFRA  payments  to  estimated 
aggregate  FY  2003  LTCH  PPS  payments 
is  based  on  the  same  number  of  LTCH 
discharges. 

Using  the  methodology  and  data 
described  above,  we  calculated  that 
estimated  FY  2003  LTCH  PPS  payments 


are  approximately  2.5  percent  higher 
than  estimated  payments  to  the  same 
LTCHs  in  FY  2003  if  the  LTCH  PPS  had 
not  been  implemented  (that  is, 
estimated  total  FY  2003  TEFRA 
payment  system  payments).  Although 
we  project  that  estimated  FY  2003  LTCH 
PPS  payments  are  approximately  2.5 
percent  higher  than  estimated  FY  2003 
TEFRA  payments,  as  we  explained  in 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  (77  FR  28031),  reducing  the 
standard  Federal  rate  by  2.5  percent 
would  not  “maintain  budget  neutrality” 
for  FY  2003  (that  is,  estimated  FY  2003 
LTCH  PPS  payments  would  not  be  equal 
to  estimated  FY  2003  TEFRA  payments) 
because  a  considerable  number  of  LTCH 
discharges  are  projected  to  have 
received  a  LTCH  PPS  payment  in  FY 
2003  based  on  the  estimated  cost  of  the 
case  (rather  than  a  payment  based  on 
the  standard  Federal  rate)  under  the 
payment  adjustment  for  SSO  cases  at 
§412.52t^.  (As  discussed  previously,  our 
payment  analysis  indicates  that  nearly 
20  percent  of  estimated  FY  2003  LTCH 
PPS  payments  are  SSO  payments  that 
were  paid  based  on  estimated  cost  and 
not  based  on  the  LTCH  PPS  standard 
Federal  rate.  These  SSO  cases  that 
receive  a  payment  based  on  the 
estimated  cost  of  the  case  are  generally 
unaffected  by  any  changes  to  the 
standard  Federal  rate.  If  we  were  to 
reduce  the  standard  Federal  rate  by  2.5 
percent,  estimated  total  FY  2003  LTCH 
PPS  payments  would  still  be  greater 
than  estimated  total  FY  2003  TEFRA 
payments  (that  is,  would  not  be  budget 
neutral),  and  that  difference  would  be 
perpetuated  in  the  LTCH  PPS  payment 
rates  for  future  years.)  Therefore,  it  is 
necessary  to  offset  the  standard  Federal 
rate  by  a  factor  that  is  larger  than  2.5 
percent  in  order  to  ensure  that  estimated 
total  FY  2003  LTCH  PPS  payments 
would  be  equal  to  estimated  total  FY 
2003  TEFRA  payments  in  order  to 
“maintain  budget  neutrality.”  To 
determine  the  necessary  adjustment 
factor  that  would  need  to  be  applied  to 
the  standard  Federal  rate  in  order  to 
“maintain  budget  neutrality,”  we 
simulated  FY  2003  LTCH  PPS  payments 
using  the  same  payment  simulation 
model  discussed  above  (that  we  used  to 
estimate  FY  2003  LTCH  PPS  payments 
without  a  budget  neutrality  factor). 
Using  iterative  payment  simulations 
using  the  data  from  the  250  LTCHs  in 
our  database,  we  determined  fhat  we 
would  need  to  apply  a  factor  of  0.9625 
(that  is,  a  reduction  of  approximately 
3.75  percent  rather  than  2.5  percent)  to 
the  standard  Federal  rate  in  order  to 
make  estimated  total  FY  2003  LTCH 
PPS  payments  equal  to  estimated  total 


FY  2003  TEFRA  payments,  consistent 
with  our  stated  policy  goal  of  the  one¬ 
time  prospective  adjustment  at 
§  412.523(d)(3)  (that  is,  to  ensure  that- 
the  difference  between  estimated  total 
FY  2003  LTCH  PPS  payments  and 
estimated  total  FY  2003  TEFRA 
payments  is  not  perpetuated  in  the 
LTCH  PPS  payment  rates  in  future 
years). 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28031), “based  on 
the  methodology  described  above,  we 
proposed  to  revise  §  412.523(d)(3)  to 
specify  that  the  standard  Federal  rate 
would  be  permanently  reduced  by  3.75 
percent  so  that  the  estimated  difference 
between  projected  aggregate  LTCH  PPS 
payments  in  FY  2003  and  the  projected 
aggregate  payments  that  would  have 
been  made  in  FY  2003  under  the  TEFRA 
payment  system  if  the  LTCH  PPS  had 
not  been  implemented.  Consistent  with 
current  law,  we  also  proposed  that  this 
adjustment  would  not  apply  to 
payments  for  discharges  occurring  on  or 
after  October  1,  2012,  and  on  or  before 
December  28,  2012.  We  also  proposed  to 
phase-in  the  3.75  percent  reduction  to 
the  standard  Federal  rate  over  a  3-year 
period.  We  also  explained  that  although 
the  adjustment  to  the  standard  Federal 
rate  provided  for  under  §  412.523(d)(3) 
is  called  a  “one-time”  prospective 
adjustment,  this  adjustment  will  be 
permanently  applied  to  the  standard 
Federal  rate  so  that  the  effect  of  the 
estimated  difference  between  the  data 
used  in  the  original  computations  of 
budget  neutrality  for  FY  2003  and  more 
recent  data  to  determine  budget 
neutrality  for  FY  2003  is  not 
perpetuated  in  the  LTCH  prospective 
payment  rates  for  future  years. 

Although  we  did  not  receive  any 
specific  public  comments  on  our 
proposed  revision  to  §  412.523(d)(3),  as 
we  discussed  in  the  comments  and 
responses  presented  above  in  this 
section,  in  response  to  the  commenter 
who  expressed  concern  about  a 
potential  compounding  effect  under  our 
proposal  to  phase-in  the  one-time 
prospective  adjustment  over  a  3-year 
period,  we  are  taking  the  opportunity  in 
this  final  rule  to  clarify  in  the  revisions 
we  are  making  to  §  412.523(d)(3)  that 
the  one-time  prospective  adjustment  of 
0.9625  will  be  permanently  applied  to 
the  standard  Federal  rate  so  that  the 
effect  of  the  estimated  difference 
between  the  data  used  in  the  original 
computations  of  budget  neutrality  for 
FY  2003  and  more  recent  data  to 
determine  budget  neutrality  for  FY  2003 
is  not  perpetuated  in  the  L’TCH 
prospective  payment  rates  for  future 
years. 
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Therefore,  in  this  final  rule,  based  on 
the  methodology  described  above,  under 
the  broad  authority  granted  to  the 
Secretary  under  section  123  of  the 
BBRA,  as  amended  by  section  307(b)  of 
the  BIPA,  we  are  revising 
§  412.523(d)(3)  to  specify  that  the 
standard  Federal  rate  is  permanently 
adjusted  by  3.75  percent  (that  is,  a  factor 
of  0.9625)  to  reflect  the  estimated 
difference  between  projected  aggregate 
LTCH  PPS*payments  in  FY  2003  and  the 
projected  aggregate  payments  that 
would  have  been  made  in  FY  2003 
under  the  TEFRA  payment  system  if  the 
LTCH  PPS  had  not  been  implemented. 
Consistent  with  current  law,  this 
adjustment  will  not  apply  to  payments 
for  discharges  occurring  on  or  after 
October  1,  2012,  and  on  or  before 
December  28,  2012.  And  as  we 
discussed  above  in  this  section  in  our 
response  to  public  comments,  given  the 
magnitude  of  this  adjustment  and  in 
acknowledgement  of  hopeful  research 
outcomes,  we  are  finalizing  our 
proposal  to  phase-in  the  one-time 
prospective  adjustment  of  3.75  percent 
(or  a  factor  of  0.9625)  to  the  standard 
Federal  rate  over  a  3-year  period.  As 
noted  above,  although  the  adjustment  to 
the  standard  Federal  rate  provided  for 
under  §  412.523(d)(3)  is  called  a  “one¬ 
time”  prospective  adjustment,  this 
adjustment  (that  is,  a  factor  of  0.9625) 
will  be  permanently  applied  to  the 
standard  Federal  rate  so  that  the  effect 
of  the  estimated  difference  between  the 
data  used  in  the  original  computations 
of  budget  neutrality  for  FY  2003  and 
more  recent  data  to  determine  budget 
neutrality  for  FY  2003  is  not 
perpetuated  in  the  prospective  payment 
rates  for  future  years.  During  this  3-year 
period,  we  intend  to  further  explore 
potential  revisions  to  certain  LTCH  PPS 
payment  policies  as  discussed  above  in 
section  VILE.2.  of  this  preamble. 

Under  the  policy  we  are  establishing 
in  this  final  rule,  consistent  with  the 
one-time  prospective  adjustment 
authorized  under  §  412.523(d)(3),  we  are 
applying  a  permanent  factor  of  0.98734 
to  the  standard  Federal  rate  in  FY  2013 
(which  will  not  apply  to  payments  for 
discharges  occurring  on  or  after  October 
1,  2012,  and  on  or  before  December  28, 
2012,  consistent  with  current  law),  FY 
2014,  and  FY  2015  to  completely 
account  for  our  estimate  (determined 
using  the  methodology  described  above) 
that  the  standard  Federal  rate  must  be 
adjusted  3.75  percent  (or  a  factor  of 
0.9625)  to  ensure  that  the  difference 
between  estimated  total  FY  2003  LTCH 
PPS  payments  and  estimated  total  FY 
2003  TEFRA  payments  is  not 
perpetuated  in  the  LTCH  PPS  payment 


rates  in  future  years,  consistent  with  our 
stated  policy  goal  of  the  one-time 
prospective  adjustment  at 
§  412.523(d)(3).  To  achieve  a  permanent 
adjustment  of  0.9625,  under  the  phase- 
in  of  this  adjustment  that  we  are 
establishing  in  this  final  rule,  we  will 
apply  a  factor  of  0.98734  to  the  standard 
Federal  rate  in  each  year  of  the  3-year 
phase-in,  that  is,  in  FY  2013  (which  will 
not  be  applicable  to  payments  for 
discharges  occurring  on  or  after  October 
1,  2012,  and  on  or  before  December  28, 
2012,  consistent  with  current  law),  FY 
2014,  and  FY  2015.  By  applying  a 
permanent  factor  of  0.98734  to  the 
standard  Federal  rate  in  each  year  for 
FYs  2013,  2014,  and  2015,  we  will 
completely  account  for  the  entire 
adjustment  by  having  applied  a 
cumulative  factor  of  0.9625  (calculated 
as  0.98734  x  0.98734  x  0.98734  = 

0.9625)  to  the  standard  Federal  rate. 

5.  Other  Comments  Received  on  the 
Proposed  Rule 

We  note  that  we  received  some  public 
comments  on  the  LTCH  PPS  that  were 
outside  of  the  scope  of  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule.  These 
out-of-scope  public  comments  are  not 
addressed  with  policy  responses  in  this 
final  rule.  However,  we  appreciate  these 
comments  and  we  may  consider  these 
public  comments  in  the  development  of 
future  rulemaking. 

Vin.  Quality  Data  Reporting 
Requirements  for  Specific  Providers 
and  Suppliers 

CMS  is  seeking  to  promote  higher 
quality  and  more  efficient  health  care 
for  Medicare  beneficiciries.  This  effort  is 
supported  by  the  adoption  of  an 
increasing  number  of  wddely  agreed- 
upon  quality  measures.  CMS  has 
worked  with  relevant  stakeholders  to 
define  measures  of  quality  for  most 
settings  and  to  measure  various  aspects 
of  care  for  most  Medicare  beneficiaries. 
These  measures  assess  structural  aspects 
of  care,  clinical  processes,  patient 
experiences  with  care,  and, 
increasingly,  outcomes. 

CMS  has  implemented  quality 
measure  reporting  programs  for  multiple 
settings  of  care.  To  measure  the  quality 
of  hospital  inpatient  services,  CMS 
implemented  the  Hospital  Inpatient 
Quality  Reporting  (IQR)  Program 
(formerly  referred  to  as  the  Reporting 
Hospital  Quality  Data  for  Annual 
Payment  Update  (RHQDAPU)  Program). 
In  addition,  CMS  has  implemented 
quality  reporting  programs  for  hospital 
outpatient  services,  the  Hospital 
Outpatient  Quality  Reporting  (OQR) 
Program  (formerly  referred  to  as  the 
Hospital  Outpatient  Quality  Data 


Reporting  Program  (HOP  QDRP)),  and 
for  physicians  and  other  eligible 
professionals,  the  Physician  Quality 
Reporting  System  (formerly  referred  to 
as  the  Physician  Quality  Reporting 
Program  initiative  (PQRI)).  CMS  has  also 
implemented  quality  reporting  programs 
for  inpatient  rehabilitation  hospitals, 
hospices,  and  ambulatory  surgical 
centers,  and  an  end-stage  renal  disease 
quality  improvement  program  (76  FR 
628  through  646)  that  links  payment  to 
performance. 

In  implementing  the  Hospital  IQR 
Program  and  other  quality  reporting 
programs,  we  have  focused  on  measures 
that  have  high  impact  and  support  CMS 
and  HHS  priorities  for  improved  quality 
and  efficiency  of  care  for  Medicare 
beneficiaries.  Our  goal  for  the  future  is 
to  align  the  clinical  quality  measure 
requirements  of  the  Hospital  IQR 
Program  with  various  other  Medicare 
and  Medicaid  programs,  including  those 
authorized  by  the  Health  Information 
Technology  for  Economic  and  Clinical 
Health  (HITECH)  Act  so  that  the  burden 
for  reporting  will  be  reduced.  As 
appropriate,  we  will  consider  the 
adoption  of  measures  with  electronic 
specifications,  so  that  the  electronic 
collection  of  performance  information  is 
part  of  care  delivery.  Establishing  such 
a  system  will  require  interoperability 
between  EHRs  and  CMS  data  collection 
systems,  additional  infrastructural 
development  on  the  part  of  hospitals 
and  CMS,  and  the  adoption  of  standards 
for  capturing,  formatting,  and 
transmitting  the  data  elements  that 
make  up  the  measures.  However,  once 
these  activities  are  accomplished,  the 
adoption  of  many  measures  that  rely  on 
data  obtained  directly  from  EHRs  will 
enable  us  to  expand  the  Hospital  IQR 
Program  measure  set  with  less  cost  and 
burden  to  hospitals.  We  believe  that 
automatic  collection  and  reporting  of 
data  elements  for  many  measures 
through  EHRs  will  greatly  simplify  and 
streamline  reporting  for  various  CMS 
quality  reporting  programs  and  that  at  a 
future  date,  such  as  FY  2015,  hospitals 
will  be  able  to  switch  primarily  to  EHR- 
based  reporting  of  data  for  many 
measures  that  are  currently  manually 
chart-abstracted  and  submitted  to  CMS 
for  the  Hospital  IQR  Program. 

We  have  also  implemented  a  Hospital 
Value-Based  Purchasing  (VBP)  Program 
under  section  1886(o)  of  the  Act.  In 
2011,  we  issued  the  Hospital  Inpatient 
VBP  Program  final  rule  (76  FR  26490 
through  26547).  We  adopted  additional 
policies  for  the  Hospital  VBP  Program  in 
section  IV.B.  of  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51653  through 
51660)  and  in  section  XVI.  of  the  CY 
2012  OPPS/ASC  final  rule  with 
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comment  period  (76  FR  74527  through 
74547).  Under  the  Hospital  VBP 
Program,  hospitals  will  receive  value- 
based  incentive  payments  if  they  meet 
performance  standards  with  respect  to 
measures  for  a  performance  period  for 
the  fiscal  year  involved.  The  measures 
under  the  Hospital  VBP  Program  must 
be  selected  from  the  measures  (other 
than  readmission  measures)  specified 
under  the  Hospital  IQR  Program  as 
required  by  section  1886(o)(2)(A)  of  the 
Act. 

In  selecting  measures  for  the  Hospital 
IQR  Program,  we  are  mindful  of  the 
conceptual  framework  of  the  Hospital 
VBP  Program.  Section  1886(o)(2)(B)(i)(I) 
of  the  Act  states  that  for  FY  2013,  the 
selected  measures  for  the  Hospital  VBP 
Program  must  cover  at  least  the 
following  five  specified  conditions  or 
procedures:  Acute  myocardial  infarction 
(AMI),  Heart  failure  (HF),  Pneumonia 
(PN),  surgical  care,  as  measured  by  the 
Surgical  Care  Improvement  Project 
(SCIP),  and  Healthcare-Associated 
Infections  (HAIs),  as  measured  by  the 
prevention  metrics  and  targets 
established  in  the  HHS  Action  Plan  to 
Prevent  HAIs  (or  any  successor  HHS 
plan).  Section  1886(o)(2)(B)(i)(II)  of  the 
Act  provides  that,  for  FY  2013, 
measures  selected  for  the  Hospital  VBP 
Program  must  also  be  related. to  the 
Hospital  Consumer  Assessment  of 
Healthcare  Providers  and  Systems 
survey  (HCAHPS). 

The  Hospital  IQR  Program  is  linked 
with  the  Hospital  VBP  Program  because 
the  measures  and  reporting 
infrastructure  for  both  programs 
overlap.  We  view  the  Hospital  VBP 
Program  as  the  next  step  in  promoting 
higher  quality  care  for  Medicare 
beneficiaries  by  transforming  Medicare 
into  an  active  purchaser  of  quality 
healthcare  for  its  beneficiaries.  Value- 
based  purchasing  is  an  important  step  to 
revamping  how  care  and  services  are 
paid  for,  moving  increasingly  toward 
rewarding  better  value,  outcomes,  and 
innovations  instead  of  merely  volume. 
As  we  stated  in  the  Hospital  Inpatient 
VBP  Program  proposed  rule  (76  FR 
2455),  we  applied  the  following 
principles  for  the  development  and  use 
of  measures  and  scoring  methodologies: 

•  Public  reporting  and  value-based 
payment  systems  should  rely  on  a  mix 
of  standards,  process,  outcomes,  emd 
patient  experience  of  care  measures, 
including  measures  of  care  transitions 
and  changes  in  patient  functional  status. 
Across  all  programs,  we  seek  to  move  as 
quickly  as  possible  to  the  use  of 
primarily  outcome  and  patient 
experience  measures.  To  the  extent 
practicable  and  appropriate,  outcome 
and  patient  experience  measures  should 


be  adjusted  for  risk  or  other  appropriate 
patient  population  or  provider 
characteristics. 

•  To  the  extent  possible  and 
recognizing  differences  in  payment 
system  maturity  and  statutory 
authorities,  measures  should  be  aligned 
across  public  reporting  and  payment 
systems  under  Medicare  and  Medicaid. 
The  measure  sets  should  evolve  so  that 
they  include  a  focused  core  set  of 
measures  appropriate  to  the  specific 
provider  category  that  reflects  the  level 
of  care  and  the  most  important  areas  of 
service  and  measures  for  that  provider. 

•  The  collection  of  information 
should  minimize  the  burden  on 
providers  to  the  extent  possible.  As  part 
of  this  effort,  we  will  continuously  seek 
to  align  our  measures  with  the  adoption 
of  e-specified  measures,  so  the 
electronic  collection  of  performance 
information  is  part  of  care  delivery. 

•  To  the  extent  practicable,  measures 
used  by  CMS  should  be  nationally 
endorsed  by  a  multi-stakeholder 
organization.  Measures  should  be 
aligned  with  best  practices  among  other 
payers  and  the  needs  of  the  end  users 
of  the  measures. 

We  also  view  the  Hospital- Acquired 
Condition  (HAC)  payment  adjustment 
program  authorized  by  section  3008  of 
the  Affordable  Care  Act  and  the 
Hospital  VBP  Program  as  being  related 
but  separate  efforts  to  reduce  HACs.  The 
Hospital  VBP  Program  is  an  incentive 
program  that  awards  payments  to 
hospitals  based  on  quality  performance 
on  a  wide  variety  of  measures,  while  the 
program  established  by  section  3008  of 
the  Affordable  Care  Act  creates  a 
payment  adjustment  resulting  in 
payment  reductions  for  the  lowest 
performing  hospitals  based  on  their 
rates  of  HACs. 

Although  we  intend  to  monitor  the 
various  interactions  of  programs 
authorized  by  the  Affordable  Care  Act 
and  their  overall  impact  on  providers 
and  suppliers,  we  also  view  programs 
that  could  potentially  affect  a  hospital’s 
Medicaid  payment  as  separate  from 
programs  that  could  potentially  affect  a 
hospital’s  Medicare  payment. 

In  this  section  VIII.  of  this  preamble, 
we  are  adopting  changes  to,  or 
implementing,  the  following  Medicare 
quality  reporting  systems: 

•  In  section  VIII.A.,  the  Hospital  IQR 
Program. 

•  In  section  VIII.B.,  the  Hospital  VBP 
Program. 

•  In  section  VIII. C.,  the  PPS-Exempt 
Cancer  Hospital  Quality  Reporting 
(PCHQR)  Program. 

•  In  section  VIII. D.,  the  Long-Term 
Care  Hospital  Quality  Reporting 
(LTCHQR)  Program. 


•  In  section  VIII.E.,  the  Ambulatory 
Surgical  Center  Quality  Reporting 
(ASCQR)  Program. 

•  In  section  VIII.F.,  the  Inpatient 
Psychiatric  Facilities  Quality  Reporting 
(IPFQR)  Program. 

A.  Hospital  Inpatient  Quality  Reporting 
(IQR)  Program 

1.  Background 

a.  History  of  Measures  Adopted  for  the 
Hospital  IQR  Program 

We  refer  readers  to  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  final  rule  (74  FR 
43860  through  43861)  and  the  FY  2011 
IPPS/LTCH  PPS  final  rule  (75  FR  50180 
through  50181)  for  detailed  discussions 
of  the  history  of  the  Hospital  IQR 
Program,  including  the  statutorv  history, 
and  to  the  FY  2012  IPPS/LTCH  PPS 
final  rule  (76  FR  51636  through  51637) 
for  the  measures  we  have  adopted  for 
the  Hospital  IQR  measure  set  through 
FY  2015. 

b.  Maintenance  of  Technical 
Specifications  for  Quality  Measures 

The  technical  specifications  for  the 
Hospital  IQR  Program  measures,  or  links 
to  Web  sites  hosting  technical 
specifications,  are  contained  in  the 
CMS/The  Joint  Commission  (TJC) 
Specifications  Manual  for  National 
Hospital  Quality  Measures 
(Specifications  Manual).  This 
Specifications  Manual  is  posted  on  the 
CMS  QualityNet  Web  site  at  https:// 
www.QuaIityNet.org.  We  generally 
update  the  Specifications  Manual  on  a 
semiannual  basis  and  include  in  the 
updates  detailed  instructions  and 
calculation  algorithms  for  hospitals  to 
use  when  collecting  and  submitting  data 
on  required  measures.  These 
semiannual  updates  are  accompanied  by 
notifications  to  users,  providing 
sufficient  time  between  the  change  and 
the  effective  date  in  order  to  allow  users 
to  incorporate  changes  and  updates  to 
the  specifications  into  data  collection 
systems. 

The  technical  specifications  for  the 
HCAHPS  patient  experience  of  care 
survey  are  contained  in  the  current 
HCAHPS  Quality  Assurance  Guidelines 
manual,  which  is  available  at  the 
HCAHPS  On-Line  Web  site,  http:// 
www.hcahpsonIine.org.  We  maintain  the 
HCAHPS  technical  specifications  by 
updating  the  HCAHPS  Quality 
Assurance  Guidelines  manual  annually, 
and  include  detailed  instructions  on 
survey  implementation,  data  collection, 
data  submission  and  other  relevant 
topics.  As  necessary,  HCAHPS  Bulletins 
are  issued  to  provide  notice  of  changes 
and  updates  to  technical  specifications 
in  HCAHPS  data  collection  systems. 
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Many  of  the  quality  measures  used  in 
different  Medicare  and  Medicaid 
reporting  programs  are  endorsed  by  the 
National  Quality  Forum  (NQF).  The 
NQF  is  a  voluntary'  consensus  standard¬ 
setting  organization  with  a  diverse 
representation  of  consumer,  purchaser, 
provider,  academic,  clinical,  and  other 
healthcare  stakeholder  organizations. 

The  NQF  was  established  to  standardize 
healthcare  quality  measurement  and 
reporting  through  its  consensus 
development  process.  As  part  of  its 
regular  maintenance  process  for 
endorsed  performance  measures,  the 
NQF  requires  measure  stewards  to 
submit  annual  measure  maintenance 
updates  and  undergo  maintenance  of 
endorsement  review  every  3  years.  In 
the  measure  maintenance  process,  the 
measure  steward  (owner/developer)  is 
responsible  for  updating  and 
maintaining  the  currency  and  relevance 
of  the  measure  and  will  confirm  existing 
or  minor  specification  changes  to  NQF 
on  an  annual  basis.  NQF  solicits 
information  from  measure  stewards  for 
annual  reviews  and  in  order  to  review 
measures  for  continued  endorsement  in 
a  specific  3-year  cycle. 

Through  NQF’s  measure  maintenance 
process,  NQF-endorsed  measures  are 
sometimes  updated  to  incorporate 
changes  that  we  believe  do  not 
substantially  change  the  nature  of  the 
measure.  Examples  of  such  changes 
could  be  updated  diagnosis  or 
procedure  codes,  changes  to  exclusions 
to  the  patient  population,  definitions,  or 
extension  of  the  measure  endorsement 
to  apply  to  other  settings.  We  believe 
these  types  of  maintenance  changes  eu'e 
distinct  fi’om  more  substantive  changes 
to  measures  that  result  in  what  are 
considered  new  or  different  measures, 
and  that  they  do  not  trigger  the  same 
agency  obligations  under  the 
Administrative  Procedure  Act. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28033),  we 
proposed  that  if  the  NQF  updates  an 
endorsed  measure  that  we  have  adopted 
for  the  Hospital  IQR  Program  in  a 
manner  that  we  consider  to  not 
substantially  change  the  nature  of  the 
measure,  we  would  use  a  subregulatory 
process  to  incorporate  those  updates  to 
the  measure  specifications  that  apply  to 
the  program.  Specifically,  we  would 
revise  the  Specifications  Manual  so  that 
it  clearly  identifies  the  updates  and 
provide  links  to  where  additional 
information  on  the  updates  can  be 
found.  We  would  also  post  the  updates 
on  the  QualityNet  Web  site  at  https:// 
wiA'w.QualityNet.org.  We  would  provide 
sufficient  lead  time  for  hospitals  to 
implement  the  changes  where  changes 


to  the  data  collection  systems  would  be 
necessary. 

We  would  continue  to  use  the 
rulemaking  process  to  adopt  changes  to 
a  measure  that  we  consider  to 
substantially  change  the  nature  of  the 
measure.  We  believe  that  this  proposal 
adequately  balances  our  need  to 
incorporate  NQF  updates  to  NQF- 
endorsed  Hospital  IQR  Program 
measures  in  the  most  expeditious 
.manner  possible,  while  preserving  the 
public’s  ability  to  comment  on  updates 
that  so  fundamentally  change  an 
endorsed  measure  that  it  is  no  longer 
the  same  measure  that  we  originally 
adopted.  We  invited  public  comment  on 
this  proposal. 

Comment:  Many  commenters 
supported  the  proposed  subregulatory 
process  to  update  the  measure 
specifications  of  adopted  NQF-endorsed 
measures  in  the  Specifications  Manual 
for  non-substantive  changes  that  arise 
from  the  NQF  maintenance  review,  as 
well  as  the  continuation  of  the 
rulemaking  process  for  substantive 
changes  that  arise  from  NQF  review. 
Several  commenters  objected  to  these 
proposals,  and  expressed  concern  that 
there  is  no  clear  definition  of  non¬ 
substantive  updates.  These  commenters 
felt  that  changes  such  as  conversion  of 
measures  to  ICD-10  codes  and 
eMeasures  format,  and  exclusions  to  the 
patient  population  should  be  considered 
substantive  changes  that  would  warrant 
rulemaking.  Some  commenters  stated 
that  all  changes  to  measures  that  are  not 
NQF-endorsed  measures  should  be 
subject  to  the  rulemaking  process. 

Response:  We  thank  those 
commenters  that  supported  our 
proposal  to  update  NQF-endorsed 
measures  using  a  subregulatory  process. 
The  NQF  regularly  maintains  its 
endorsed  measures  through  annual  and 
triennial  reviews,  which  may  result  in 
the  NQF  making  updates  to  the 
measures.  We  believe  that  it  is 
important  to  have  in  place  a 
subregulatory  process  to  incorporate 
non-substantive  updates  made  by  the 
NQF  into  the  measure  specifications  we 
have  adopted  for  the  Hospital  IQR 
Program  so  that  these  measures  remain 
up-to-date.  We  also  recognize  that  some 
changes  the  NQF  might  make  to  its 
endorsed  measures  are  substantive  in 
nature  and  might  not  be  appropriate  for 
adoption  using  a  subregulatory  process. 
Therefore,  we  are  finalizing  a  policy 
under  which  we  will  use  a 
subregulatory  process  to  make  non¬ 
substantive  updates  to  NQF-endorsed 
measures  used  for  the  Hospital  IQR 
program.  With  respect  to  what 
constitutes  substantive  versus  non¬ 
substantive  changes,  we  expect  to  make 


this  determination  on  a  case-by-case 
basis.  Examples  of  non-substantive 
changes  to  measures  might  include 
updated  diagnosis  or  procedure  codes, 
medication  updates  for  categories  of 
medications,  broadening  of  age  ranges, 
and  exclusions  for  a  measure  (such  as 
the  addition  of  a  hospice  exclusion  to 
the  30-day  mortality  measures).  We 
believe  that  non-substantive  changes 
may  include  updates  to  NQF-endorsed 
measures  based  upon  changes  to 
guidelines  upon  which  the  measures  are 
based. 

We  will  continue  to  use  rulemaking  to 
adopt  substantive  updates  made  by  the 
NQF  to  the  endorsed  measures  we  have 
adopted  for  the  Hospital  IQR  Program. 
Examples  of  changes  that  we  might 
consider  to  be  substantive  would  be 
those  in  which  the  changes  are  so 
significant  that  the  measure  is  no  longer 
the  same  measure,  or  when  a  standard 
of  performance  assessed  by  a  measure 
becomes  more  stringent  (for  example: 
changes  in  acceptable  timing  of 
medication,  procedure/process,  or  test 
administration).  Another  example  of  a 
substantive  change  would  be  where  the 
NQF  has  extended  its  endorsement  of  a 
previously  endorsed  measure  to  a  new 
setting,  such  as  extending  a  measure 
from  the  inpatient  setting  to' hospice. 
These  policies  regarding  what  is 
considered  substantive  versus  non¬ 
substantive  would  apply  to  all  measures 
in  the  Hospital  IQR  Program.  We  also 
note  that  the  NQF  process  incorporates 
an  opportunity  for  public  comment  and 
engagement  in  the  measure  maintenance 
process. 

Comment:  A  few  commenters 
supported  the  semiannual  updates  of 
the  Specifications  Manual  to  provide  - 
guidance  to  hospitals  on  data  collection 
and  submission  of  the  required 
measures.  Commenters  urged  CMS  to 
provide  at  least  12  to  18  months’  notice 
before  nonsubstantive  changes  are 
implemented  by  vendors  and  providers. 

Response:  We  thank  the  commenter 
for  the  support  for  this  process,  which 
is  consistent  across  all  quality  reporting 
programs.  Per  our  existing  policy  for 
specification  updates,  we  will  provide 
at  least  6  months  lead  time  for  hospitals 
to  implement  updates  to  measures  that 
would  require  changes  to  abstraction  or 
data  collection  systems.  This  would 
include  non-substantive  changes. 

Comment:  A  commenter  suggested 
that  CMS  must  be  more  transparent 
about  the  NQF  maintenance  review  and 
update  process  in  the  Hospital  IQR 
Program  proposed  rules.  Specifically, 
the  commenter  urged  CMS  to  describe 
the  NQF  status,  including  the  status  of 
maintenance  review,  of  every  proposed 
and  previously  finalized  measure  in 
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proposed  rules.  The  commenter 
believed  that  the  lack  of  information 
regarding  a  measure’s  NQF  status  may 
disadvantage  the  public  in  commenting 
on  Hospital  IQR  Program  measures. 

Response:  We  appreciate  the 
suggestion  and  recognize  the 
commenter’s  desire  to  have  more 
information  about  the  measures  in  the 
program.  This  information  is  currently 
available  and  updated  frequently  on  the 
measures  list  available  on  the  NQF  Web 
site ;  h ttp.7/wMW. quali tyforum. org/ 
Measures  List. aspx.  We  will  strive  to 
provide  additional  NQF-related 
information  about  the  Hospital  IQR 
Program  measures  in  the  future. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  a  policy  under  which  we  will 
use  a  subregulatory  process  to  make 
non-substantive  updates  to  measures  in 
the  Hospital  IQR  Program.  We  will 
continue  to  use  the  rulemaking  process 
to  adopt  changes  to  measures  that  we 
consider  to  be  substantive. 

c.  Public  Display  of  Quality  Measures 

Section  1886(b)(3)(B)(viii)(VII)  of  the 
Act,  as  amended  by  section  3001(a)(2)  of 
the  Affordable  Care  Act,  requires  that 
the  Secretary  establish  procedures  for 
making  information  regarding  measures 
submitted  available  to  the  public  after 
ensuring  that  a  hospital  has  the 
opportunity  to  review  its  data  before 
they  are  made  public.  We  will  continue 
our  current  practice  of  reporting  data 
from  the  Hospital  IQR  Program  as  soon 
as  it  is  feasible  on  CMS  Web  sites  such 
as  the  Hospital  Compare  Web  site, 
http://www.hospitalcompare.hhs.gov, 
after  a  30-day  preview  period. 

The  Hospital  Compare  Web  site  is  an 
interactive  Web  tool  that  assists 
beneficiaries  by  providing  information 
on  hospital  quality  of  care  to  those  who 
need  to  select  a  hospital.  It  further 
serves  to  encourage  beneficiaries  to 
work  with  their  doctors  and  hospitals  to 
discuss  the  quality  of  care  hospitals 
provide  to  patients,  thereby  providing 
an  additional  incentive  to  hospitals  to 
improve  the  quality  of  care  that  they 
furnish.  The  Hospital  IQR  Program 
currently  includes  process  of  care 
measures,  risk-adjusted  outcome 
measures,  the  HCAHPS  patient 
experience-of-care  survey,  structural 
measures.  Emergency  Department 
Throughput  timing  measures,  hospital 
acquired  condition  measures, 
immunization  measures,  and  hospital 
acquired  infection  measures,  all  of 
which  are  featured  on  the  Hospital 
Compare  Web  site. 

However,  information  that  may  not  be 
relevant  to  or  easily  understood  by 
beneficiaries  and  information  for  which 


there  are  unresolved  display  issues  or 
design  considerations  for  inclusion  on 
Hospital  Compare  may  be  made 
available  on  other  CMS  Web  sites  that 
are  not  intended  to  be  used  as  an 
interactive  Web  tool,  such  as  http:// 
www.cms.hhs.gov/HospitalQualityInits/. 
Publicly  reporting  the  information  in 
this  manner,  although  not  on  the 
Hospital  Compare  Web  site,  allows  CMS 
to  meet  the  requirement  under  section 
1886(b)(3)(B)(viii)(VII)  of  the  Act  for 
establishing  procedures  to  make 
information  regarding  measures 
submitted  under  the  Hospital  IQR 
Program  available  to  the  public 
following  a  preview  period.  In  such 
circumstances,  affected  parties  are 
notified  via  CMS  listservs,  CMS  email 
blasts  and  memorandums.  Hospital 
Open  Door  Forums,  national  provider 
calls,  and  QualityNet  announcements 
regarding  the  release  of  preview  reports 
followed  by  the  posting  of  data  on  a 
Web  site  other  than  Hospital  Compare. 

Comment:  A  commenter 
recommended  that  CMS  collect  and 
present  data  on  Hospital  Compare  in  a 
stratified  manner  in  terms  of  race, 
language,  and  gender  as  the  commenter 
believed  all  of  the  above  are  crucial  data 
to  address  and  reduce  health  disparities. 

Response:  We  are  unable  to  collect 
data  that  is  unrelated  to  quality 
measures,  and  therefore,  it  is  not 
possible  for  us  to  stratify  measures  using 
demographic  data  as  this  commenter 
suggests. 

Comment:  A  commenter  supported 
display  of  the  Standardized  Infection 
Ratio  (SIR)  for  both  CLABSI  and  CAUTI 
on  Hospital  Compare. 

Response:  We  thank  the  commenter 
for  their  support. 

Comment:  A  commenter  believed  that 
the  public  reporting  of  hospital-specific 
readmission  rates  on  Hospital  Compare 
needs  significant  improvement  by 
providing  more  specific  data  on  actual 
readmission  rates.  The  commenter 
pointed  out  that  the  current  display  of 
readmissions  as  either  “same  as  the 
national  average,”  “worse  than  the 
national  average,”  or  “better  than  the 
national  average”  indicate  little 
variation  among  hospitals  and  does  not. 
offer  to  consumers  and  purchasers 
meaningful  information  about  how  well 
specific  hospitals  are  performing. 

Response:  The  purpose  of  the  initial 
display  of  the  readmission  measures  as 
“same  as  the  national  average,”  “worse 
than  the  national  average,”  or  “better 
than  the  national  average”  is  to  address 
consumer  preferences  for  the  display  of 
information  that  incorporates 
confidence  intervals  or  interval 
estimates  for  outcome  measures  such  as 
hospital  readmission  rates.  However, 


alternative  displays  that  we  provide, 
which  can  also  be  accessed  through 
links  on  the  main  display  at  the 
Hospital  Compare  Web  site,  contain 
both  graphical  and  table  displays  and 
provide  more  information,  including  the 
risk-adjusted  readmission  rates. 
Additional  information  is  also  available 
in  the  downloadable  file  at:  http:// 
www.medicare.gov/download/ 
downloaddb.asp  that  accompanies  each 
Hospital  Compare  release  in  order  to 
facilitate  customized  comparative 
analyses. 

Comment:  A  commenter  requested 
that  CMS  notify  hospitals  of  changes  to 
QualityNet  Web  site  reports  in  a  timely 
manner. 

Response:  We  send"  out  memos  in  a 
timely  manner  to  notify  hospitals  of 
changes  to  reports  when  there  is  a 
system  release  or  production  fix. 

2.  Removal  and  Suspension  of  Hospital 
IQR  Program  Measures 

a.  Considerations  in  Removing  Quality 
Measures  From  the  Hospital  IQR 
Program 

We  generally  retain  measures  from  the 
previous  year’s  Hospital  IQR  Program 
measure  set  for  subsequent  years’ 
measure  sets  except  when  they  are 
removed  or  replaced  as  indicated.  In 
previous  rulemakings,  we  have  referred 
to  the  removal  of  measures  from  the 
Hospital  IQR  Program  as  “retirement.” 
We  have  used  this  term  to  indicate  that 
Hospital  IQR  Program  measures  are  no 
longer  included  in  the  Hospital  IQR 
Program  measure  set  for  one  or  more 
indicated  reasons.  However,  we  note 
that  this  term  may  imply  that  other 
payers/purchasers/programs  should 
cease  using  these  measures  that  are  no 
longer  required  for  the  Hospital  IQR 
Program.  In  order  to  clarify  that  this  is 
not  our  intent,  beginning  with  this 
rulemaking  cycle,  we  will  use  the  term 
“remove”  rather  than  “retire”  to  refer  to 
the  action  of  no  longer  including  a 
measure  in  the  Hospital  IQR  Program. 

As  we  stated  in  the  FY  2011 IPPS/ 
LTCH  PPS  final  rule  (75  FR  50185),  the 
criteria  that  we  consider  when 
determining  whether  to  remove  Hospital 
IQR  Program  measures  are  the 
following:  (1)  Measure  performance 
among  hospitals  is  so  high  and 
unvarying  that  meaningful  distinctions 
and  improvements  in  performance  can 
no  longer  be  made  (“topped  out” 
measures);  (2)  availability  of  alternative 
measures  with  a  stronger  relationship  to 
patient  outcomes;  (3)  a  measure  does 
not  align  with  current  clinical 
guidelines  or  practice;  (4)  the 
availability  of  a  more  broadly  applicable 
(across  settings,  populations,  or 
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conditions)  measure  for  the  topic;  (5) 
the  availability  of  a  measure  that  is  more 
proximal  in  time  to  desired  patient 
outcomes  for  the  particular  topic;  (6)  the 
availability  of  a  measure  that  is  more 
strongly  associated  with  desired  patient 
outcomes  for  the  particular  topic;  and 
(7)  collection  or  public  reporting  of  a 
measure  leads  to  negative  unintended 
consequences  other  than  patient  harm. 
These  criteria  were  suggested  by 
commenters  during  rulemaking,  and  we 
agreed  that  these  criteria  should  be 
among  those  considered  in  evaluating 
Hospital  IQR  Program  quality  measures 
for  removal. 

In  addition,  we  take  into  account  the 
views  of  the  Measure  Application 
Partnership  (MAP).- The  MAP  is  a 
public-private  partnership  convened  by 
the  NQF  for  the  primary  purpose  of 
providing  input  to  HHS  on  selecting 
performance  measures  for  quality 
reporting  programs  and  pay  for 
reporting  programs.  The  MAP  views 
patient  safety  as  a  high  priority  area  and 
it  strongly  supports  the  use  of  NQF- 
endorsed  safety  measures.  Furthermore, 
for  efficiency  and  streamlining 
purposes,  we  strive  to  eliminate 
redundancy  of  similar  measures. 

Comment:  Several  commenters 
supported  the  proposals  regarding 
measure  removal  criteria  and  the  use  of 
“removal”  terminology.  Some 
commenters  also  recommended  that 
CMS  provide  a  list  of  potential  measures 
for  removal  from  the  Hospital  IQR 
Program  for  MAP  review  and 
recommendations. 

Response:  We  thank  the  commenters 
for  the  support  of  our  measure  removal 
criteria  and  the  use  of  the  term 
"removal.”  We  will  consider  the 
recommendation  to  provide  a  list  of 
potential  measures  for  removal  from  the 
Hospital  IQR  Program  to  MAP  for  its 
input. 

b.  Hospital  IQR  Program  Measures 
Removed  in  Previous  Rulemakings 

In  previous  rulemakings,  we  have 
removed  several  Hospital  IQR  Program 
quality  measures,  including: 

•  PN-1:  Oxygenation  Assessment  for 
Pneumonia,  a  “topped  out”  measure, 
because  measures  with  very  high 
performance  among  hospitals  present 
little  opportunity  for  improvement  and 
do  not  provide  meaningful  distinctions 
in  performance  for  consumers  (73  FR 
48604). 

•  AMl-6:  Beta  Blocker  at  Arrival 
measure  from  the  Hospital  IQR  Program 
because  it  no  longer  “represent[ed]  the 
best  clinical  practice,”  as  required 
under  section  1886(b)(3)(B)(viii)(VI)  of 
the  Act.  We  stated  that  when  there  is 
reason  to  believe  that  the  continued 


collection  of  a  measure  as  it  is  currently 
specified  raises  potential  patient  safety 
concerns,  it  is  appropriate  for  CMS  to 
take  immediate  action  to  remove  a 
measure  from  the  Hospital  IQR  Program 
and  not  wait  for  the  annual  rulemaking 
cycle.  Therefore,  we  adopted  the  policy 
(74  FR  43864  and  43865)  that  we  would 
promptly  remove  such  a  measure, 
confirm  the  removal  in  the  next  IPPS 
rulemaking  cycle,  and  notify  hospitals 
and  the  public  of  the  decision  to 
promptly  remove  measures  through  the 
usual  hospital  and  QIO  communication 
channels  used  for  the  Hospital  IQR 
Program.  These  channels  include 
memos,  email  notification,  and 
QualityNet  Web  site  postings.  To  this 
end,  we  confirmed  the  removal  of  the 
AMI-6  measure  in  the  FY  2010  IPPS/ 
LTCH  PPS  rulemaking  cycle  after 
immediate  suspension  because  the 
measure  posed  patient  safety  risks. 

•  Mortality  for  Selected  Procedures 
Composite  measure  because  the 
measure  is  not  considered  suitable  for 
purposes  of  comparative  reporting  by 
the  measure  developer  (75  FR  50186). 

•  Three  adult  smoking  cessation 
measures:  AMI-4:  Adult  Smoking 
Cessation  Advice/Counselling;  HF— 4: 
Adult  Smoking  Cessation  Advice/ 
Counselling;  and  PN— 4:  Adult  Smoking 
Cessation  Advice/Counselling,  because 
these  measures  are  “topped-out”  and  no 
longer  NQF-endorsed  (76  FR  51611). 

•  PN-5c:  Timing  of  Receipt  of  Initial 
Antibiotic  Following  Hospital  Arrival 
rheasure  out  of  concerns  that  the 
continued  collection  of  this  measure 
might  lead  to  the  unintended 
consequence  of  antibiotic  overuse  (76 
FR  51611). 

c.  Removal  of  Hospital  IQR  Program 
Measures  for  FY  2015  Payment 
Determination  and  Subsequent  Years 

To  accommodate  the  expansion  of  the 
measure  set,  we  have  considered  the 
removal  of  additional  Hospital  IQR 
Program  measures  using  our  stated 
measure  removal  criteria.  In  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28035),  based  on  some  of  these 
criteria,  we  proposed  to  remove  1 7 
measures  from  the  Hospital  IQR 
Program.  One  of  these  1 7  measures  is 
chart-ab.stracted.  and  the  other  16  are 
claims-based. 

(1)  Removal  of  One  Chart- Abstracted 
Measure 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28035),  we 
proposed  to  remove  the  SCIP-Venous 
Thromboembolism  (VTE)  measure: 
“SCIP-VTE-1:  Surgery  patients  with 
recommended  VTE  prophylaxis 
ordered”  measure  because  we  believe 


that  the  “SCIP-VTE-2:  Surgery  patients 
who  received  appropriate  VTE 
prophylaxis  within  24  hours  of  pre/post 
surgery”  measure  currently  used  in  the 
Hospital  IQR  Program  assesses  practices 
that  are  more  proximal  in  time  to  better 
surgical  outcomes  resulting  ft-om  the  use 
of  VTE  prophylaxis.  We  also  note  that 
during  a  recent  NQF  maintenance 
review  of  SCIP-VTE-1 ,  the  measure  was 
not  recommended  for  continued 
endorsement. 

Comment:  Many  commenters  strongly 
agreed  with  CMS’  rationale  for 
proposing  the  removal  of  the  SCIP- 
VTE-1  measure  and  urged  its  immediate 
removal  fi-om  the  Hospital  IQR  Program. 
One  commenter  was  disappointed  that 
the  measure  was  removed  shortly  after 
it  was  adopted.  Commenters  requested 
that  CMS  clarify  whether  the  end  date 
for  data  submission  of  the  proposed 
chart-abstracted  measure  is  effective 
immediately,  or  on  the  effective  date  of 
this  final  rule. 

Response:  We  thank  the  commenters 
for  the  support  of  the  removal  of  this 
measure.  The  removal  of  this  measure  is 
consistent  with  one  of  our  measure 
removal  criteria  of  removing  a  measure 
when  an  alternative  measure(s)  that  is 
either  more  proximal  to  or  that  has  a 
stronger  relationship  with  patient 
outcomes  is  available.  We  are  finalizing 
the  removal  of  this  measure  from  the 
Hospital  IQR  Program  measure  set.  The 
data  collection  for  this  chart-abstracted 
measure  will  end  with  December  31, 
2012  discharges. 

(2)  Removal  of  16  Claims-Based 
Measures 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28035),  we 
proposed  to  remove  eight  HAC 
measures,  three  AHRQ  Inpatient  Quality 
•Indicator  (IQI)  measures,  and  five  AHRQ 
Patient  Safety  Indicator  (PSI)  measures 
from  the  Hospital  IQR  Program  measure 
set. 

(A)  Removal  of  Eight  Hospital-Acquired 
Condition  (HAC)  Measures 

In  the  FY  2011  IPPS/LTCH  PPS  final 
rule  (75  FR  50194  through  50196),  for 
the  FY  2012  payment  determination,  we 
adopted  8  claims-based  HAC  measures 
based  on  8  of  the  10  conditions 
applicable  under  the  HAC  payment 
provisions  specified  in  section 
1886(d)(4)(D)  of  the  Act.  These  eight 
HAC  measures  are:  Air  Embolism;  Blood 
Incompatibility;  Catheter- Associated 
Urinary  Tract  Infection  (UTI);  Falls  and 
Trauma:  (Includes  Fracture  Dislocation, 
Intracranial  Injury,  Crushing  Injury, 
Burn,  Electric  Shock);  Foreign  Object 
Retained  After  Surgery;  Manifestations 
of  Poor  Glycemic  Control;  Pressure 


Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


53507 


Ulcer  Stages  III  or  IV;  and  Vascular 
Catheter  Associated  Infections.  Six  of 
these  HACS  were  identified  by  NQF  as 
serious  reportable  events. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28035),  we 
proposed  to  remove  these  eight  HAC 
measures  based  on  several 
considerations.  First,  the  MAP 
recommended  that  we  replace  the  HAC 
measures  in  the  Hospital  IQR  Program 
with  NQF-endorsed  measures.  Second, 
we  seek  to  reduce  redundancy  among 
the  measures  in  the  program.  Two  of  the 
eight  HAC  measures  address  HAIs 
which  are  addressed  by  other  measures 
currently  in  the  Hospital  IQR  Program. 
These  two  HAI  measures  are  the  NQF- 
endorsed  CAUTI  and  CLABSI  measures 
collected  via  the  CDC’s  NHSN  system. 

An  additional  three  of  the  eight  HAC 
measures  address  similar  topics 
(pressure  ulcers,  air  embolism,  and 
manifestations  of  poor  glycemic  control) 
to  patient  safety  indicators  that  are 
included  in  the  NQF-endorsed  AHRQ 
PSI  composite  that  is  also  included  in 
the  Hospital  IQR  Program.  Accordingly, 
because  more  broadly  applicable  NQF- 
endorsed  measures  are  available  that 
address  some  of  the  same  HAIs  and 
HACs,  we  believe  it  is  appropriate  to 
remove  these  measures  from  the 
program.  We  note  that  section  3008  of 
the  Affordable  Care  Act  will  require 
public  reporting  of  HACs,  including 
those  conditions  adopted  under  section 
1886(d)(4)(D)  of  the  Act.  HACs  remain 
an  important  aspect  of  our  commitment 
to  patient  safety,  and  the  measurement 
and  reduction  of  patient  harm.  “Safer 
care”  is  one  of  the  six  priorities 
identified  to  address  the  three  aims 
established  under  the  National  Quality 
Strategy.  We  stated  our  intention  to 
pursue  development  of  an  all-cause 
harm  composite  measure  for  potential 
use  in  our  quality  reporting  programs. 

Comment:  The  majority  of  the 
commenters  who  commented  on  the 
proposed  removal  of  the  eight  HAC 
measures  supported  the  MAP 
recommendation  as  well  as  our  proposal 
to  remove  the  eight  HAC  measures  from 
the  Hospital  IQR  Program.  Commenters 
requested  their  immediate  removal  from 
the  Hospital  IQR  Program  as  they 
believed  their  removal  will  minimize 
the  potential  for  hospitals  to  be 
penalized  twice  for  these  conditions  due 
to  the  measures’  inclusion  in  the 
Hospital  IQR  Program  and  the  HAC 
payment  provisions  under  section 
1886(d)(4)(D)  of  the  Act. 

Response:  We  thank  the  commenters 
for  their  support  for  the  removal  of  these 
measures.  We  are  finalizing  this 
proposal,  and  we  do  not  intend  to 
provide  or  publicly  report  new 


calculations  of  these  individual  HACs  as 
part  of  the  Hospital  IQR  Program  after 
2012. 

Comment:  Two  commenters 
supported  the  removal  of  the  Catheter- 
Associated  Urinary  Tract  Infection  (UTI) 
and  the  Vascular  Catheter  Associated 
Infections  HACs  but  recommended  the 
retention  of  rest  of  the  HACs  (Air 
Embolism;  Blood  Incompatibility;  Falls 
and  Trauma:  (Includes  Fracture 
Dislocation,  Intracranial  Injury, 

Crushing  Injury,  Burn,  Electric  Shock); 
Foreign  Object  Retained  After  Surgery; 
Manifestations  of  Poor  Glycemic 
Control;  and  Pressure  Ulcer  Stages  III), 
and  urged  us  to  work  with  stakeholders 
to  address  any  coding  irregularities  that 
may  affect  the  accuracy  of  the  data  used 
to  calculate  these  six  measures.  These 
commenters  also  suggested  continued 
reporting  of  these  measures  on  Hospital 
Compare. 

Response:  We  appreciate  the 
commenters’  support  of  the  removal  of 
the  Catheter-Associated  Urinary  Tract 
Infection  (UTI)  and  the  Vascular 
Catheter  Associated  Infections  HACs. 

We  are  not  considering  the  retention  of 
any  of  the  other  six  non-infection 
related  HACs  for  the  Hospital  IQR 
Program  at  this  time  due  to  the  MAP 
recommendations  and  our  intent  to 
pursue  development  of  an  all-cause 
harm  composite  measure  for  potential 
use  in  our  quality  reporting  programs. 

Comment:  One  commenter  opposed 
CMS’  intention  to  develop  an  all-cause 
harm  composite  measure,  noting  that 
there  are  too  many  variables  to  account 
for  in  measuring  all-cause  harm. 

Response:  We  wish  to  clarify  that  our 
goal  of  developing  an  all-cause  harm 
composite  measure  is  to  inform  the 
healthcare  community  and  the  general 
public  of  hospital  performance  in  terms 
of  managing  patient  safety  efficiently 
and  economically.  While  we  agree  that 
HACs  often  result  from  multiple  factors, 
some  of  these  conditions  are  “never 
events;”  they  could  cause  serious 
injuries  or  even  death,  and  should  not 
happen  under  any  circumstances.  These 
never  events  are  foreign  objects  retained 
after  surgery,  air  embolism,  and  blood 
incompatibility.  We  are  examining  risk 
factors  for  other  HACs.  In  pursuing  this 
goal,  we  intend  to  work  with  clinical 
experts  in  injuries,  complications,  and 
infections,  and  with  measure  experts 
with  knowledge  in  composite  measures 
and  risk  adjustment  to  develop  an  all¬ 
cause  harm  measure  that  can  inform 
clinicians  of  gaps  in  their  patient  safety 
performance. 


(B)  Removal  of  Three  AHRQ  IQI 
Measures 

In  the  FY  2009  IPPS  final  rule  (73  FR 
48607),  we  adopted  three  claims-based 
AHRQ  IQI  outcome  measures  for  the  FY 
2010  payment  determination;  (1)  IQI- 
11:  Abdominal  aortic  aneurysm  (AAA) 
re.pair  mortality  rate  (with  or  without 
volmne);  (2)  IQI-19:  Hip  fracture 
mortality  rate;  and  (3)  IQI-91;  Mortality 
for  selected  medical  conditions 
(composite). 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28035), ‘we 
proposed  to  remove  these  three  AHRQ 
IQI  measures  from  the  Hospital  IQR 
Program.  In  removing  measures  from  the 
Hospital  IQR  Program,  we  seek  to 
eliminate  measures  that  would  not  be 
used  under  the  Hospital  VBP  Program, 
and  to  reduce  redundancy  among  the 
measures  in  the  Hospital  IQR  Program. 
Three  of  the  six  conditions  in  the  IQI 
composite  measure  overlap  with  30-day 
mortality  measures  that  we  have  in  the 
Hospital  IQR  Program,  and  which  were 
recommended  by  the  MAP  for  use  in  the 
Hospital  VBP  Program.  The  proposed 
removal  of  these  AHRQ  IQI  measures 
would  eliminate  unnecessary 
redundancy  in  the  Hospital  IQR 
Program  measure  set.  We  also  believe 
that  inclusion  of  a  large  number  of  in- 
hospital  mortality  measures,  the 
performance  on  which  is  highly 
dependent  upon  hospital  discharge 
patterns,  may  lead  to  unintended 
consequences  of  patients  being 
discharged  sooner  than  advisable.  We 
invited  public  comment  on  this 
proposal. 

Comment:  All  the  commenters  who 
commented  on  the  proposed  removal  of 
the  AHRQ  IQI  measures  strongly 
supported  and  requested  the  removal  of 
the  three  proposed  AHRQ  IQI  measures 
from  the  Hospital  IQR  Program. 

Response:  We  thank  the  commenters 
for  their  support. 

Based  on  these  comments,  we  are 
finalizing  the  removal  of  IQI-11,  IQI-19, 
and  the  IQI-90  composite  measures. 
These  measures’  calculations  will  not  be 
refreshed  on  Hospital  Compare  after 
2012. 

(C)  Removal  of  Five  AHRQ  PSI 
Measures 

In  the  FY  2009  IPPS  final  rule  (73  FR 
48607),  we  adopted  three  claims-based 
PSI  outcome  measures  for  the  FY  2010 
payment  determination:  (1)  PSI-06; 
Iatrogenic  pneumothorax:  (2)  PSI-14: 
Postoperative  wound  dehiscence:  and 
,  (3)  PSI-15:  Accidental  puncture  or 
laceration.  In  the  FY  2011  IPPS/LTCH 
PPS  final  rule  (75  FR  50194),  we 
adopted  two  more  claims-based  PSI 
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outcome  measures  for  the  FY  2012 
payment  determination:  PSI-11:  Post 
Operative  Respiratory  Failure;  and  PSI 
12:  Post  Operative  PE  or  DVT. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28035),  we 
proposed  to  remove  these  five  AHRQ 
PSI  measures  from  the  Hospital  IQR 
Program  because  four  of  these  five 
individual  measures  (all  but  PSI-11)  are 
included  in  the  NQF-endorsed  AHRQ 
PSI  Composite  measure  that  is  already 
included  in  the  Hospital  IQR  Program. 
Also,  the  post-operative  ventilator 
associated  events  assessed  in  PSI-1 1 
could  be  captured  more  robustly  using 
non-administrative  data  collected  via 
the  NHSN  in  the  near  future.  Therefore, 
we  proposed  to  remove  these  five 
individual  PSIs  from  the  Hospital  IQR 
Program  measure  set  in  order  to 
eliminate  unnecessary  redundancy.  We 
invited  public  comment  on  this 
proposal. 

Comment:  Almost  all  of  the 
commenters  w'ho  commented  on  the 
proposed  removal  of  the  AHRQ  PSI 
measures  supported  their  removal  from 
the  Hospital  IQR  Program.  Commenters 
stated  that  these  measures,  which  are 
based  on  administrative  data,  are  less 
sensitive  than  those  measures  that 
utilize  chart-abstracted  data,  and  lack 
the  specificity  required  for  use  in 
comparative  public  reporting  programs. 
One  commenter  was  concerned  that  the 
removal  of  the  measures  w’ould  deprive 
stakeholders  of  the  opportunity  to  drill 
down  and  access  more  granular 
information  on  the  individual  measures. 
The  commenter  requested  assurance 
that  the  transparency  of  information  on 
these  safety  events  is  not  compromised 
by  the  removal  of  these  measures. 

Response:  We  appreciate  the 
supportive  comments  received  for  this 
proposal.  Four  of  the  five  measures  to  be 
removed  are  part  of  the  PSI  Composite 
that  is  being  retained  for  the  Hospital 
IQR  Program,  and  w'e  will  be  able  to 
continue  providing  this  information  in 
“drill  dow’n”  displays  of  the  PSI 
Composite  because  the  individual 
measure  information  can  be  made 
available  through  links  or  pop-up 
windows  from  the  main  display  of  the 
composite  score.  We  are  finalizing  the 
removal  of  these  five  PSI  measures  from 
the  Hospital  IQR  Program. 

Comment:  Many  commenters  strongly 
supported  the  proposal  to  remove  the  16 
claims-based  measures  and  one  chart- 
abstracted  measure  as  one  way  to 
streamline  measures  in  the  Hospital  IQR 
Program  and  make  the  numbers  of 
Hospital  IQR  Program  measures  more 
manageable.  Commenters  urged  CMS  to 
expedite  the  proposed  removal  of  the  1 7 
measures  sooner  than  2015  as  proposed 


and  to  remove  the  1 7  measures  from  the 
Hospital  Compare  Web  site 
immediately.  The  commenters 
recommended  that  we  use  the  CY  2013 
OPPS/ASC  proposed  rule  as  a  vehicle  to 
propose  the  removal  of  these  measures 
from  the  FY  2013  and  2014  Hospital 
IQR  Program  measure  set. 

Response:  We  are  sensitive  to  the 
comments  on  streamlining  measures  in 
the  Hospital  IQR  Program.  We  thank  the 
commenters  for  the  support.  Although 
we  proposed  the  removal  of  these 
measures  for  the  FY  2015  payment 
determination,  the  impact  from  the 
removal  of  these  measures  begins  in 
2012.  In  particular,  the  data  collection 
for  the  chart-abstracted  measure,  SCIP- 
VTE-1:  Surgery  patients  with 
recommended  VTE  prophylaxis 
ordered,  will  end  with  December  31, 
2012  discharges.  New  calculations  of 
the  16  individual  claims-based 
measures  on  the  Hospital  Compare  Web 
site  will  not  be  displayed  as  distinct 
measures  after  July  2012  for  purposes  of 
the  Hospital  IQR  Program.  However, 
because  the  PSI  Composite  Measure  is 
comprised  of  individual  PSI  measures, 
information  on  the  specific  measures 
that  are  part  of  the  AHRQ  PSI 
Composite  can  be  provided  on  Hospital 
Compare  in  “drill  down”  displays  from 
the  main  composite.  Also,  some  or  all  of 
the  HAC  measures  may  be  reported  on 
Hospital  Compare  in  some  manner  in 
the  future  under  the  public  reporting 
authority  under  section  3008  of  the 
Affordable  Care  Act. 

Comment:  Tw'O  commenters  assumed 
that  because  CMS  proposed  the  removal 
of  several  individual  AHRQ  PSI 
measures  from  the  Hospital  IQR 
Program,  that  we  w'ould  also  remove 
these  indicators  from  the  calculation  of 
the  AHRQ  PSI-90  composite  measure 
for  both  Hospital  IQR  and  the  Hospital 
V^BP  Programs.  Furthermore,  these 
commenters  believed  that  the  statutory 
display  requirement  for  the  AHRQ  PSI- 
90  composite  measure  has  not  been  met 
because  CMS  did  not  display  data  for  all 
eight  of  the  individual  AHRQ  indicators 
that  are  used  in  the  composite. 

Response:  We  wish  to  clarify  that  our 
removal  of  several  individual  AHRQ 
indicators  from  the  Hospital  IQR 
Program  does  not  in  any  way  change  the 
composition  of  the  AHRQ  PSI-90 
composite  measure  for  either  the 
Hospital  IQR  or  Hospital  VBP  Programs. 
No  changes  have  been  proposed  for  the 
AHRQ  PSI-90  composite  for  the 
Hospital  IQR  or  Hospital  VBP  Programs. 
We  adopted  and  displayed  the  NQF- 
.endorsed  AHRQ  PSI-90  composite 
measure  for  the  Hospital  IQR  Program 
(NQF#531)  which  is  comprised  of  the 
following  individual  indicators:  PSI-03, 


PSI-06,  PSI-07,  PSI-08.  PSI-12,  PSI-13, 
PSI-14,  and  PSI-15.  We  will  continue  to 
use/display  this  NQF-endorsed  version 
of  the  PSI  composite  for  the  program. 
Regarding  the  1  year  display 
requirement  for  the  PSI-composite  for 
the  Hospital  VBP  Program,  we  have 
proposed  to  use  the  AHRQ  PSI-90 
composite  calculation  in  its  totality  for 
Hospital  \^BP  Program  scoring.  We 
displayed  this  composite  score  in  its 
totality  on  Hospital  Compare  beginning 
in  October  2011.  Therefore,  the  PSI-90 
composite  meets  the  display 
requirement  for  use  in  the  Hospital  VBP 
Program  regardless  of  how  many 
individual  AHRQ  indicators  were 
displayed. 

Some  commenters  also  provided 
suggestions  for  removal  of  other 
measures  in  the  Hospital  IQR  Program. 

Comment:  A  commenter 
recommended  the  removal  of  the  HF-1 
(Discharge  Instructions)  measure 
because  the  measure  did  not  receive 
continued  NQF-endorsement  and  ^as 
perceived  as  a  “check-the-box”  measure 
that  does  not  convey  meaningful  or 
actionable  information  about  the  quality 
of  the  discharge  process.  Another 
commenter  believed  that  HF-1  should 
be  replaced  with  a  Post-Discharge 
Appointment  for  Heart  Failure  Patients 
measure. 

One  commenter  proposed  the  removal 
of  the  SCIP  Infection-2  (Prophylactic 
Antibiotic  Selection  for  Surgical 
Patients)  measure  because  the 
commenter  believed  implementation  of 
the  Surgical  Site  Infection  measures 
targeted  for  FY  2014  will  provide  more 
meaningful  outcome  information  than 
this  process  measure. 

One  commenter  recommended  the 
removal  of  all  non-NQF-endorsed 
measures  except  those  measures  that  are 
part  of  TJC’s  accountability  measure  set. 

One  commenter  requested  the 
removal  of  SCIP-INF-10  (Surgery 
Patients  with  Perioperative  Temperature 
Management),  which  the  commenter 
contended  is  topped  out  and  which  is 
not  required  for  the  Hospital  VBP 
Program.  One  commenter  indicated  that 
PN-3b  (Blood  Culture  Performed  in  the 
Emergency  Department  prior  to  First 
Antibiotic  Received  in  Hospital)  should 
be  removed  from  the  Hospital  IQR 
Program  because  of  the  pending  removal 
of  its  NQF-endorsement  status,  the 
consensus  among  stakeholders,  the 
evidence  citing  the  ineffective  and 
inefficient  implementation,  and  the 
unintended  consequences  associated 
with  the  measure. 

Response:  We  appreciate  the 
commenters’  input  on  the  removal  of 
the  measures  and  we  will  take  this  into 
consideration  when  we  select  measures 


Federal  Register / Vo  1.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


53509 


for  removal  in  the  future.  In  our  view, 
currently,  these  recommended  measures 
for  removal  still  yield  valuable 
information  in  the  improvement  of 
healthcare  and  we  have  no  plans  to 
remove  them  unless  evidence  indicates 
otherwise.  As  for  the  suggested  removal 
of  non-NQF-endorsed  measures,  while 
we  seek  to  use  NQF-endorsed  measures 
where  possible,  we  note  that  measures 
that  we  believe  to  be  important  in 


assessing  the  quality  of  hospital  care  can 
be  adopted  for  the  Hospital  IQR  Program 
through  our  exception  authority  in 
section  1886(b)(3)(BKIX)(bb)  of  the  Act. 
This  section  provides  that  in  the  case  of 
a  specified  area  or  medical  topic 
determined  appropriate  by  the  Secretary 
for  which  a  feasible  and  practical 
measure  has  not  been  endorsed  by  the 
entity  with  a  contract  under  section 
1890(a),  the  Secretary  may  specify  a 


measure  that  is  not  so  endorsed  as  long 
as  due  consideration  is  given  to 
measures  that  have  been  endorsed  or 
adopted  by  a  consensus  organization 
identified  by  the  Secretary. 

After  consideration  of  the  public 
comments  we  received  on  measure 
removal,  we  are  finalizing  our  proposal 
to  remove  1  chart-abstracted  measure 
and  16  claims-based  measures  as  set 
forth  in  the  table  below: 


Topic 


17  Measures  removed  from  Hospital  IQR  Program  measure  set  for  FY  2015  and  subsequent  payment 

determinations 


— 

Surgical  Care  Improvement  Project 

• 

SCIP  lNF-VTE-1:  Surgery  patients  with  recommended  Venous  Thromboembolism  (VTE)  prophylaxis  or- 

(SCIP)  Measure. 

dered. 

AHRQ  Patient  Safety  Indicators 

PSI  06:  Iatrogenic  pneumothorax,  adult. 

(PSIs),  Inpatient  Quality  Indica- 

PSI  1 1 :  Post  Operative  Respiratory  Failure. 

tors  (IQIs)  and  Composite  Meas- 

PSI  12:  Post  Operative  PE  or  DVT. 

ures. 

PSI  14:  Postoperative  wound  dehiscence. 

PSI  15:  Accidental  puncture  or  laceration. 

IQI  11;  Abdominal  aortic  aneurysm  (AAA)  mortality  rate  (with  or  without  volume). 

IQI  19:  Hip  fracture  mortality  rate. 

IQI  91 :  Mortality  for  selected  medical  conditions  (composite). 

Hospital  Acquired  Condition  Meas- 

Foreign  Object  Retained  After  Surgery. 

ures. 

Air  Embolism. 

Blood  Incompatibility. 

Pressure  Ulcer  Stages  III  &  IV. 

• 

Falls  and  Trauma:  (Includes:  Fracture  Dislocation  Intracranial  Injury  Crushing  Injury  Burn  Electric 
Shock). 

Vascular  Catheter-Associated  Infection. 

Catheter-Associated  Urinary  Tract  Infection  (UTI). 

Manifestations  of  Poor  Glycemic  Control. 

d.  Suspension  of  Data  Collection  for  the 
FY  2014  Payment  Determination  and 
Subsequent  Years 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51611),  we  suspended  data 


collection  for  four  measures  beginning 
with  January  1,  2012  discharges, 
affecting  the  FY  2014  payment 
determination  and  subsequent  years. 


Topic 


Hospital  IQR  Program  measures  suspended  for  FY  2015  payment  determination  and  subsequent 

years 


Acute  Myocardial  Infarction  (AMI) 


Surgical  Care  Improvement 
(SCIP). 


Project  j  • 


AMI-1  Aspirin  at  arrival. 

AMI-3  ACEI/ARB  for  left  ventricular  systolic  dysfunction. 
AMI-5  Beta-blocker  prescribed  at  discharge. 

SCIP  INF-6  Appropriate  Hair  Removal. 


We  suspended,  rather  than  removed, 
these  measures  because  although  our 
analysis  indicated  that  these  measures 
are  topped-out  measures  (that  is,  their 
performance  is  uniformly.high 
nationwide,  with  little  variability  among 
hospitals),  we  recognized  some 
commenters’  belief  that  the  processes 
assessed  by  the  measures  were  tied  to 
better  patient  outcomes,  and  that 
removal  of  the  measures  from  the 
program  may  result  in  declines  in 
performance  and  hence,  worse 
outcomes. 

The  suspension  of  data  collection  for 
these  four  measures  will  be  continued 
unless  we  have  evidence  that 
performance  on  the  measures  is  in 


danger  of  declining.  Should  we 
determine  that  hospital  adherence  to 
these  practices  has  unacceptably 
declined,  we  would  resume  data 
collection  using  the  same  form  and 
manner  and  on  the  same  quarterly 
schedule  that  we  finalize  for  these  and 
other  chart  abstracted  measures, 
providing  at  least  3  months  of  notice 
prior  to  resuming  data  collection. 
Hospitals  would  be  notified  of  this  via 
CMS  listservs,  CMS  email  blasts, 
national  provider  calls,  and  QualityNet 
announcements.  In  addition,  we  would 
comply  with  any  requirements  imposed 
by  tbe  Paperwork  Reduction  Act  before 
resuming  data  collection  of  these  four 
measures. 


Comment:  Many  commenters 
supported  CMS’  measure  suspension 
policy,  which  provides  a  balance 
between  maintaining  quality  and 
avoiding  unnecessary  administrative 
burden.  Several  commenters  indicated 
that  instead  of  suspension,  these  four 
previously  suspended  measures  should 
be  removed  from  the  Hospital  IQR 
Program  permanently. 

Response:  We  thank  the  commenters 
for  their  support  of  our  measure 
suspension  policy.  Before  we  can 
remove  the  suspended  measures  we  will 
need  to  determine  whether  the 
important  practices  addressed  by  these 
suspended  measures  continue  to  be 
routinely  practiced. 
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Comment:  A  few  commenters 
requested  that  CMS  clarify:  (1)  The 
methodology  used  to  determine  if  the 
measures  are  declining  in  performance; 
and  (2)  requirements  to  resume 
collection  of  a  suspended  measure.  The 
commenters  stated  that  if  CMS  decides 
to  resume  collection  of  a  measure,  it 
should  integrate  the  timeline  with  the 
current  process  for  implementation  of 
technical  specifications.  Commenters 
offered  to  collaborate  with  CMS  to 
identify  measures  warranting 
suspension. 

Response:  We  will  continue  to 
monitor  the  measures  for  evidence  of 
performance  slippage  by  reviewing 
published  literature  and  examining 
national  performance  trends  on  these 
measures  from  data  collected  by  other 
parties.  In  the  event  that  data  collection 
on  a  suspended  measure  must  be 
resumed,  w'e  intend  to  align  with 
Specifications  Manual  release  and 
collection  cycle  timelines  in  order  to 
provide  sufficient  notice  to  hospitals. 

3.  Measures  for  the  FY  2015  and  FY 
2016  Hospital  IQR  Program  Payment 
Determinations 

a.  Additional  Considerations  in 
Expanding  and  Updating  Quality 
Measures  Under  the  Hospital  IQR 
Program 

In  general,  we  seek  to  adopt  measures 
for  the  Hospital  IQR  Program  that  would 
promote  better,  safer,  more  efficient 
care.  We  believe  it  is  important  to 
expand  the  pool  of  measures  to  include 
measures  that  aim  to  improve  patient 
safety.  This  goal  is  supported  by  many 
reports  documenting  that  tens  of 
thousands  of  patierUs  do  not  receive  safe 
care  in  the  nation’s  hospitals.*^-'’'* 

In  addition  to  our  goals  to  align 
measures  and  support  the  Hospital  VBP 
Program,  we  also  take  into  account  other 
considerations  in  implementing  and 
expanding  the  HospitaMQR  Program: 

•  Our  overarching  purpose  is  to 
support  the  National  Quality  Strategy’s 
(NQS’)  three-part  aim  of  better  health 
care  for  individuals,  better  health  for 
populations,  and  lower  costs  for-  health 
care.  The  Hospital  IQR  Program  will 
help  achieve  the  three-part  aim  by 
creating  transparency  around  the  quality 
of  care  at  inpatient  hospitals  to  support 
patient  decision-making  and  quality 
improvement.  Given  the  availability  of 
well-validated  measures  and  the  need  to 


*^OEI-06-09-00090.  "Adverse  Events  in 
Hospitals:  National  Incidence  Among  Medicare 
Beneficiaries."  Department  of  Health  and  Human 
Services.  Office  of  Inspector  General,  November 
2010. 

2009  National  Healthr.are  Quality  Report,  pp. 
107-122.  "Patient  Safety,”  Agency  for  Healthcare 
Research  and  Quality. 


balance  breadth  with  minimizing 
burden,  measures  should  take  into 
account  and  address,  as  fully  as 
possible,  the  six  domains  of 
measurement  that  arise  from  the  six 
NQS  priorities:  Clinical  care;  Person- 
and  caregiver-centered  experience  and 
outcomes;  Safety;  Efficiency  and  cost 
reduction;  Care  coordination;  and 
Community/population  health.  More 
information  regarding  the  National 
Quality  Strategy  can  be  found  at: 
http://www.hhs.gov/secretary/about/ 
priorities/ priorities.html  and  http:// 
ivww.ahrq.gov/ workingforquality/.  HHS 
engaged  a  wide  range  of  stakeholders  to 
develop  the  National  Quality  Strategy, 
as  required  by  the  Affordable  Care  Act. 

•  We  seek  to  collect  data  in  a  manner 
that  balances  the  need  for  information 
related  to  the  full  spectrum  of  quality 
performance  and  the  need  to  minimize 
the  burden  of  data  collection  and 
reporting.  Within  the  framework  of  our 
statutory  authority  and  taking  into 
account  programmatic  considerations, 
measures  used  in  the  Hospital  IQR 
Program  should  be  harmonized  with 
other  Medicare/Medicaid  quality 
reporting  programs  and  incentive 
programs  to  promote  coordinated  efforts 
to  improve  quality. 

•  As  part  of  our  burden  reduction 
efforts,  we  will  continuously  weigh  the 
relevance  and  utility  of  the  measures 
compared  to  the  burden  on  hospitals  in 
submitting  data  under  the  Hospital  IQR 
Program.  We  seek  to  use  measures  based 
on  alternative  sources  of  data  that  do 
not  require  chart  abstraction  or  that 
utilize  data  already  being  reported  by 
many  hospitals,  such  as  data  that 
hospitals  report  to  clinical  data 
registries,  or  all-payer  claims  databases. 
In  recent  years  we  have  adopted 
measures  that  do  not  require  chart 
abstraction,  including  structural 
measures  and  claims-based  measures 
that  we  can  calculate  using  other  data 
sources. 

•  To  the  extent  practicable,  measures 
we  use  should  be  nationally  endorsed 
by  a  multi-stakeholder  organization. 
Section  3001(aK2)  of  the  Affordable 
Care  Act  added  new  sections 
1886(b)(3KB)(viii)(IX)(aa)  and  (bb)  of  the 
Act.  These  sections  state  that  “*  *  * 
effective  for  payments  beginning  with 
fiscal  year  2013,  each  measure  specified 
by  the  Secretary  under  this  clause  shall 
be  endorsed  by  the  entity  with  a 
contract  under  section  1890(a)  [of  the 
Act],”  and  “[i]n  the  case  of  a  specified 
area  or  medical  topic  determined 
appropriate  by  the  Secretary  for  which 

a  feasible  and  practical  measure  has  not 
been  endorsed  by  the  entity  with  a 
contract  under  section  1890(a)  [of  the 
Act],  the  Secretary  may  specify  a 


measure  that  is  not  so  endorsed  as  long 
as  due  consideration  is  given  to 
measures  that  have  been  endorsed  or 
adopted  by  a  consensus  organization 
identified  by  the  Secretary.” 

Accordingly,  we  attempt  to  utilize 
endorsed  measures  whenever  possible. 

•  Measures  should  be  developed  with 
the  input  of  providers,  purchasers/ 
payers,  and  other  stakeholders. 

Measures  should  be  aligned  with  best 
practices  among  other  payers  and  the 
needs  of  the  end  users  of  the  measures. 
We  take  into  account  widely  accepted 
criteria  established  in  medical  literature. 

•  Section  1890A(a)(4)  of  the  Act,  as 
added  by  section  3014(b)  of  the 
Affordable  Care  Act,  requires  the 
Secretary  to  take  into  consideration 
input  from  multi-stakeholder  groups  in 
selecting  quality  and  efficiency 
measures  that  have  been  endorsed  by 
the  entity  with  a  contract  under  section 
1890  of  the  Act,  currently  NQF,  and 
measures  that  have  not  been  endorsed. 
The  MAP  is  a  partnership  comprised  of 
multi-stakeholder  groups  that  was 
convened  by  NQF  to  provide  input  on 
measures.  Accordingly,  we  consider  the 
MAP’s  recommendations  in  selecting 
quality  and  efficiency  measures  [http:// 
www.qualityforum.org/map/). 

•  HHS  Strategic  Plan  and  Initiatives. 
HHS  is  the  U.S.  government’s  principal 
agency  for  protecting  the  health  of  all 
Americans.  HHS  accomplishes  its 
mission  through  programs  and 
initiatives.  Every  4  years  HHS  Updates 
its  Strategic  Plan  and  measures  its 
progress  in  addressing  specific  national 
problems,  needs,  or  mission-related 
challenges.  The  goals  of  the  HHS 
Strategic  Plait  for  Fiscal  Years  2010 
through  2015  are:  Strengthen  Health 
Care;  Advance  Scientific  Knowledge 
and  Innovation;  Advance  the  Health, 
Safety,  and  Well-Being  of  the  American 
People;  Increase  Efficiency, 
Transparency,  and  Accountability  of 
HHS  Programs;  and  Strengthen  the 
Nation’s  Health  and  Human  Services 
Infrastructure  and  Workforce  [http:// 
www.hhs.gov/about/FY2012budget/ 
strategicplandetail.pdf).  HHS  prioritizes 
policy  atid  program  interventions  to 
address  the  leading  causes  of  death  and 
disability  in  the  United  States, 
including  heart  disease,  cancer,  stroke, 
chronic  lower  respiratory  diseases, 
unintentional  injuries,  and  preventable 
behaviors.  Initiatives  such  as  the  HHS 
Action  Plan  to  Reduce  HAIs  in  clinical 
settings  and  the  Partnership  for  Patients 
exemplify  these  programs. 

•  CMS  Strategic  Han.  We  strive  to 
ensure  that  measures  for  different 
Medicare  and  Medicaid  programs  are 
aligned  with  priority  quality  goals,  that 
measure  specifications  are  aligned 
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across  settings,  that  outcome  measures 
are  used  whenever  possible,  and  that 
quality  measures  are  collected  from 
EHRs  as  appropriate. 

•  We  give  priority  to  measures  that 
assess  performance  on:  (a)  Conditions 
that  result  in  the  greatest  mortality  and 
morbidity  in  the  Medicare  population: 

(b)  conditions  that  are  high  volume  and 
high  cost  for  the  Medicare  program;  and 

(c)  conditions  for  which  wide  cost  and 
treatment  variations  in  the  Medicare 
population  have  been  reported,  despite 
established  clinical  guidelines,  across 
populations  or  geographic  areas. 

•  We  will  focus  on  selecting  measures 
that  we  believe  will  also  meet  the 
Hospital  VBP  Program  measure 
inclusion  criteria  and  advance  the  goals 
of  the  Hospital  VBP  Program  by 
targeting  hospitals’  ability  to  improve 
patient  care  and  patient  outcomes. 

In  the  FY  2011  IPPS/LTCH  PPS  final 
rule  (75  FR  50191  through  502192),  we 
finalized  our  proposal  to  adopt 
measures  for  the  Hospital  IQR  Program 
for  three  consecutive  payment 
determinations.  The  intent  of  this  policy 
was  to  provide  greater  certainty  for 
hospitals  to  plan  to  meet  future 
reporting  requirements  and  implement 
related  quality  improvement  efforts.  In 
addition  to  giving  hospitals  more 
advance  notice  in  planning  quality 
reporting,  this  multiyear  approach  also 
provides  more  time  for  us  to  prepare, 
organize,  and  implement  the 
infrastructure  needed  to  collect  data  on 
the  measures  and  make  payment 
determinations.  However,  we  indicated 
that  these  finalized  measure  sets  for 
multiple  years  could  still  be  updated 
through  the  rulemaking  process  should 
we  need  to  respond  to  agency  and/or 
legislative  changes. 

Finally,  in  section  IV.A.5.a.(2)  of  the 
FY  2011  IPPS/LTCH  PPS  final  rule  (75 
FR  50219  through  50220),  we  adopted  a 
proposal  to  make  Hospital  IQR  Program 
payment  determinations  beginning  with 
FY  2013  using  one  calendar  year  of  data 
fol  chart-abstracted  measures.  We  began 
using  this  approach,  which 
synchronizes  the  quarters  for  which 
data  on  these  measures  must  be 
submitted  during  each  year  with  the 
quarters  used  to  make  payment 
determinations  with  respect  to  a  fiscal 
year,  beginning  with  January  1,  2011 
discharges.  However,  it  will  not  affect 
our  payment  determinations  until  FY 
2013. 

Comment:  Some  commenters 
complimented  CMS  for  successfully 
identifying  measures  that  fall  into  the 
six  NQS  domains  which  can  be  used  to 
identify  measure  gaps  in  domain  areas 
for  future  measure  development.  The 
commenters  strongly  believed  this 


approach  will  signal  to  the  private 
sectors  that  the  public  and  private 
sectors  are  progressing  toward  a 
common  path  to  improve  health  care 
quality.  However,  one  commenter  noted 
that  it  may  be  premature  to  utilize  the 
NQS  domains  for  the  purposes  of 
payment  determination  at  this  time. 

Response:  We  thank  the  commenters 
for  recognizing  our  intent  for  using  the 
NQS  as  the  framework  to  attain  a 
cohesive  public  and  private  national 
quality  strategy  to  achieve  the 
overarching  goal  of  improving  patient 
care  quality  across  the  full  healthcare 
spectrum.  We  point  out  that  the  NQS  is 
intended  to  be  used  to  identify  gap  areas 
in  the  program,  but  that  individual 
measures  considered  for  the  Hospital 
IQR  Program  will  continue  to  be 
evaluated  against  the  more  specific 
criteria  articulated  for  the  Hospital  IQR 
Program. 

Comment:  Many  commenters  highly 
commended  CMS  for  moving  the 
Hospital  IQR  Program  in  the  right 
direction  by  essentially  transforming  a 
set  of  discrete  process  measures  aimed 
at  internal  quality  improvement  to  a 
comprehensive  quality  reporting 
program  that  addresses  the  needs  of 
consumers  and  purchasers  by  including 
meaningful  measures  of  outcomes, 
patient  experience,  and  patient  safety. 
The  commenters  commended  CMS’ 
efforts  to  foster  transparency  in 
healthcare  quality  and  believed  this 
approach  incentivizes  quality 
improvement  and  promotes  better  care, 
better  value,  and  lower  cost.  One 
commenter  praised  our  previous  efforts 
to  adopt  measures  for  three  consecutive 
payment  determinations. 

Response:  We  are  encouraged  by  the 
public  support  of  our  efforts  to  promote 
high-quality  care,  improve  patient 
outcomes,  and  make  quality  data 
publicly  available  for  consumers.  We 
will  continue  to  strive  to  improve  the 
Hospital  IQR  Program. 

Comment:  For  program  alignment, 
one  commenter  suggested  CMS  should 
deem  a  hospital  as  a  meaningful  user  as 
required  under  the  HITECH  EHR 
Incentive  Program  if  it  participates  in 
the  Hospital  IQR  Program. 

Response:  It  would  not  be  possible  to 
deem  Hospital  IQR  Program 
participating  hospitals  as  meaningful 
users  under  the  EHR  Incentive  Program. 
We  note  that  aside  from  quality  measure 
reporting,  meaningful  users  under  the 
HITECH  EHR  Incentive  Program  also 
have  other  program  requirements  with 
which  to  comply. 

Comment:  For  burden  reduction 
purposes,  several  commenters 
recommended  that  CMS  limit  data 
collection  for  clinical  process  of  care 


measures  to  aggregate  performance 
levels  only  and,  in  addition,  closely 
monitor  the  association  of  process  with 
outcomes,  such  as  mortality  and 
readmission  rates. 

Response:  We  thank  the  commenters 
for  these  suggestions.  We  have  found 
that  to  fully  address  the  relationship 
between  clinical  processes  of  care  and 
patient  outcomes,  the  analysis  of  patient 
level  data  on  processes  of  care  with 
individual  patient  level  outcomes  is 
necessary.  We  intend  to  continue 
monitoring  this  association  using  these 
data.’* 

Comment:  A  commenter  praised  CMS 
for  driving  the  portfolio  of  programs 
administered  via  the  IPPS  to  be  more 
aligned  with  what  private  sector 
purchasers  and  payers  are  doing  to 
improve  care  and  reduce  costs.  The 
commenter  recommended  CMS  develop 
a  parsimonious  list  of  high-impact 
measures  suitable  for  both  private 
purchasers/payers  and  public 
purchasers/payers  through  collaboration 
with  private  and  state  purchasers  during 
pre-rulemaking,  using  the  MAP  process. 
Many  commenters  applauded  CMS’ 
recognition  of  recommendations  from 
the  MAP  in  this  proposed  rule.  The 
commenters  noted  that  the  MAP 
recommends  a  unified  data  strategy  for 
public  and  private  sectors,  a 
standardized  data  platform,  approaches 
to  performance-based  payment,  and  use 
of  NQF-endorsed  measures. 

Response:  We  thank  the  commenters 
for  the  commendations.  We  value  the 
recommendations  of  the  MAP  and 
considered  these  recommendations 
carefully  in  determining  the  measure 
proposals  to  include  in  this  year’s 
rulemaking.  In  adopting  many  of  the 
MAP’s  recommendations  while  giving 
priority  to  measures  that  have  high 
impact  in  terms  of  mortality,  morbidity, 
volume,  and  cost,  that  could  be 
applicable  to  both  the  private  and 
public  sectors,  we  feel  that  we  have 
developed  a  portfolio  of  high  impact 
measures  that  are  suitable  for  use  by 
both  private  and  public  purchasers, 
even  though  some  of  the  measures  in 
the  Hospital  IQR  Program  are  not  NQF- 
endorsed.  We  have  adhered  to  the  pre¬ 
rulemaking  process  as  required  under 
section  1890A(a)  of  the  Act  in  the 
selection  of  quality  and  efficiency 
measures.  As  part  of  this  process,  we 
made  available  to  the  public  a  list  of  the 
measures  described  in  section 
1890(b)(7)(B)  of  the  Act  that  the 
Secretary  was  considering  under  Title 
XVIII  of  the  Act. 

Comment:  For  the  future  growth  of 
the  Hospital  IQR  Program  and  burden 
reduction  purposes,  some  commenters 
recommended  that  all  new  measures 
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proposed  for  the  Hospital  IQR  Program 
should:  (1)  Align  with  objectives  of  the 
National  Priorities  Partnership,  HHS 
Strategic  Plan,  and  the  NQS;  (2)  align 
with  criteria  for  meaningful  use  of 
EHRs;  (3)  avoid  duplicative  reporting 
via  both  chart-abstraction  and  e- 
reporting:  and  (4)  avoid  measures  of 
broad  or  global  facility  populations. 

Response:  We  thank  the  commenters 
for  their  valuable  suggestions  and  we 
will  take  them  into  consideration  in  our 
future  measure  proposals. 

b.  Hospital  IQR  Program  Measures  for 
the  FY  2015  Payment  Determination 
and  Subsequent  Years 

(1)  Process  for  Retention  of  Hospital  IQR 
Program  Measures  Adopted  in  Previous 
Payment  Determinations 

We  previously  finalized  76  measures 
for  the  FY  2015  Hospital  IQR  Program 
measure  set  (76  FR  51636  through 
51637).  We  note  that  this  number 
includes  the  four  measures  for  which 
we  have  suspended  data  collection. 

In  past  rulemakings,  we  have 
proposed  to  retain  previously  adopted 
measures  for  each  payment 
determination  on  a  year-by-year  basis 
and  invited  public  comment  on  the 
proposal  to  retain  such  measures  for  all 
future  payment  determinations  unless 
otherwise  specified.  Specifically,  for  the 
purpose  of  streamlining  the  rulemaking 
process,  in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28038),  we 
proposed  that  when  we  adopt  measures 
for  the  Hospital  IQR  Program  beginning 
with  a  payment  determination  and 
subsequent  years,  these  measures  are 
automatically  adopted  for  all 
subsequent  payment  determinations 
unless  we  propose  to  remove,  suspend, 

.  or  replace  the  measures.  We  invited 
public  comment  on  this  approach. 

Comment:  Some  commenters 
supported  CMS’  proposed  policy  to 
automatically  retain  all  previously 
adopted  measures  for  all  subsequent 
payment  determinations  unless  we 
propose  to  remove,  suspend,  or  replace 
the  measures.  Some  commenters 
opposed  the  automatic  retention  of 
measures  because  they  were  concerned 
that  the  public  may  miss  an  opportunity 
to  comment  on  the  measures  and 
potential  changes  to  them.  These 
commenters  recommended  that  CMS 
propose  to  retain  previously  adopted 
measures  through  rulemaking  on  a  year 
by  year  basis. 

Response:  We  thank  the  commenters 
for  their  support  of  the  proposed 
retention  of  quality  measures  from 
previous  payment  determinations. 
Regarding  the  opportunity  for  the  public 
to  comment  on  the  measures  and 


potential  changes  to  them,  automatic 
retention  of  measures  in  the  program 
does  not  preclude  the  public  from 
subinitting  comments  on  measures  in 
the  program,  and  we  post  the 
specifications  for  the  measures  used  in 
the  program  publicly  on  the  QualityNet 
Web  site  with  updates  issued  at  regular 
6-month  intervals.  Whether  NQF- 
endorsed  or  not,  we  consistently 
maintain  the  measures  used  in  the 
program.  Should  there  be  changes  in 
scientific  evidence  or  health  care 
delivery  models,  or  if  patient  safety 
concerns  arise,  we  will  evaluate  the 
adopted  measures  accordingly.  NQF- 
endorsed  measures  also  undergo  a  full 
maintenance  review  with  public 
comment  every  three  years.  The  purpose 
of  retaining  measures  automatically  is  to 
streamline  the  regulation  process  and 
make  it  more  efficient. 

Comment:  A  commenter  reported 
significant  improvement  in  the 
appropriate  interventions  provided  for 
AMI,  HF,  PN,  and  surgical  care- 
hospitalized  patients  since  the  initial 
implementation  of  the  10  starter 
measures  in  2003  and  urged  CMS  to 
continue  to  retain  these  inpatient 
measures. 

Response:  We  note  that  some  of  the 
measures  in  the  10  starter  measures 
w'ere  removed  for  different  reasons  in 
previous  rulemakings.  We  thank  the 
commenter  for  their  support  and  will 
consider  the  suggestion  regarding 
retaining  the  remaining  measures  in  the 
10  starter  measures  in  making  future 
proposals. 

Comment:  A  commenter  was 
concerned  about  the  increasing  number 
of  chart-abstracted  and  structural 
measures  in  the  Hospital  IQR  Program. 
The  commenter  recommended  that  CMS 
exclude  the  four  structural  measures  as 
well  as  the  chart-abstracted  Stroke  and 
VTE  measure  sets  from  the  Hospital  IQR 
Program. 

Response:  We  will  consider  these 
suggestions  for  future  removal  of 
measures  from  the  program.  Our 
understanding  is  that,  although  required 
collection  of  the  previously  adopted 
Stroke  and  VTE  measures  for  the 
Hospital  IQR  Program  will  begin  with 
January  1,  2013  discharges,  many 
hospitals  already  have  experience 
collecting  and  reporting  one  or  both  of 
these  measure  sets  either  to  TJC,  or  to 
a  registry.  The  structural  measures 
impose  minimal  burden  to  hospitals. 

We  also  received  some  comments  on 
some  of  the  measures  that  we  have 
previously  adopted  and  proposed  to 
retain. 

Comment:  A  commenter  was 
concerned  that  in  some  cases,  the  ED- 
1:  Median  time  from  emergency 


department  arrival  to  time  of  departure 
from  the  emergency  room  for  patients 
admitted  to  the  hospital  from  the 
emergency  department  (ED)  measure 
that  was  finalized  for  the  FY  2014 
pavment  determination  in  the  FY  2011 
IPPS/LTCH  PPS  final  rule  (75  FR  50210 
through  50211)  may  be  inflated  to  span 
days  in  some  cases.  The  commenter 
gave  an  example  that  a  patient  may  go 
to  the  ED,  be  sent  home,  return  to  the 
ED,  and  be  admitted  to  the  hospital,  all 
over  the  course  of  2  days.  The 
commenter  noted  that  the  Medicare 
billing  structure  rolls  up  these  2  ED 
visits  into  one  single  episode  of  care  and 
thus  the  median  time  from  ED  to  time 
of  departure  from  the  ED  would  appear 
to  span  days. 

Response:  The  commenter  is  correct 
that  in  some  instances,  the  timeframe 
for  ED  visits  may  span  2  calendar  days 
reflecting  Medicare  billing  processes 
and  structures.  We  are  aware  of  this 
issue  and  are  working  to  address  these 
concerns  and  will  review  the  impact  of 
this  situation  during  upcoming 
technical  expert  panel  meetings.  We  are 
also  tracking  the  frequency  in  which 
scenarios  like  the  one  described  occur 
in  order  to  determine  the  impact  of  this 
billing  process. 

Comment:  A  commenter  requested 
that  the  ED-1  and  EQ— 2  measures  not 
apply  to  patients  who  suffer  sexual 
assault  and  domestic  violence  because 
forensic  evidence  must  be  collected 
from  these  patients  @nd  application  of 
the  measures  may  compromise  the  time 
needed  to  stabilize  and  treat  these 
patients. 

Response:  We  thank  the  commenter 
for  the  suggestion.  However,  we  believe 
that  all  patients,  no  matter  what  their 
situation,  should  be  seen  and  treated  in 
the  ED  in  a  timely  manner.  The  measure 
does  not  place  time  constraints  on  any 
type  of  treatment  provided  during  an  ED 
visit  or  indicate  how  much  time 
provision  of  care  in  the  ED  should  take. 
Therefore,  we  do  not  agree  that  patients 
who  are  being  treated  in  the  ED  because 
they  are  victims  of  domestic  violence  or 
sexual  assault  should  be  excluded  from 
the  measure  population. 

Comment:  A  commenter 
recommended  the  exclusions  of  various 
patients  from  the  Influenza 
Immunization  and  Pneumococcal 
Immunization  measures  that  were 
finalized  for  the  FY  2014  payment 
determination  in  the  FY  2011 IPPS/ 
LTCH  PPS  final  rule  (75  FR  50210 
through  50211)  as  follows:  left  against 
medical  advice,  transferred  to  another 
hospital,  discharged  to  hospice, 
documentation  of  comfort  measures 
only. 
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Response:  We  agree  with  the 
commenter  and  accordingly,  beginning 
with  January  1,  2013  discharges,  the 
Specifications  Manual  includes 
exclusions  for  patients  transferring  to 
another  acute  care  facility  and  patients 
who  leave  against  medical  advice.  The 
manual  informing  January  1,  2013 
discharges  was  published  in  July  2012, 
and  includes  these  changes.  Patients 
who  leave  against  medical  advice 
cannot  realistically  be  given 
vaccinations  if  they  have  already  left  the 
facility.  Patients  transferred  to  another 
facility  for  completion  of  medical  care, 
vaccinations  would  be  completed  by  the 
accepting  facility.  With  these 
exclusions,  the  likelihood  for  double 
counting  a  patient  is  removed,  and 
attribution  is  correctly  achieved  for  this 
metric.  We  do  not  believe  that  patients 
discharged  to  hospice  or  those  with 
orders  for  comfort  measures  only, 
should  be  excluded  from  the 
denominator  because  a  secondary 
infection,  potentially  resulting  from 
withholding  of  a  vaccination,  in  this 
vulnerable  population  could  reduce 
quality  of  life. 

Comment:  A  commenter  suggested 
that  the  measure  specification  of  the 
SCIP  INF-4  (Cardiac  surgery  patients 
with  controlled  6AM  postoperative 
serum  glucose)  should  be  updated  to 
reflect  the  recent  NQF  maintenance 
review  updates.  The  updates  would 
mean  changing  the  BAM  time  frame  to 
the  currently  endorsed  time  frame  of  18 
to  24  hours  post  operative.  The 
commenter  also  stated  that  the 
Specifications  Manual  should  clearly 
indicate  post-operative  states. 

Response:  We  thank  the  commenter 
for  the  suggestion.  We  will  evaluate  the 
nature  of  this  change,  as  well  as  the 
optimal  timing  for  instituting  system 
changes,  and  downstream  impacts  for 
other  programs  before  determining 
whether  an  update  can  be  made  to  the 
Specifications  Manual. 

Comment:  One  commenter 
recommended  moving  the 
implementation  date  of  the  Healthcare 
Personnel  Influenza  Vaccination 
measure  from  the  FY  2015  payment 
determination  to  the  FY  2014  payment 
determination.  Another  commenter 
recommended  delaying  the  reporting  of 
the  measure  on  Hospital  Compare 
because  CDC/NHSN  has  significantly 
revised  the  measure  with  new  data 
collection  protocols,  forms,  and  reports. 
The  commenter  noted  that  hospitals 
need  to  gain  experience  with  the  data 
collection  process  prior  to  public 
reporting  of  the  information. 

Response:  We  will  continue  to  require 
reporting  of  this  measure  for  the 
Hospital  IQR  Program  for  patients 


discharged  on  or  after  January  1,  2013. 

In  response  to  the  comment  regarding 
the  need  for  experience  with  the  revised 
CDC/NHSN  data  collection  process 
prior  to  public  reporting,  we  will  allow 
the  first  submission  of  cases  spanning 
October  1,  2012  to  December  31,  2012 
to  be  on  a  voluntary  basis,  and  we  will 
not  publicly  report  the  first  submission 
on  Hospital  Compare.  We  will  plan  to 
begin  public  reporting  with  the  second 
submission  of  the  Healthcare  Personnel 
Influenza  Vaccination  measure,  which 
would  span  the  complete  flu  season 
from  October  1,  2013  through  March  30, 
2014,  in  December  of  2014. 

Comment:  Two  commenters  strongly 
supported  the  retention  of  the  Stroke 
measure  set  even  though  they  may  be 
burdensome  because  commenters 
believed  these  are  important  for 
measurement  of  stroke  care. 

Response:  We  thank  the  commenters 
for  the  support  of  the  Stroke  measure 
set.  We  note  that  the  e-specifications  for 
these  2  measure  sets  have  been 
completed.  We  anticipate  that  once 
hospitals  have  acquired  the  capability  to 
submit  data  on  measures  electronically 
at  a  future  date,  such  as  2015,  the 
burden  will  be  reduced  significantly. 

Comment:  One  commenter  noted  that 
the  names  of  the  measures  in  the  VTE 
measure  set  should  be  updated  to  align 
with  TJC’s  measure  names. 

Response:  We  thank  the  commenter 
for  the  input.  To  maintain  alignment 
between  CMS  and  TJC,  we  have  updated 
the  inpatient  Specifications  Manual  to 
reflect  TJC  VTE  measure  set  names. 

Comment:  One  commenter  requested 
delaying  the  implementation  of  the 
MRSA  Bacteremia  and  the  C.  difficile 
measures  by  one  year  to  allow  CMS  and 
CDC  to  collaborate  in  developing  and 
maintaining  a  set  of  technical 
specifications  for  the  detection  and 
reporting  of  LabID  events  from 
laboratory  information  systems. 

Response:  We  note  that  CDC  has 
developed  specifications  for  detecting 
and  reporting  LabID  events  and  is 
prepared  to  provide  the  specifications 
and  assistance  to  implementers.  The 
technical  specifications  are  simply 
instructions  for  how  to  collect  and 
submit  the  measure  using  healthcare 
data  that  are  available  in  electronic 
form.  However,  these  detection 
specifications  do  not  change  the 
measure.  Therefore,  we  believe  that 
there  is  no  need  to  delay  the 
implementation  of  these  two  measures. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  measure  retention  policy 
as  proposed. 


(2)  Additional  Hospital  IQR  Program 
Measures  for  the  FY  2015  Payment 
Determination  and  Subsequent  Years 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51636  through  51637),  we 
finalized  17  new  measures  for  the 
Hospital  IQR  Program  measure  set  for 
FY  2015  payment  determination;  3  HAI 
measures  collected  through  the  NHSN, 
(MRSA  Bacteremia,  C.  difficile  SIR,  and 
the  Healthccire  Personnel  Influenza 
Vaccination),  the  Stroke  measure  set  (8 
measures)  and  the  VTE  measure  set  (6 
measures). 

(A)  New  Survey-Based  Measure  Items 
for  Inclusion  in  the  HCAHPS  Survey 
Measure  for  the  FY  2015  Payment 
Determination  and  Subsequent  Years 

For  the  FY  2015  payment 
determination  and  subsequent  years,  in 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  (77  FR  28038),  we  proposed  to  add 
the  NQF-endorsed  3-Item  Care 
Transition  Measure  (CTM-3)  (NQF 
#0228)  to  the  existing  HCAHPS  surv'ey. 
This  measure  is  NQF-endorsed; 
therefore,  the  measure  meets  the 
selection  criteria  under  section 
1886(b)(3)(B)(viii)(IX)(aa)  of  the  Act. 

The  CTM-3  was  developed  by  the 
University  of  Colorado  Health  Sciences 
Center  for  the  NQF  Endorsement  Project 
entitled  “National  Voluntary  Consensus 
Standards  for  Quality  of  Cancer  Care.” 
The  MAP  supports  the  immediate 
inclusion  of  the  CTM-3  within  the 
Hospital  IQR  Program.  The  three  care 
transitions  items  that  comprise  the 
CTM-3,  which  we  proposed  to  add  to 
the  HCAHPS  survey  beginning  with 
January  2013  discharges,  are  listed 
below.  Detailed  information  on  scoring 
methodology  can  be  found  on  the  Care 
Transition  Measure  Web  site:  http:// 
www.caretransitions.org/documents/ 
CTM3Specs0807.pdf. 

The  HCAHPS  Survey  was  designed  to 
accommodate  the  addition  of 
supplemental  items,  provided  such 
’  items  adhere  to  the  relevant  HCAHPS 
survey  protocols,  see  HCAHPS  Quality 
Assurance  Guidelines  V7.0,  p.  72: 
http://www.hcahpsonline.org/files/ 
HCAHPS%20Quality%20 
Assurance%20Guidelines%20V7.0%20 
March%202012.pdf.  The  survey  items 
that  comprise  the  CTM-3  that  we 
propose  to  add  to  HCAHPS  meet  these 
protocols.  The  addition  of  select  items 
to  HCAHPS  is  consistent  with  the 
survey’s  original  design,  development 
and  NQF  endorsement.  Further,  the 
CTM-3  was  designed  by  its  developers 
to  be  consistent  and  compatible  with 
extant  HCAHPS  items  and  HCAHPS 
sampling  and  survey  administration 
protocols.  The  original,  NQF-endorsed 
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CrrM-3  items  and  response  options  eire 
as  follows: 

•  The  hospital  staff  took  my 
preferences  and  those  of  my  family  or 
caregiver  into  account  in  deciding  what 
my  health  care  needs  would  be  when  1 
left  the  hospital. 

□  Strongly  Disagree 

□  Disagree 

□  Agree 

□  Strongly  Agree 

□  Don’t  Know/Don’t  Remember/Not 
Applicable 

•  When  I  left  the  hospital,  I  had  a 
good  understanding  of  the  things  I  was 
responsible  for  in  managing  my  health. 

□  Strongly  Disagree 

□  Disagree 

□  Agree 

□  Strongly  Agree 

□  Don’t  Know/Don’t  Remember/Not 
Applicable 

•  When  I  left  the  hospital,  Fclearly 
understood  the  purpose  for  taking  each 
of  my  medications. 

□  Strongly  Disagree 

□  Disagree 

□  Agree 

□  Strongly  Agree 

□  Don’t  Know/Don’t  Remember/Not 
‘Applicable 

In  order  to  make  the  CTM-3  items 
more  fully  consistent  and  compatible 
with  the  original  HCAHPS  Survey 
items,  we  have  made  a  few  small 
modifications.  Specifically,  in  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28038),  we  proposed:  (1)  To  slightly 
reword  the  first  care  transition  item  by 
adding  the  phrase,  “During  this  hospital 
stay;’’  (2)  to  delete  the  “Don’t  Know/ 
Don’t  Remember/Not  Applicable” 
response  option  ft’om  each  item;  and  (3) 
to  add  a  new  response  option,  “1  was 
not  given  any  medication  when  I  left  the 
hospital,”  to  the  third  care  transition 
item.  These  small  modifications 
preserve  the  integrity  and  utility  of  the 
HCAHPS  Survey  as  it  is  expanded  to 
encompass  a  new  dimension  of  patients’ 
experience  of  hospital  care.  The 
developer  of  the  CTM-3  has  agreed  to 
these  modifications,  which  we  believe 
are  consistent  with  the  NQF 
endorsement  of  the  original  27-item 
HCAHPS  Survey  and  the  CTM-3. 

After  incorporating  these 
modifications,  the  CTM-3  items  that  we 
proposed  to  add  to  the  HCAHPS  Survey 
are  as  follows; 

•  During  this  hospital  stay,  staff  took 
my  preferences  and  those  of  my  family 
or  caregiver  into  account  in  deciding 
what  my  health  care  needs  would  be 
when  1  left. 

□  Strongly  disagree 

□  Disagree 

□  Agree 

□  Strongly  agree 


•  When  I  left  the  hospital,  I  had  a 
good  understanding  of  the  things  I  was 
responsible  for  in  managing  my  health. 

□  Strongly  disagree 

□  Disagree 

□  Agree 

□  Strongly  agree 

•  When  I  left  the  hospital,  I  clearly 
understood  the  purpose  for  faking  each 
of  my  medications. 

□  Strongly  disagree 

□  Disagree 

□  Agree 

□  Strongly  agree 

□  I  was  not  given  any  medication 
when  I  left  the  hospital 

We  also  proposed  to  add  two  items  to 
the  “About  Ydu”  section  of  the 
HCAHPS  survey  beginning  with  January 
2013  discharges.  These  two  items  would 
not  be  included  in  public  reporting  of 
the  HCAHPS  survey  but  may  be 
employed  in  the  patient -mix  adjustment 
of  survey  responses. 

The  two  proposed  “About  You”  items 
are  as  follows: 

•  During  this  hospital  stay,  were  you 
admitted  to  this  hospital  through  the 
Emergency  Room? 

□  Yes 

□  No 

•  In  general,  how  would  you  rate 
your  overall  mental  or  emotional 
health? 

□  Excellent 

□  Very  good 

□  Good 

□  Fair 

□  Poor 

The  two  new  “About  You”  items  were 
developed  and  tested  in  the  Three-State 
Pilot  Study  of  HCAHPS  in  2003.  Neither 
item  was  adopted  in  the  national 
implementation  of  HCAHPS  in  2006; 
however,  current  circumstances,  as 
explained  below,  warrant  the  addition 
of  these  items  to  the  HCAHPS  survey  at 
this  time. 

We  invited  public  comment  on  the 
three  proposed  CTM-3  items. 

Comment:  Commenters  expressed 
‘  support  for  the  CTM-3  items. 

Response:  We  thank  the  commenters 
for  their  support  for  the  CTM-3  items. 
Inclusion  of  these  tested  and  well- 
accepted  questions  will  enable  HCAHPS 
to  report  on  transition  of  care  measures 
as  part  of  its  overall  public  reporting 
program. 

Comment:  One  commenter  stated  that 
the  response  options  for  the  CTM-3  ^ 
items  are  different  from  those  of  existing 
HCAHPS  questions  and  that  this  may 
confuse  respondents  as  well  as  pose  a 
challenge  for  hospital  public  reporting. 

Response:  The  current  HCAHPS 
questionnaire  includes  a  variety  of 
response  sets,  depending  upon  the 
questions  being  asked.  It  is  standard 


practice  within  survey  research  to  use 
different  response  sets  for  different 
questions  within  a  single  questionnaire. 
Asking  respondents  to  agree  or  disagree 
with  statements  is  a  common  response 
set  option.  We  have  no  evidence  that  a 
variety  of  response  sets  confuses 
respondents  or  poses  a  significant 
challenge  for  hospital  public  reporting. 

Comment:  Some  commenters  stated 
that  some  of  the  CTM-3  items  appear  to 
be  redundant  with  items  already  on  the 
HCAHPS  survey  and  are  not  distinct 
enough  to  warrant  inclusion. 

Response:  Similar  items  do  exist  in 
the  current  survey,  but  they  are  asked  in 
contexts  other  than  care  transitions.  For 
example,  current  HCAHPS  questions 
about  medications  are  asked  in  the 
context  of  the  hospital  environment, 
rather  than  care  transitions. 

Accordingly,  we  believe  the  CTM-3  is 
appropriate  for  inclusion  in  the 
HCAHPS  survey. 

Comment:  One  commenter  believed 
that  the  CTM-3  item  on  medications 
will  not  be  answered  accurately  or  will 
confuse  patients  and  should  be  limited 
to  new  medications. 

Response:  Testing  has  not  revealed 
any  issues  with  this  item.  In  addition, 
the  wording  of  the  item  reflects  a  wide 
variety  of  scenarios,  including  situations 
in  which  patients  were  handed 
prescriptions,  or  actual  medications, 
when  they  left  the  hospital.  The  item  is 
intended  to  measure  the  degree  to 
which  patients  feel  they  understand  the 
purpose  for  all  of  their  medications  as 
they  transition  to  another  care  location. 

It  is  not  intended  to  focus  solely  on  new 
medications  that  may  have  been 
prescribed  at  the  hospital. 

Comment:  Commenters  expressed 
their  belief  that  the  CTM-3  item 
regarding  “care  needs”  is  really  about 
patient  preferences,  not  care  transitions. 

Response:  The  CTM-3  item  regarding 
“care  needs”  asks  patients  about  an 
issue  that  patients  have  identified  in 
qualitative  studies  as  critically 
important  to  care  coordination  when 
leaving  the  hospital. 

Comment:  Comments  suggested  that 
the  CTM-3  items  be  reworded  for 
clarity,  to  make  them  easier  to  read,  to 
avoid  questions  that  ask  patients  about 
both  their  own  preferences  and  those  of 
the  patient’s  family  or  caregiver,  and  to 
make  the  response  items  more  similar  to 
other  response  items  already  included 
in  the  HCAHPS  survey. 

Response:  We  carefully  reviewed  the 
CTM-3  items  for  both  content  and  style 
before  proposing  their  inclusion  in  the 
HCAHPS  Survey  and  found  no  reason  to 
make  substantial  changes.  In  terms  of 
content,  the  CTM-3  was  developed  to 
be  compatible  with  HCAHPS  Survey. 
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While  the  style  of  the  CTM-3  items 
differs  slightly  from  existing  HCAHPS 
Survey  items,  our  testing  indicates  this 
not  a  problem  for  patients.  In  addition, 
hospitals  that  currently  use  the  CTM-3 
have  not  reported  problems  with  item 
wording  or  confusion  with  questions 
that  ask.  patients  about  their  preferences 
and  those  of  their  family  or  caregiver 
(which  are  considered  a  unit).  Finally, 
the  CTM-3  items  have  been  tested  by 
their  developer  and  are  NQF-endorsed. 
While  we  made  some  minor 
modifications  to  the  CTM-3  items  and 
their  response  options  to  make  them 
more  compatible  with  other  items  on 
the  HCAHPS  Survey,  we  are  not  free  to 
substantially  alter  either  the  wording  of 
NQF-endorsed  items  or  to  change  their 
response  sets  without  re-submitting 
them  for  endorsement.  ' 

Until  2010,  “emergency  room 
admission”  as  a  point  of  origin  for 
hospital  patients  was  an  administrative 
code  provided  by  hospitals  and  was 
used  as  a  patient-mix  adjustment  for 
HCAHPS  scores.  However,  since  July 
2010,  the  “Point  of  Origin  for 
Admission  or  Visit”  code  for  Emergency 
Room  has  been  discontinued  for  use  by 
Medicare  payment  systems  and,  thus 
became  unavailable  for  HCAHPS 
patient-mix  adjustment.  In  the  original 
HCAHPS  mode  experiment,  we 
determined  empirically  that  emergency 
room  admission  status  both  vary  across 
hospitals  and  have  an  important  bearing 
on  patient  experience  of  care:  http:// 
www.hcahpsonIine.org/fiIes/Final%20 
Draft%20Description%20of 
%20HCAHPS%20Mode%20and%20 
PMA  %20with  %20hottom  %20box%20 
modedoc%20April%2030,%202008. 
pdf.  The  inclusion  of  a  new  patient- 
reported  survey  item  will  allow  us  to 
again  use  emergency  room  admission  as 
a  patient-mix  adjustment  variable. 

We  have  received  numerous  inquiries 
and  requests  from  hospitals  and 
researchers  to  add  a  survey  item 
concerning  the  patient’s  overall  mental 
health.  The  survey  item  we  proposed  to 
add,  which  is  very  similar  in  structure 
to  the  existing  “overall  health”  item, 
will  allow  us  to  introduce  a  patient-mix 
adjustment  for  this  characteristic  in  the 
future.  Although  we  chose  not  to  add  a 
survey  item  about  patient’s  overall 
mental  health  status  in  the  national 
implementation  of  HCAHPS  in  2006,  we 
continue  to  receive  inquiries  and 
requests  from  hospitals  and  researchers 
on  this  topic.  Some  researchers  claim 
that  mental  health  status  is  an  important 
factor  in  how  patients  respond  to 
HCAHPS  survey  items.  The  continuing 
interest  in  this  topic,  coupled  with  the 
direct  impact  of  HCAHPS  performance 
on  hospital  payments  beginning  in 


October  2012,  led  to  the  decision  to  add 
an  overall  mental  health  item  to  the 
HCAHPS  survey.  The  overall  mental 
health  survey  item  we  have  chosen  very 
closely  resembles  the  Overall  General 
Health  item  in  the  HCAHPS  Survey,  has 
been  extensively  tested,  and  is  currently 
included  in  several  other  CAHPS 
surveys. 

We  proposed  to  add  these  two  “About 
You”  items  to  the  existing  HCAHPS 
survey,  with  required  collection 
beginning  January  1,  2013.  More  detail 
regarding  HCAHPS  requirements  is 
included  in  the  Form,  Manner  and 
Timing  section  of  this  preamble  for  this 
program.  We  invited  public  comment  on 
the  proposed  addition  of  these  items  for 
the  FY  2015  payment  determination. 

Comment:  Commenters  on  the 
mental/emotional  health  status  rating 
question  believed  that  the  item  is  too 
sensitive  and  that  it  constitutes  a  self- 
diagnosis  of  psychiatric  conditions. 
Commenters  also  asked  whether  the 
item  has  been  tested  and  how  it  will  be 
used  in  case-mix  adjustment  and 
expressed  concern  that  responses  to  this 
question  might  put  the  hospital  in  the 
position  of  having  information  that 
might  or  might  not  be  in  the  medical 
record. 

Response:  Cognitive  testing  across  a 
variety  of  populations,  including 
commercial.  Medicare  and  Medicaid 
populations,  has  revealed  no  respondent 
hesitancy  to  answer  this  question.  This 
item  does  not  request  self-diagnoses,  but 
merely  a  rating  of  perceived  mental  or 
emotional  health  status.  There  is  a  body 
of  literature  to  indicate  that  single-item 
health  perception  measures  (overall 
ratings)  are  substantially  correlated  with 
long-form  (multi-item)  measures  of 
physical  and  emotional  health.  This  is 
a  well-established  approach  to  capturing 
general  health  perceptions.  The  mental/ 
emotional  health  item  is  one  of  the 
oldest  and  best- validated  items  in 
patient  surveys;  it  has  been  successfully 
fielded  on  Medicare  CAHPS  surveys 
since  2002.  The  HCAHPS  project  team 
has  received  many  requests  to  adjust 
HCAHPS  scores  for  perceived  mental/ 
emotional  health  status.  We  will  be 
looking  at  the  feasibility  of  making 
patient  mix  adjustments  using  this  item. 
Asking  patients  for  a  self-assessment  of 
their  mental  and/or  physical  health  is  a 
well-established  survey  item  that  has 
been  successfully  used  in  many 
contexts,  including  other  CAHPS 
surveys.  Patient  responses  to  this  and 
other  HCAHPS  items  are  collected  after 
discharge,  and  thus,  are  not  in  hospitals’ 
possession  during  the  hospitalization  or 
part  of  the  patient  medical  record. 
Finally,  responses  to  this  item  do  not 
constitute  a  clinical  assessment  of  the 


patient’s  mental  or  emotional  health, 
nor  do  they  constitute  a  self-diagnosis. 
They  relate  to  the  patient’s  perception  of 
his  or  her  mental  or  emotional  health. 

Comment:  Commenters  on  the 
question  about  being  admitted  through 
the  hospital  ED  believed  that  patients 
may  not  be  able  to  accurately  report 
whether  they  were  admitted  through  the 
ED  and  that  administrative  data  are 
preferable  to  self-reports  as  a  source  of 
this  information.  One  commenter  said 
the  item  has  the  potential  to  decrease 
the  confidence  of  their  patients  because 
the  patients  may  perceive  that  the 
hospital  should  already  know  this 
information.  A  commenter  asked 
whether  the  validity  of  the  item  had 
been  tested. 

Response:  The  “Point  of  Origin  for 
Admission  or  Visit”  code  for  Emergency 
Room  was  discontinued  for  use  by 
Medicare  payment  systems  in  July  2010 
and  became  unavailable  for  HCAHPS 
patient-mix  adjustment.  The  inclusion 
of  a  new  patient-reported  survey  item 
will  allow  us  to  again  use  emergency 
room  admission  as  a  patient  mix 
adjustment  variable  if  it  is  shown  to 
influence  response  tendencies.  The 
emergency  room  admission  self-report 
question  was  included  in  the  original 
HCAHPS  three-State  pilot  study  in 
2003.  In  that  study  we  were  able  to  • 
compare  patient  self-reports  with 
administrative  data  and  found  that  the 
patient  self-report  is  a  valid  indicator  of 
whether  the  patient  had  been  admitted 
through  the  ED.  Prior  testing  did  not 
reveal  a  pattern  of  decreased  patient 
confidence  resulting  from  this  item. 
Patients  who  are  unsure  about  their 
admission  origin  may  leave  this 
question  unanswered. 

Comment:  Commenters  suggested  that 
the  addition  of  the  CTM-3  and  two 
About  Yqu  items  will  increase  the 
survey’s  length,  resulting  in  a  reduced 
response  rate,  more  administrative 
difficulties,  and  higher  costs  for 
hospitals.  Commenters  suggested  that 
we  develop  a  core  set  of  items,  plus  a 
rotating  set  of  items  in  order  to  keep  the 
survey  short,  but  allow  for  the  inclusion 
of  new  topics. 

Response:  We  have  not  found  issues 
with  survey  administration  of 
instruments  that  are  more  than  twice  as 
long  as  Hospital  CAHPS.  Many  vendors 
currently  add  questions  to  the  HCAHPS 
questionnaire.  As  many  as  25  additional 
items  are  now  being  successfully  fielded 
as  part  of  the  HCAHPS  survey.  We 
believe  that  adding  five  items  is 
unlikely  to  substantially  impact  either 
the  cost  or  the  difficulty  of 
administering  the  survey.  We  are, 
however,  concerned  that  using  a  set  of 
rotating  questions  would  unnecessarily 
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increase  the  complexity,  cost,  and 
difficulty  of  suiA'ey  administration  for 
both  hospitals  and  vendors. 

After  consideration  of  the  public 
comments  we  received,  we  are  adopting 
the  proposed  changes  as  final. 

(B)  New  Claims-Based  Measures  for  the 
FY  2015  Payment  Determination  and 
Subsequent  Years 

(i)  Hip/Knee  Complication:  Hospital- 
Level  Risk-Standardized  Complication 
Rate  (RSCR)  Following  Elective  Primary 
Total  Hip  Arthroplasty  (THA)  and  Total 
Knee  Arthroplasty  (T^)  (NQF  #1550) 

The  THA  and  TKA  are  commonly 
performed  procedures  for  the  Medicare 
population  to  improve  quality  of  life.  In 
2003,  there  were  202,500  THAs  and 
402.100  TKAs  performed,^^  g^d  the 
number  of  procedures  performed 
annually  has  increased  steadily  over  the 
past  decades.  Annual  hospital  charges 
are  projected  to  increase  by  340  percent 
to  SI 7.4  billion  for  THA  and  by  450 
percent  to  S40.8  billion  for  TKA  by 
2015.5®  -phe  post-operation 
complications  of  these  procedures  are 
high  considering  these  are  selective 
procedures  and  usually  the 
complications  are  devastating  to 
patients.  For  example,  rates  for 
periprosthetic  joint  infection,  a  rare  but 
devastating  complication,  have  been 
reported  at  2.3  percent  for  THA/TKA 
patients  with  rheumatoid  arthritis,®^ 
and  1.6  percent  in  primary  elective  TKA 
patients  after  1  and  2  years  of  follow  up, 
respectively.®®  Tw'o  studies  reported  90- 
day  death  rates  following  THA  at  0.7 
percent  5®  and  2.7  percent.®®  Reported 
rates  for  pulmonary-  embolism  following 
TKA  range  from  0.5  percent  to  0.9 
percent.®' Reported  rates  for 
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septicemia  range  from  0.1  percent, 
during  the  index  admission®®  to  0.3 
percent,  90  days  following  discharge  for 
primary  TKA.®®  Rates  for  bleeding  and 
hematoma  following  TKA  have  been 
reported  at  0.94  percent  ®7  to  1.7 
percent.®®  In  2005,  annual  hospital 
charges  totaled  $3.95  billion  and  $7.42 
billion  for  primary  THA  and  TKA, 
respectively.®®  Combined,  THA  and 
TKA  procedures  account  for  the  largest 
payments  for  procedures  under 
Medicare.^® 

Both  hip  and  knee  arthroplasty 
procedures  improve  the  function  and 
quality  of  life  of  patients  with  disabling 
arthritis,  and  the  volume  and  cost 
associated  with  these  procedures  are 
very  high.  We  believe  it  is  important  to 
assess  the  quality  of  care  provided  to 
Medicare  beneficiaries  who  undergo  one 
or  both  of  these  procedures. 

The  Hip/Knee  Complication; 
Hospital-Level  Risk-Standardized 
Complication  Rate  (RSCR)  F'ollowing 
Elective  Primary  TotabHip  Arthroplasty 
(THA)  and  Total  Knee  Arthroplasty 
(TKA)  measure  (NQF  #  1550)  is  an 
outcome  measure.  In  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28039), 
we  proposed  this  measure  for  the 
Hospital  IQR  Program  because  outcome 
measures  are  priority  areas  for  the 
Hospital  IQR  Program.  We  believe  it  is 
important  to  assess  the  quality  of  care 
provided  to  Medicare  beneficiaries  who 


Mahomed  NN,  Barrett  JA.  Katz  jN,  et  al.  Rate.s 
and  outcomes  of  primary  and  revision  total  hip 
replacement  in  the  United  States  medicare 
population.  /  Bone  Joint  Surg  Am.  Jan  2003:85- 
A(l):27-32. 

®^Khatod  M.  Inacio  M.  Paxton  EW,  et  al.  Knee 
replacement:  epidemiology,  outcomes,  and  trends 
in  Southern  California;  17,080  replacements  from 
1995  through  2004.  Acta  Orthop.  Dec 
2008;79(6):812-819. 

Solomon  DH.  Chibnik  LB,  Losina  E,  et  al. 
Development  of  a  preliminary  index  that  predicts 
adverse  events  after  total  knee  replacement. 

Arthritis  &  Rheumati.sm,  2006;54(5);1536-1542. 

Browne,  JA,  Cook  C,  Hofmann  A,  Bolognesi 
MP.  Postoperative  morbidity  and  mortality 
following  total  knee  arthropiastv  with  computer 
navigation.  Knee.  2010:1 7(2):1 52-156. 

®®Cram  P,  V'aughan-Sarrazin  MS,  Wolf  B,  Katz  JN, 
Rosenthal  GE.  A  comparison  of  total  hip  and  knee 
replacement  in  specialty  and  general  hospitals.  J 
Bone  joint  Surg  Am.  Aiig  2007;89(8):1675-1684. 

Browne,  JA,  Cook  C.  Hofmann  A.  Bolognesi 
MP.  Postoperative  morbidity  and  mortality 
following  total  knee  arthroplasty  with  computer 
navigation.  Knee.  2010;17(2);152-156. 

“Huddleston  (1,  Maloney  W|,  Wang  Y,  Verzier  N, 
Hunt  DR,  Herndon  JH.  Adverse  Events  After  Total 
Knee  Arthroplasty:  A  National  Medicare  Study.  The 
journal  of  Arthropiastv.  2009:24(6.  Supplement 
1):95-100. 

Kurtz  S,  Ong  K.  Lau  E.  Mowat  F,  Halpern  M., 
Projections  of  primary  and  revision  hip  and  knee 
arthroplasty  in  the  United  States  from  2005  to  2030. 
j  Bone  joint  Surg  Am.  Apr  2007:89(4);780-785. 

Bozic  Kj.  Rubash  HE,  Sculco  TP,  Berry  Dj.,  An 
analysis  of  medicare  payment  policy  for  total  joint 
arthropiastv.  j  Arthropiastv.  .Sep  2008:23(6  Suppl 
1):133-138'. 


undergo  one  or  both  of  these  procedures 
and  publicly  report  the  hospital  rates  for 
consumer  choice  of  care. 

The  proposed  measure  assesses 
complications  occurring  after  THA  and 
TKA  surgery  from  the  date  of  the  index 
admission  to  90  days  post  date  of  the 
index  admission.  The  outcome  is  one  or 
more  of  the  following  complications: 
Acute  myocardial  infarction, 
pneumonia,  or  sepsis/septicemia  within 
7  days  of  admission;  surgical  site 
bleeding,  pulmonary  embolism  or  death 
within  30  days  of  admission;  or 
mechanical  complications, 
periprosthetic  joint  infection  or  wound 
infection  within  90  days  of  admission. 
The  data  indicated  that  the  median 
hospital-level  risk-standardized 
complication  rate  for  2008  was  4.2 
percent,  with  a  range  from  2.2  percent 
to  8.9  percent  in  hospitals.  The  variation 
in  complication  rates  suggest  that  there 
are  important  differences  in  the  quality 
of  care  delivered  across  hospitals,  and 
that  there  is  room  for  quality 
improvement. 

In  2010,  we  developed  a  hospital- 
level  risk-standardized  complication 
rate  (RSCR)  following  elective  primary 
THA  and  TKA  surgery.  NQF  endorsed 
this  THA  and  TKA  complication 
measure  in  February  2012  (NQF  #1550). 
In  its  Pre-Rulemaking  Report  for  2012, 
the  MAP  also  recommended  the 
inclusion  of  this  measure  in  the 
Hospital  IQR  Program.  In  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule  (77  FR 
28040),  we  proposed  to  adopt  the 
Hospital-Level  Risk-Standardized 
Complication  Rate  (RSCR)  Following 
Elective  Primary  Total  Hip  Arthroplasty 
(THA)  and  Total  Knee  Arthroplasty 
(TKA)  measure  for  the  Hospital  IQR 
Program  for  the  FY  2015  payment 
determination  and  subsequent  years. 
This  measure  is  NQF-endorsed  (NQF 
#1550);  therefore,  the  measure  meets  the 
selection  criteria  under  section 
1886(b)(3)(B)(viii)(IX)(aa)  of  the  Act. 

The  measure  specifications  can  be 
found  at:  http://www.quaIityforum.org/ 
Projects/Surgery  Mamtenance.aspxtt 
t=28rs=&-p=. 

The  proposed  measure  uses  the  same 
hierarchical  logistic  modeling  (HLM) 
methodology  that  is  specified  for  other 
NQF-endorsed  CMS  inpatient  outcome 
measures  previously  adopted  for  this 
program,  including  AMI,  HF,  and  PN 
readmission  and  mortality  measures 
because  this  modeling  has  already  been 
subjected  to  NQF  review,  and  has  been 
determined  to  appropriately  account  for 
the  types  of  patients  a  hospital  treats, 
the  number  of  patients  it  treats,  and  the 
quality  of  care  it  provides.  The  HLM 
model  estimates  risk-standardized 
complications  rates.  Medicare  Part  A 
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and  Part  B  (FFS)  claims  are  the  data 
source  we  used  to  develop  the  measure 
and  that  we  proposed  to  use  to  calculate 
the  measure  if  finalized.  Index 
admission  diagnoses  and  in-hospital 
comorbidities  would  be  assessed  using 
Medicare  Part  A  claims.  Additional 
comorbidities  prior  to  the  index 
admission  would  be  a.ssessed  using  Part 
A  inpatient,  outpatient,  and  Part  B  office 
visit  Medicare  claims  in  the  12  months 
prior  to  index  (initial)  admission. 
Enrollment  and  post-discharge  mortality 
status  would  be  obtained  from 
Medicare’s  enrollment  database  which 
contains  beneficiary  demographic, 
benefit/coverage,  and  vital  status 
information. 

The  proposed  Total  Hip  and  Total 
Knee  Arthroplasty  Complication 
measure  includes  Medicare  FFS 
beneficiaries,  aged  65  years  or  older, 
admitted  to  non-Federal  acute  care 
hospitals  for  THA  or  TKA.  The  measure 
methodology  identifies  eligible  index 
admissions,  using  the  following  ICD-9- 
CM  procedure  codes;  81.51  Total  Hip 
Arthroplasty;  and  81.54  Total  Knee 
Arthroplasty  in  Medicare  Part  A 
inpatient  claims  data.  The  measure 
specifications  will  be  updated  yearly 
and  will  be  specified  using  ICD-10. 

In  addition,  the  proposed  measure 
includes  patients  who  have  had 
continuous  enrollment  in  Medicare  FFS 
for  one  year  prior  to  the  date  of  index 
admission  to  ensure  full  data 
availability  for  risk  adjustment.  We 
restrict  the  sample  to  admissions  of 
patients  enrolled  in  Medicare  FFS 
coverage  in  the  12  months  prior  to  and 
including  the  time  of  their  index 
admission  to  a  non-Federal  acute  care 
hospital  because  of  the  availability  of 
complete  administrative  data  for  most 
Medicare  FFS  patients. 

The  proposed  measure  does  not 
include  beneficiaries  enrolled  in 
Medicare  Managed  Care  (“Medicare 
Advantage”)  plans  because  only  partial 
administrative  data  are  reported  to  CMS. 
We  would  not  have  complete  data  on 
these  Medicare  Advantage  enrollees. 
Patients  under  age  65  (the  qualifying  age 
for  Medicare  coverage  for  those  not 
considered  disabled  or  with  end-stage 
renal  disease)  or  for  whom  we  otherwise 
have  incomplete  information — for 
example,  those  enrolled  in  a  Medicare 
Advantage  plan  during  any  part  of  the 
relevant  time  period — will  also  be 
excluded  to  ensure  data  comparability. 
These  restrictions  on  the  data  also  allow 
for  an  appropriately  comprehensive 
risk-adjustment  for  patient  case-mix  and 
comorbidity  that  would  not  be  possible 
without  access  to  data  available  to  this 
population. 


The  proposed  measure  excludes 
patients  with  hip  fractures  (patients 
with  hip  fractures  have  higher  mortality, 
complication  rates  and  the  procedure 
(THA)  is  not  elective);  patients 
undergoing  revision  procedures  (may  be 
performed  at  a  disproportionately  small 
number  of  hospitals  and  are  associated 
with  higher  mortality,  complication  and 
readmission  rates);  patients  undergoing 
partial  hip  arthroplasty  (primarily  done 
for  hip  fractures  and  are  typically 
performed  on  patients  who  are  older, 
more  frail,  and  with  more  comorbid  ♦ 
conditions);  patients  undergoing 
resurfacing  procedures  (different  type  of 
procedure  which  is  typically  performed 
on  younger,  healthier  patients);  patients 
who  are  transferred  to  the  index 
hospital  (it  is  likely  that  the  procedure 
is  not  elective);  patients  who  leave  the 
hospital  against  medical  advice  (it  is 
likely  that  the  procedure  is  not  elective); 
patients  with  more  than  two  THA/TKA 
procedure  codes  during  the  index 
hospitalization  (unlikely  that  patients 
would  receive  more  than  two  THA/TKA 
procedures  in  one  hospitalization,  and 
this  pattern  may  reflect  coding  errors); 
and  patients  with  multiple  admissions 
for  THA/TKA  in  the  12  months  studies. 

Consistent  with  the  requirements  in 
section  1886(b)(3)(B)(viii)(VIII)  of  the 
Act,  the  proposed  measure  is  risk- 
adjusted.  It  takes  into  account  the 
patient  case-mix  to  assess  hospital 
performance.  The  patient  risk  factors  are 
defined  using  the  Hierarchical 
Condition  Categories  (CC),  which  are 
clinically  relevant  diagnostic  groups  of 
ICD-9-CM  codes. The  CCs  used  in  the 
risk  adjustment  model  for  this  measure, 
are  provided  at:  http://mvw.qualitynet. 
org/dcs/ Con  ten  tServer?c=Page&' 
pagename=QnetPublic% 2 F Page  % 2 
FQnetTier4&-cid=1182785083979.  The 
proposed  measure  meets  the  statutory 
requirement  because  it  adjusted  for 
hospital  patient  mix  including  age  and 
comorbidities  to  ensure  that  hospitals 
that  care  for  a  less  healthy  patient 
population  are  not  penalized  unfairly. 
The  measure  methodology  defines 
“complications”  as  Acute  myocardial 
infarction;  Pneumonia;  Sepsis/ 
septicemia;  Pulmonary  embolism; 
Surgical  site  bleeding;  Death;  Wound 
infection;  Periprosthetic  joint  infection; 
and  Mechanical  complication  within  30 
to  90  days  post  the  index  date  of 
admission,  depending  on  the 
complication.  The  decision  on  the 
appropriate  follow-up  period  was  based 
on  our  analysis  of  90-day  trends  in 


Pope  G,  Ellis  R,  Ash  A,  et  al..  Principal 
Inpatient  Diagnostic  Cost  Group  Models  for 
Medicare-Risk  .'Vdjustment.  Health  Care  Financing 
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complication  rates  using  the  2008 
Medicare  FFS  Part  A  Inpatient  Data.  We 
found  that  rates  for  mechanical 
complications  are  elevated  until  90  days 
post  the  date  of  index  admission.  We 
found  that  the  rates  for  four  other 
complications — death,  surgical  site 
bleeding,  wound  infection,  and 
pulmonary  embolism — are  elevated  for 
30  days,  and  that  AMI,  pneumonia,  and 
sepsis/septicemia  level  off  7  days  post 
date  of  index  admission.  The  following 
table  presents  the  follow-up  period  for 
each  complication. 


Complication  Follow-Up  Periods 


Complication 

i 

Follow-up 

period 

(days) 

i 

Death  . 

30 

Mechanical  complications . 

90 

Periprosthetic  joint  infection  (PJI) 

90 

Surgical  site  bleeding  . 

30 

Wound  infection . 

30 

Pulmonary  embolism  . 

30 

AMI  . 

7 

Pneumonia . 

7 

Sepsis/septicemia . 

7 

We  proposed  to  calculate  the  hospital 
risk-standardized  complication  rate  by 
producing  a  ratio  of  the  number  of 
“predicted”  complications  (that  is,  the 
adjusted  number  of  complications  at  a 
specific  hospital  based  on  its  patient 
population)  to  the  number  of 
“expected”  complications  (that  is,  the 
number  of  complications  if  an  average 
quality  hospital  treated  the  same 
patients)  for  each  hospital  and  then 
multiplying  the  ratio  by  the  national 
raw  complication  rate. 

We  invited  public  comment  on  tbe 
proposed  inclusion  of  the  Hospital- 
Level  Risk-Standardized  Complication 
Rate  (RSCR)  Following  Elective  Primary 
Total  Hip  Arthroplasty  (THA)  and  Total 
Knee  Arthroplasty  measure  in  the 
Hospital  IQR  Program  for  the  FY  2015 
payment  determination  and  future 
years. 

Comment:  Many  commenters  strongly 
supported  this  NQF-endorsed  and  MAP- 
recommended  hip/knee  complication 
measure,  stated  that  the  measure  will 
provide  valuable  data  for  improvement 
and  enhance  patient  care,  and 
commended  CMS  for  considering  the 
measure  for  patients  undergoing 
inpatient  joint  procedures.  Commenters 
stated  that  this  measure  is  important  in 
capturing  patient  outcomes  during  the 
post-discharge  period,  and  provides 
hospitals  access  to  data  to  which  they 
may  not  have  access  otherwise, 
including  a  limited  set  of  complications 
that  occur  after  the  patient  has  left  the 
hospital.  A  commenter  stated  that  hip 
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and  knee  replacements  are  often  non- 
emergent  procedures,  therefore 
information  on  outcomes  will  give 
consumers  an  opportunity  to  research 
the  quality  of  care  provided  in  their 
local  hospitals. 

Several  commenters  also  supported 
our  exclusion  criteria  for  the  hip/knee 
complication  measure,  the  hierarchical 
logistic  modeling  for  risk-adjustment, 
and  the  inclusion  of  major  hleeds  in  the 
list  of  complications. 

Response:  We  thank  the  commenters 
for  the  support  and  recognizing  the 
significance  of  this  measure. 

Comment:  Several  commenters  did 
not  support  this  claims-based  measure 
and  asserted  that  the  infection  data 
obtained  from  claims  significantly 
differs  from  post-operative  infection 
data  recorded  in  medical  records  and 
reported  to  NHSN,  which  is  a  better 
indicator  of  surgical  site  infections. 

Response:  The  claims-based  hip/knee 
complications  measure  underwent  a 
medical  record  validation  process.  We 
found  a  high  level  of  consistency 
between  the  complications  found  in 
claims  with  those  found  in  the  medical 
records.  Using  the  current 
specifications,  99  percent  of  patients 
were  found  to  have  a  complication  in 
the  claims  as  well  as  in  the  medical 
records. 

Comment:  A  few  commenters  noted 
this  measure  does  not  have  adequate 
adjustment  for  socioeconomic  status 
(SES)  and  psycho-social  support,  and 
recommended  such  adjustments  be 
made  prior  to  implementation. 

Response:  The  measure  does  not 
adjust  for  SES  or  other  patient  factors 
such  as  psycho-social  support  because 
we  do  not  want  to  hold  hospitals  to 
different  standards  of  patient  care 
simply  because  they  treat  a  large 
number  of  low  SES  patients.  Moreover, 
we  do  not  want  to  mask  potential 
disparities  in  care  or  minimize 
incentives  to  improve  the  outcomes  of 
care  for  disadvantaged  populations. 
This  is  also  consistent  with  the  NQF’s 
position  regarding  risk  adjustment, 
which  is  that  risk-adjusted  measures 
should  not  include  variables  such  as 
SES  and  race  that  would  adjust  away 
disparities  in  care. 

During  development  and  review  of 
the  hip/knee  measures  some 
stakeholders  and  experts  expressed 
concerns  regarding  the  influence  of 
patient  SES  on  hip/knee  readmission 
and  complication  rates.  We  conducted 
preliminary  analyses  to  explore 
disparities  by  SES  [http:// 
www.nysna.org/images/pdfs/practice/ 
nqf_ana_outcomes_draftl0.pdf) 
focusing  on  the  readmission  measure 
where  concerns  were  greatest.  We  used 


Medicaid  eligibility  status  identified  in 
the  Medicare  claims  enrollment 
database  (EDB)  as  a  proxy  for  SES. 
Patients  were  categorized  into  two 
groups,  based  on  their  eligibility  status 
for  Medicaid  (yes/no).  The  Medicaid 
eligible  population  represents  lower 
SES  status.  We  then  estimated  the  odds 
ratio  for  this  SES  variable  by  adding  it 
to  the  hip/knee  risk-adjustment  model. 
The  results  showed  that  although  SES 
was  an  independent  predictor  of 
readmission  risk  (odds  ratio  of  1.2), 
adding  the  variable  to  the  model  did  not 
improve  the  model’s  overall  ability  to 
predict  patient  readmission  risk.  When 
the  SES  variable  was  added,  the  strength 
of  clinical  variables  in  the  model  was 
attenuated  and  the  model  c-statistic  was 
essentially  unchanged.  This  analysis 
suggested  that  the  clinical  variables  in 
the  model  are  adequately  accounting  for  ’ 
differences  in  patients’  risk  of 
readmission.  The  results  were  presented 
to  the  national  Technical  Expert  Panel 
for  the  hip/knee  measures.  Based  on 
these  analyses,  we  did  not  include  SES 
as  a  risk-adjuster  in  either  of  the  hip/ 
knee  measures. 

However,  we  are  committed  to 
tracking  this  issue  and  will  continue  to 
evaluate  disparities  in  care  and  the 
impact  of  the  hospital  risk-  standardized 
complication  rates  on  providers  of 
vulnerable  populations. 

Comment:  One  commenter  was 
concerned  about  the  unintended 
consequence  of  the  Hip/Knee 
Complications  measure  for  rheumatoid 
arthritis  patients  who  are  at  high  risk  for 
infection.  In  particular,  the  commenter 
was  concerned  that  this  measure  could 
cause  hospitals  to  hesitate  to  perform 
the  total  hip/knee  arthroplasty 
procedure  on  patients  with  rheumatoid 
arthritis. 

Response:  The  hip/knee  measures 
include  risk-adjustment  in  order  to  level 
the  playing  field  and  account  for 
differences  in  the  risk  between  the  case- 
mix  at  different  hospitals.  Rheumatoid, 
arthritis  is  one  of  the  risk-adjustment 
variables,  so  any  increased  risk 
associated  with  patients  that  have 
rheumatoid  arthritis  will  be-accounted 
for  by  the  measure. 

Comment:  A  few  commenters 
requested  clarifications  regarding 
several  aspects  of  the  proposed  measure: 
Complications  attributable  to  the 
process  of  care,  unrelated 
complications,  POA  complications,  and 
the  measurement  period.  Another 
qommenter  was  concerned  that  data 
analysis  of  this  measure  is  challenging 
and  difficult  for  consumers  to  interpret. 
The  commenter  inquired  about  the  level 
of  data  that  will  be  made  available  to 
providers  and  suggested  that  providing 


detailed  information  regarding  the  count 
by  complication  and  cohort  would  help 
quality  improvement  efforts. 

Response:  The  commenter  appears  to 
be  asking  for  clarification  about  why 
complications  attributable  to  the 
processes  of  care  and  unrelated 
complications  are  included.  The  hip/ 
knee  complications  measure  is  designed 
to  capture  complications  related  to  both 
the  surgical  and  medical  care  provided 
for  elective  hip/knee  procedures.  The 
outcome,  therefore,  includes  both 
medical  and  surgical  complications.  The 
timeframe  for  each  was  chosen  based  on 
the  typical  window  in  which  each  of 
these  complications  occurs. 

Specifically,  the  measure  counts  in  the 
outcome:  AMI,  pneumonia,  or  sepsis/ 
septicemia  during  the  admission  or 
within  7  days  of  the  admission  date; 
surgical  site  bleeding,  pulmonary 
embolism  or  death  during  the  admission 
or  within  30  days  of  admission:  or 
mechanical  complications  or  PJI  or 
wound  infection  during  the  admission 
or  within  90  days  of  admission.  We 
included  these  outcomes  because  they 
are  clinically  related  to  care  provided  as 
documented  in  the  literature  and 
informed  by  extensive  expert  input.  The 
measure  is  structured  so  that  it  does  not 
count  complications  that  are  present  on 
admission.  For  example,  patients  with 
mechanical  complications  on  admission 
are  excluded  from  the  measure.  To  help 
hospitals  with  their  quality 
improvement  effort,  we  will  provide 
hospitals  with  their  hospital-specific 
report  with  detailed  information  about 
the  patients  included  in  the  measure. 

We  will  share  with  hospitals  this  report 
prior  to  posting  of  the  measures  on  the 
Hospital  Compare  Web  site  during  the 
30-day  preview  period  for  the  Hospital 
IQR  Program.  We  welcome  specific 
suggestions  on  additional  data  that 
would  be  helpful  for  hospital  quality 
improvement. 

Comment:  A  commenter  requested  the 
publication  of  the  ICD-IO-CM/PCS 
versions  of  the  measure  specifications  in 
the  final  rule. 

Response:  We  are  working  on 
specifying  the  measures  using  the  ICD- 
10-CM/PCS  and  will  make  the 
specifications  available  to  the  public  as 
soon  as  possible. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  proposed  Hip/Knee 
Complication:  Hospital-Level  Risk- 
Standardized  Complication  Rate  (RSCR) 
Following  Elective  Primary  Total  Hip 
Arthroplasty  (THA)  and  Total  Knee 
Arthroplasty  (TKA)  measure  for  the  FY 
2015  payment  determination  and 
subsequent  years  as  proposed. 
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(ii)  Hip/Knee  Readmission:  Hospital- 
Level  30-Day  All-Cause  Risk- 
Standardized  Readmission  Rate  (RSRR) 
Following  Elective  Total  Hip 
Arthroplasty  (THA)  and  Total  Knee 
Arthroplasty  (TKA)  (NQF  #1551) 

As  previously  stated,  outcome 
measures  such  as  complications  and 
readmissions  are  the  priority  areas  for 
the  Hospital  IQR  Program.  The  THA  and 
TKA  are  commonly  performed 
procedures  that  improve  quality  of  life. 
The  complications  are  usually 
devastating  to  the  patient  and  costly  to 
the  Medicare  program.  Furthermore,  we 
believe  that  there  is  an  opportunity  for 
quality  improvement  hy  hospitals  to 
improve  quality  of  life  for  the  patient. 
The  2008  Medicare  FFS  claims  data 
indicate  that  30-day  hospital-level  risk- 
standardized  readmission  rates  ranged 
from  3.06  percent  to  50.94  percent 
among  hospitals  with  a  median  rate  of 
6.06  percent.  The  mean  risk- 
standardized  readmission  rate  was  6.3 
percent.  This  variation  suggests  there 
are  important  differences  in  the  quality 
of  care  received  across  hospitals,  and 
that  there  is  room  for  improvement. 
Given  the  high  volume  and  high  cost 
associated  with  these  hip  and  knee 
procedures  (relative  to  other  elective 
procedures  performed  in  the  Medicare 
population),  we  believe  that  it  is 
imperative  to  assess  the  quality  of  care 
provided  to  Medicare  beneficiaries  who 
undergo  one  or  both  of  these 
procedures.  A  measure  that  addresses 
readmission  rates  following  THA  and 
TKA  provides  an  opportunity  to  provide 
targets  for  efforts  to  improve  the  quality 
of  care  and  reduce  costs  for  patients 
undergoing  these  elective  procedures. 
The  measure  also  increases 
transparency  for  consumers  and 
provides  patients  with  information  that 
could  guide  their  choices.  Finally,  it  has 
the  potential  to  lower  health  care  costs 
associated  with  readmissions.  The 
development  of  risk-adjusted  measures 
of  patient  readmission  outcomes  can 
provide  a  critical  perspective  on  the 
provision  of  care,  and  support 
improvements  in  care  for  the  Medicare 
patient  population  following  THA/TKA 
hospitalization. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28041),  we 
proposed  to  adopt  the  Hip/Knee 
Readmission:  Hospital  30-Day  All-Cause 
Readmission  Following  Elective  Total 
Hip  Arthroplasty  (THA)  and  Total  Knee 
Arthroplasty  (TKA)  measure  for  the 
Hospital  IQR  Program  for  the  FY  2015 
payment  determination  and  subsequent 
years.  This  measure  is  NQF-endorsed; 
therefore,  the  measure  meets  the 
selection  criteria  under  section 


1886(b)(3)(B)(viii)(IX)(aa)  of  the  Act. 

The  measure  specification  for  this 
measure  can  be  found  on  the  Web  site 
at:  http://n'ww.quaIityforum.org/ 
Projects/ 

Surgery_Maintenance.aspx#t=2&-s=&‘p=. 
In  its  Pre-Rulemaking  Report,  the  MAP 
recommended  the  inclusion  of  this 
measure  in  the  Hospital  IQR  Program. 
The  objective  of  this  proposed  measure 
is  to  assess  readmission  from  any  cause 
within  30  days  of  the  initial  total  hip 
arthroplasty  and  total  knee  arthroplasty 
admissions  for  patients  discharged  from 
the  hospital  following  elective  primary 
THA  and  TKA. 

The  proposed  measure  uses  the  same 
HLM  methodology  that  is  specified  for 
the  NQF-endorsed  AMI,  HF,  and  PN  30- 
day  risk-adjusted  all-cause  readmission 
measures  in  the  Hospital  IQR  Program 
because  it  has  already  been  subjected  to 
NQF  review  and  has  been  determined  to 
appropriately  account  for  the  types  of 
patients  the  hospital  treats,  the  number- 
of  patients  it  treats,  and  the  quality  of 
care  it  provides.  The  HLM  model 
estimates  risk-standardized  readmission 
rates.  The  data  source  we  used  to 
develop  the  measure  and  that  we  w'ould 
use  to  calculate  the  measure  if  finalized 
is  Medicare  Part  A  (FFS)  claims.  Index 
admission  diagnoses  and  in-hospital 
comorbidity  data  would  be  assessed 
using  Medicare  Part  A  claims. 

Additional  comorbidities  prior  to  the 
index  admission  would  be  assessed 
using  Part  A  inpatient,  outpatient,  and 
Part  B  office  visit  Medicare  claims  in  the 
12  months  prior  to  index  (initial) 
admission.  Enrollment  status  would  be 
obtained  from  Medicare’s  enrollment 
database  w'bich  contains  beneficiary 
demographic,  benefit/coverage,  and 
vital  status  information. 

The  proposed  measure  includes 
admissions  for  patients  who  were 
Medicare  FFS  beneficiaries,  aged  65 
years  or  older,  admitted  to  non-Federal 
acute  care  hospitals  with  an  ICD-9-CM 
code  for  THA  or  TKA.  Eligible  index 
admissions  would  be  identified  using 
the  following  ICD-9-CM  procedure 
codes:  81.51  (Total  hip  arthroplasty): 
and  81.54  (Total  knee  arthroplasty)  in 
Medicare  Part  A  inpatient  claims  data. 

In  addition,  patients  must  have  had 
continuous  enrollment  in  Medicare  FFS 
for  one  year  prior  to  the  date  of  index 
admission  to  ensure  full  data 
availability  for  risk  adjustment.  We 
restrict  the  included  cases  to  admissions 
of  patients  enrolled  in  Medicare  FFS 
coverage  in  the  12  months  prior  to  and 
including  the  time  of.their  index 
admission  to  a  non-Federal  acute  care 
hospital  because  of  the  availability  of 
complete  administrative  data  for  most 
Medicare  FFS  patients. 


We  proposed  not  to  include 
beneficiaries  enrolled  in  Medicare 
Managed  Care  (“Medicare  Advantage”) 
plans  because  only  partial 
administrative  data  are  reported  to  CMS. 
We  would  not  have  complete  data  on 
these  Medicare  Advantage  enrollees. 
Patients  under  age  65  (the  qualifying  age 
for  Medicare  coverage  for  those  not 
considered  disabled  or  with  end-stage 
renal  disease)  or  for  whom  we  otherwise 
have  incomplete  information — for 
example,  those  enrolled  in  a  Medicare 
Managed  Care  plan  during  any  part  of 
the  relevant  time  period —  will  also  be 
excluded  to  ensure  data  comparability. 

We  proposed  to  exclude  patients  with 
hip  fractures  (patients  with  hip  fractures 
have  higher  mortality,  complication  and 
readmission  rates  and  the  procedure 
(THA)  is  generally  not  elective)  patients 
undergoing  revision  procedures  (may  be 
performed  at  a  disproportionately  small 
number  of  hospitals  and  are  associated 
with  higher  readmission  rates);  patients 
undergoing  partial  hip  arthroplasty 
(partial  arthroplasties  are  primarily 
done  for  hip  fractures  and  are  typically 
performed  on  patients  who  are  older, 
more  frail,  and  with  more  comorbid 
conditions);  patients  undergoing 
resurfacing  procedures  (resurfacing 
procedures  are  a  different  type  of 
procedure  which  are  typically 
performed  on  younger,  healthier 
patients);  patients  who  are  transferred  ' 
into  the  index  hospital  (it  is  likely  that 
the  procedure  is  not  elective);  patients 
who  are  admitted  for  the  index 
procedure  and  subsequently  transferred 
to  another  acute  care  facility  (attribution 
of  readmission  to  the  index  hospital 
would  not  be  possible  in  these  cases); 
patients  who  leave  the  hospital  against 
medical  advice  (providers  do  not  have 
the  opportunity  to  provide  the  highest 
quality  care  for  these  patients);  patients 
with  more  than  two  THA/TKA 
procedure  codes  during  the  index 
hospitalization  (unlikely  that  patients 
would  receive  more  than  two  THA/TKA 
procedures  in  one  hospitalization  and 
this  may  reflect  a  coding  error):  patients 
without  at  least  30-days  post-discharge 
enrollment  in  Medicare  FFS  (the  30-day 
readmission  outcome  cannot  be 
assessed  for  the  standardized  time 
period);  and  patients  who  die  during  the 
index  admission  (patients  who  die 
during  the  initial  hospitalization  are  not 
eligible  for  readmission). 

The  proposed  measure  methodology 
does  not  count  readmissions  that  are 
associated  with  a  subsequent  “planned” 
THA/TKA  procedure  within  30  days  of 
discharge  from  index  hospitalization. 
Some  patients  may  elect  to  stage  their 
orthopedic  replacement  procedures 
across  hospitalizations  (for  example,  a 
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patient  may  have  the  left  and  right 
knees  replaced  within  one  or  two  weeks 
of  each  other,  potentially  across 
multiple  hospitalizations).  The  planned 
readmissions  are  defined  as  a  second 
admission  with  a  procedure  code  for 
THA  or  TKA  AND  a  primary  discharge 
diagnosis  of  osteoarthritis,  rheumatoid 
arthritis,  osteonecrosis,  or  arthropathy 
(excluding  septic  arthropathy).  - 
Consistent  with  the  requirements  in 
section  1886(b)(3)(B)(viii)(VIII)  of  the 
Act,  the  proposed  measure  is  risk- 
adjusted.  It  takes  into  account  patient 
age  and  comorbidities  to  allow  a  fair 
assessment  of  hospital  performance.  The 
measure  defines  the  patient  risk  factors 
for  readmission  using  diagnosis  codes 
collected  from  all  patient  claims  one 
year  prior  to  patient  index 
hospitalization  for  THA  and  TKA.  The 
patient  diagnosis  codes  are  grouped 
using  Hierarchical  Condition  Categories 
(CCs),  which  are  clinically  relevant 
diagnostic  groups  of  ICD-9-CM  codes. ^2 
The  CCs  used  in  the  risk  adjustment 
model  for  this  measure  are  provided  at; 
http :// WWW. qualitynet.org/dcs/Con  ten  t 
Server?c=Page&‘pagename=Qnet 
Public%2FPage%2FQnetTier4&‘cid= 
1219069856694.  Patient  risk  factors  are 
used  to  determine  how  sick  the  patients 
are  on  admission  (that  is,  patient 
comorbidities).  The  hospital  measure  . 
rates  are  calculated  taking  into  account 
how  sick  their  patients  are.  In  summary, 
age  and  comorhidities  present  at  the 
time  of  admission  would  be  adjusted  for 
differences  in  hospital  case  mix  (patient 
risk  factors). 

The  proposed  measure  uses  the  HLM 
methodology  for  risk  adjustment.  As  we 
do  for  all  the  other  30-day  readmission 
measures  adopted  for  the  Hospital  IQR 
Program,  we  would  calculate  (using  the 
HLM)  the  hospital  risk-standardized 
readmission  rate  by  producing  a  ratio  of 
the  number  of  “predicted”  readmissions 
(that  is,  the  adjusted  number  of 
readmissions  at  a  specific  hospital)  to 
the  number  of  “expected”  readmissions 
(that  is,  the  number  of  readmissions  if 
an  average  quality  hospital  treated  the 
same  patients)  for  each  hospital  and 
then  multiplying  the  ratio  by  the 
national  raw  readmission  rate. 

While  the  hip  and  knee  complications 
measure  will  inform  quality 
improvement  efforts  targeted  toward 
minimizing  medical  and  surgical 
complications  during  surgery  and  in  the 
recovery  phase,  the  hip  and  knee 
readmission  measure  portrays  a  broader 
range  of  medical  and  surgical  outcomes 


Pope  G,  Ellis  R.  Ash  A.  et  at..  Principal 
Inpatient  Diagnostic  Cost  Group  Models  for 
Medicare  Risk  Adjustment.  Health  Care  Financing 
Review.  2000;21(3);26. 


affected  by  in-hospital  care  and  the 
transition  to  post-acute  care.  This 
measure  was  endorsed  by  the  NQF 
(#1551)  and  recommended  by  the  MAP 
for  the  Hospital  IQR  Program  in  its  Pre- 
Rulemaking  report  for  2012. 

We  proposed  to  include  the  Hospital- 
Level  30-Day  All-Cause  Risk- 
Standardized  Readmission  Rate  (RSRR) 
Following  Elective  Total  Hip 
Arthroplasty  (THA)  and  Total  Knee 
Arthroplasty  (TKA)  measure  in  the 
Hospital  IQR  Program  for  the  FY  2015 
payment  determination  and  future 
years.  We  invited  public  comment  on 
this  proposal. 

Comment:  Many  commenters 
supported  this  measure  because  elective 
total  hip  and  knee  procedures  are  on  the 
rise  on  Medicare  beneficiaries;  also,  the 
measure  is  NQF-endorsed  and  is 
recommended  by  the  MAP.  The 
commenters  believed  that  hip  and  knee 
arthroplasty  readmissions  are  an 
important  measure  of  patient  outcomes 
and  that  the  measure  would  positively 
reduce  patient  readmissions  overall. 
Another  commenter  stated  that  hip  and 
knee  replacements  are  often  non- 
emergent  procedures,  therefore 
information  on  outcomes  will  give 
consumers  an  opportunity  to  research 
the  quality  of  care  provided  in  their 
local  hospitals  to  select  where  to  have 
these  procedures  performed. 

Response:  We  thank  the  commenters 
for  the  support  and  sharing  our  goal  to 
focus  on  improving  patient  outcomes  in 
hip/knee  surgical  procedures. 

Comment:  A  few  commenters 
supported  our  exclusion  criteria  for  the 
hip/knee  complication  measure  and  the 
hierarchical  logistic  modeling  for  risk- 
adjustment.  Nonetheless,  several 
commenters  argued  that  there  are  flaws 
in  its  methodology  because  it  does  not; 
differentiate  between  planned  and 
unplanned  readmissions  or  between 
related  and  unrelated  readmissions; 
exclude  extreme  circumstances 
(transplant,  ESRD,  burn,  trauma, 
psychosis,  and  substance  abuse);  or 
adjust  for  patient  characteristics  (dual 
eligible  status,  race/ethnicity,  and  SES). 
Commenters  noted  that  this  measure 
would  require  extensive  measure 
specification  revisions  should  CMS 
adopt  it  for  the  Hospital  Readmissions 
Reduction  Program. 

Response:  We  thank  the  commenters 
that  supported  the  risk-adjustment 
model  and  the  exclusion  criteria  of  this 
mieasure.  We  disagree  with  commenters 
that  the  measure  does  not  differentiate 
between  planned  and  unplanned 
readmissiohs.  The  measure  does 
identify  and  not  count  certain  planned 
readmissions.  For  example,  some 
patients  are  admitted  within  30  days  of 


the  index  hospitalization  to  undergo 
another  elective  primary  THA/TKA 
procedure.  If  a  patient  undergoes  a 
second  elective  primary  THA/TKA 
within  30  days  of  the  discharge  date  for 
the  index  admission,  and  the  admission 
is  associated  with  a  primary  discharge 
diagnosis  of  osteoarthritis,  rheumatoid 
arthritis,  osteonecrosis,  or  arthropathy 
(excluding  septic  arthropathy),  the 
readmission  is  considered  “planned” 
and  is  not  counted  as  a  readmission  in 
the  measure. 

We  used  all-cause  readmission,  rather 
than  narrowly  related  readmission,  to 
assess  performance  for  several  reasons. 
First,  from  the  patient  perspective, 
readmission  for  any  reason  is  likely  to 
be  an  undesirable  outcome  of  care  after 
an  acute  hospitalization.  Second, 
readmissions  not  directly  related  to  hip/ 
knee  replacement  may  still  be  a  result 
of  the  care  received  during 
hospitalization  for  the  procedure.  For 
example,  a  patient  hospitalized  for  a 
hip/knee  replacement  who  developed 
renal  failure  may  ultimately  be 
readmitted  for  care.  It  would  be 
inappropriate  to  treat  this  readmission 
as  unrelated  to  the  care  the  patient 
received  during  the  index 
hospitalization.  Furthermore,  the  range 
of  potentially  avoidable  readmissions 
also  includes  those  not  directly  related 
to  the  initial  hospitalization,  such  as 
those  resulting  from  poor 
communication  at  discharge  or 
inadequate  follow-up.  In  addition, 
readmissions  for  rare  reasons 
completely  unrelated  to  hospital  care, 
such  as  car  accidents  involving  the 
patient  as  a  passenger,  are  likely  to  be 
distributed  randomly  across  hospitals 
and  are  not  expected  to  introduce  any 
bias  into  the  measure  results.  We 
appreciate  the  concern  expressed  by  the 
commenters  that  patients  of  these 
“extreme  circumstances”  clinically 
could  be  sicker  and  likely  to  be 
readmitted.  The  measures  address 
clinical  differences  in  hospitals’  case- 
mix  through  risk  adjustment  rather  than 
through  excluding  patients  from  the 
measure  as  suggested  by  the  commenter. 
The  goal  in  developing  outcomes 
measures  is  to  create  a  clinically 
cohesive  cohort  that  includes  as  many 
patients  as  possible  admitted  with  the 
given  condition.  Greatly  expanding  our 
list  of  exclusions  would  result  in  a 
measure  that  was  less  useful  and 
meaningful  because  it  would  reflect  the 
care  of  fewer  patients.  In  addition,  we 
believe  that  by  excluding  patients  with 
significant  comorbidities,  the  measure 
would  not  assess  the  quality  of  care  for 
those  patients.  To  fairly  profile 
hospitals’  performance,  it  is  critical  to 
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place  hospitals  on  a  level  playing  field 
and  account  for  their  differences  in  the 
patients  that  present  lor  care.  This  is 
accomplished  through  adequate  risk- 
adjustment  for  patients’  clinical 
presentation  rather  than  exclusion  of 
patients. 

Consistent  with  NQF  guidelines,  this 
measure  does  not  risk-adjust  for  SES 
factors,  such  as  race  or  dual  eligibility, 
because  we  do  not  want  to  hold 
hospitals  to  different  standards  for  the 
outcomes  of  their  low  SES  patients.  We 
do  not  want  to  mask  potential 
disparities  or  minimize  incentives  to 
improve  the  outcomes  of  disadvantaged 
populations  by  adjusting  for  these 
factors.  The  findings  from  our  analyses 
of  disparities  by  SES  in  the  past 
(discussed  in  our  responses  to 
comments  on  the  Hospital-Level  Risk- 
Standardized  Complication  Rate  (RSCR) 
Following  Elective  Primary  Total  Hip 
Arthroplasty  (THA)  and  Total  Knee 
Arthroplasty  (TKA)  (NQF  #1550)) 
indicated  that  although  SES  is  a 
significant  predictor  of  readmission  at 
the  patient  level,  it  does  not  affect 
overall  hospital  performance  in  the  risk- 
adjusted  readmission  model.  We  are 
committed  to  tracking  SES  issues  and 
will  continue  to  evaluate  disparities  in 
care  and  the  impact  of  the  hospital  risk 
standardized  readmission  rates  on 
providers  of  vulnerable  populations. 

With  respect  the  commenters’  concern 
that  this  measure  would  require 
extensive  measure  specification 
revisions  should  we  adopt  it  for  the 
Hospital  Readmissions  Reduction 
Program,  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule,  we  proposed  use  of 
the  measure  only  for  the  Hospital  IQR 
Program  and  not  for  Hospital 
Readmissions  Reduction  Program.  We 
will  propose  additional  readmission 
measures  for  Hospital  Readmissions 
Reduction  Program  through  future 
rulemaking. 

Comment:  A  commenter  requested  the 
post-discharge  time  period  be  shortened 
to  7  days. 

Response:  The  measure  uses  30  day 
time  frame  versus  7  days  as  suggested 
by  the  commenter  because  it  is  a 
clinically  meaningful  and  sufficient 
time  period  for  hospitals  to  show  the 
result  of  their  efforts  to  reduce 
readmissions.  These  efforts  include 
ensuring  that  patients  are  clinically 
ready  at  discharge,  reducing  risk  of 
infection,  reconciling  medications, 
improving  communication  with 
community  providers  participating  in 
transitions  of  care,  educating  patients 
adequately  upon  discharge,  and 
assuring  patients  understand  follow-up 
care  upon  discharge.  Furthermore,  our 
analyses  show  that  risk  of  readmission 


is  highest  within  the  first  two  weeks 
post  discharge  of  the  index  admission. 

The  rate  plateaus  between  30  and  45 
days  post  discharge,  suggesting  that  a 
30-day  window  would  capture  the 
period  of  highest  risk  of  readmission.  In 
addition,  the  30-day  timeframe  is 
consistent  with  the  other  CMS 
readmissions  measures  that  are  NQF- 
endorsed  and  publicly  reported  by  CMS. 

Comment:  A  commenter  was 
uncertain  of  the  impact  of  the  3-day 
waiver  policy  on  readmission  rates,  and 
cautioned  there  may  be  potential 
negative  implications  of  the  waiver 
policy  on  this  measure.  The  commenter 
encouraged  CMS  to  adopt  a  time  period 
that  will  ensure  sufficient  data  and  rates 
that  are  statistically  significant  and  also 
requested  clarification  regarding  the 
measurement  period  for  this  measure. 

Response:  We  appreciate  the 
commenter’s  concern  and  suggestions.  It 
appears  that  the  issue  that  the 
commenter  is  concerned  about  is 
whether  implementation  of  the  measure 
would  have  an  impact  on  use  of 
outpatient  services,  such  as  use  of  ED  or 
observation  services  3  days  prior  to 
hospitalization.  It  is  our  intent  to  track 
use  of  these  services  as  unintended 
consequences.  We  plan  to  use  3  years  of 
data  to  calculate  the  hospital  rates.  We 
believe  this  time  period  would  ensure 
sufficient  data  for  meaningful  statistical 
analysis. 

Comment:  A  commenter  requested 
that  CMS  clarify  whether  a  single  year 
of  data  or  three  years  of  data  will  be 
used  for  display  on  Hospital  Compare  in 
the  future.  The  commenter  believed  that 
three  years  of  data  yields  more  robust 
and  reliable  results. 

Response:  We  agree  with  the 
commenter  that  3  years  of  data  will 
yield  more  robust  and  reliable  results. 

We  plan  to  use  3  years  of  data  to 
calculate  the  measure  for  display  on 
Hospital  Compare. 

Comment:  A  few  commenters 
requested  the  publication  of  the  ICD- 
10-CM/PCS  versions  of  the  measure 
specifications  in  the  final  rule. 

Response:  We  are  working  on 
specifying  the  measures  using  the  ICD- 
10-CM/PCS  and  will  make  the 
specifications  available  to  the  public  as 
soon  as  possible. 

Comment:  A  commenter  opposed  the 
proposed  adoption  of  this  measure  as 
the  commenter  believed  readmission 
rates  are  more  closely  related  to  patient 
expectations,  community  standards, 
health  literacy,  and  other  unknown 
facfbrs  during  hospitalization,  which  are 
not  accounted  for  in  the  risk  models 
articulated  in  the  rule.  The  commenter 
suggested  that  there  is  little  correlation 


between  quality  of  care  provided  and 
overall  readmission  rates. 

Response:  We  believe  that 
readmissions  are  related  to  quality  of 
care  provided  by  hospitals  during 
hospitalization  as  well  as  transition 
from  inpatient  to  outpatient  settings.  We 
chose  to  measure  readmission  within  30 
days  of  discharge  because  during  this 
period,  readmission  can  be  strongly 
influenced  by  hospital  care  and  the 
early  transition  to  the  outpatient  setting. 
The  timeframe  of  30  days  is  a  clinically 
meaningful  period  for  hospitals  to 
collaborate  with  their  communities  in 
an  effort  to  reduce  readmissions.  Such 
efforts  may  include  ensuring  patients 
are  clinically  ready  at  discharge, 
reducing  risk  of  infection,  reconciling 
medications,  improving  communication 
with  community  providers  participating 
in  transitions  of  care,  educating  patients 
adequately  upon  discharge,  and 
assuring  patients  understand  follow-up 
care  upon  discharge.  The  commenter 
suggested  that  patient  factors  such  as 
patient  expectations  and  health  literacy 
are  closely  related  to  readmissions.  The 
CMS  measure  takes  into  account  patient 
health/clinical  factors  at  the  time  of 
admission  but  not  patients’  SES  factors. 
One  reason  is  that  we  want  to  encourage 
hospitals  to  work  with  their 
communities  to  help  patients  with  low 
SES  (for  example,  low  health  literacy) 
transition  to  post-acute  care.  The  other 
reason  is  that  risk  adjusting  for  patient 
SES,  we  would  adjust  away  potential 
disparities  of  care  by  hospitals. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  proposed  Hip/Knee 
Readmission:  Hospital-Level  30-Day 
All-Cause  Risk-Standardized 
Readmission  Rate  (RSRR)  Following 
Elective  Total  Hip  Arthroplasty  (THA) 
and  Total  Knee  Arthroplasty  measure 
for  the  FY  2015  payment  determination 
and  subsequent  years  as  proposed. 

(iii)  Hospital-Wide  Readmission 
(Tentative  NQF  #1789) 

During  2003  and  2004,  over  2.3 
million  Medicare  patients  (almost  one 
fifth  of  all  Medicare  beneficiaries)  were 
rehospitalized  within  30  days  of 
discharge  from  an  acute  care  hospital, 
and  it  was  estimated  that  readmissions 
within  30  days  of  discharge  cost 
Medicare  more  than  $17  billion 
annually.^3  In  its  2007  Report  to  the 
Congress,  MedPAC  estimated  that  in 
2005,  17.6  percent  of  hospital  patients 
were  readmitted  within  30  days  of 


Jencks  SF,  Williams  MV,  Coleman  EA. 
Rehospitalizations  among  patients  in  the  Medicare 
fee-for-service  program.  N  Engl  J  Med.  Apr  2  2009; 
360{14):1418-1428. 
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discharge.^^  MedPAC  estimated  that  the 
average  payment  for  a  “potentially 
preventable”  readmission  was 
approximately  S7,200.  A  2006 
Commonwealth  Fund  Report  estimated 
that  if  national  readmission  rates  were 
lowered  to  the  levels  achieved  by  the 
top  performing  regions.  Medicare  would 
save  Si. 9  billion  annually.^^  VVe  believe 
that  reducing  preventable  readmissions 
will  bring  down  healthcare  costs. 

Since  2009,  we  have  publicly  reported 
risk-standardized  readmission  rates 
(RSRRs)  for  three  conditions:  heart 
failure  (HF),  pneumonia  (PN)  and  acute 
myocardial  infarction  (AMI)  on  Hospital 
Compare  (http:// 

hospitaIcompare.hhs.gov/),  as  part 
of  the  efforts  to  improve  quality  of  care 
and  lower  health  care  costs.  However, 
these  three  conditions  account  for  only 
a  relatively  small  proportion  of  total 
hospital  readmissions.  High  RSRRs  and 
substantial  variations  in  hospital  RSRRs 
were  found.  The  median  30-day  RSRRs 
across  hospitals  is  19.9  percent  for  AMI 
(range  from  15.3  percent  to  26.8 
percent):  24.8  percent  for  HF  (range 
from  17.0  percent  to  33.0  percent);  and 
18.4  percent  for  PN  (range  from  13.8 
percent  to  26.4  percent).^® 

A  hospital's  readmission  rate  is 
affected  by  complex  and  critical  aspects 
of  care  such  as  communication  between 
providers  or  between  providers  and 
patients;  prevention  of,  and  response  to, 
complications;  patient  safety;  and 
coordinated  transitions  to  the  outpatient 
environment.  While  disease-specific 
measures  of  readmission  are  useful  in 
identifying  deficiencies  in  care  for 
specific  groups  of  patients,  they  account 
for  only  a  small  minority  of  total 
readmissions. By  contrast,  a  hospital¬ 
wide,  all-condition  readmission 
measure  could  portray  a  broader  sense 
of  the  quality  of  care  in  hospitals. 
Consequently,  hospital-wide,  all¬ 
condition  readmission  measures  can 
promote  hospital  quality  improvement 
and  better  inform  consumers  about  care 
quality. 

Studies  have  estimated  the  rate  of 
preventable  readmissions  to  be  as  low  as 
12  percent  and  as  high  as  76 


Medicare  Payment  Advisory  Commission 
(MedPAC),  Report  to  the  Congress:  Promoting 
Greater  Efficiency  in  Medicare.  2007. 

^*The  Commonwealth  Fund.  Why  Not  the  Best? 
Results  from  a  National  Scorecard  on  U.S.  Health 
System  Performance.  2006;  Harrisburg,  PA. 

^  Bemheim  S.  Wang  Y,  Grady  J,  et  at.  Measures 
Maintenance  Technical  Report:  Acute  Myocardial 
Infarction.  Heart  Failure,  and  Pneumonia  30-day 
Risk  Standardized  Mortality  Measures.  2011; 
Available  at:  http://www.qualitynet.org/. 
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percent.’*-’^  Some  readmissions  are 
unavoidable,  for  example,  those  that 
result  from  inevitable  progression  of 
disease  or  worsening  of  chronic 
conditions.  However,  readmissions  may 
also  result  from  poor  quality  of  care  or 
inadequate  transitional  care. 
Randomized  controlled  trials  have 
shown  that  improvement  in  the 
following  areas  can  directly  reduce 
hospital  readmission  rates:  quality  of 
care  during  the  initial  admission; 
improvement  in  communication  with 
patients,  their  caregivers  and  their 
clinicians;  patient  education;  pre¬ 
discharge  assessment;  and  coordination 
of  care  after  discharge.  Successful 
randomized  trials  have  reduced  3p-day 
readmission  rates  by  20-40 
percent.*o  **'  *2.«3.K4.85.86  Evidence  that 
hospitals  have  been  able  to  reduce 
readmission  rates  through  these  quality- 
of-care  initiatives  illustrates  the  degree 
to  which  hospital  best  practices  can 
affect  readmission  rates. 

Our  Quality  Improvement 
Organizations  (QIOs)  began  projects  to 
improve  care  transitions  during  the  9th 
Statement  of  Work  in  14  communities 
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by  applying  successful  interventions 
learned  from  clinical  trials,  such  as 
medication  reconciliation,  increased 
patient  education,  follow  up  after 
discharge,  and  post-discharge 
instructions  for  patients.®’’  Important 
interventions  to  integrate  care  for 
populations  and  communities  now 
continue  among  all  53  QIOs  on  a 
national  scale  in  the  QIO  10th  Statement 
of  Work  which  began  August  2011. 

Because  many  studies  have  shown 
readmissions  to  be  related  to  quality  of 
care,  and  that  interventions  have  been 
able  to  reduce  30-day  readmission  rates, 
we  believe  that  it  is  appropriate  to 
include  an  all-condition  readmission 
rate  as  a  quality  measure  in  the  Hospital 
IQR  Program.  Promoting  quality 
improvements  leading  to  successful 
transition  of  care  for  patients  from  acute 
care  to  outpatient  setting,  and  reducing 
short  term,  preventable  hospital-wide 
readmission  rates  are  CMS’  priority 
objectives. 

"To  provide  a  broader  assessment  of 
the  quality  of  care  at  hospitals, 
especially  for  hospitals  with  too  few 
AMI/HF/PN  readmissions  to  count 
separately,  we  have  developed  a 
Hospital-Wide  Readmission  (HWR) 
measure  using  2008  Medicare  FFS  data. 
Detailed  information  and  specifications 
for  this  measure  can  be  found  on  the 
NQF  Web  site  at:  http:// 
w'ww. qualityforum.org/Projects/ 
ReadmissionsEndorsement 
Maintenance. aspx^t= 
2&‘S=&‘p=7%7C6%7C5%7C4%7C.  The 
objective  of  the  proposed  HWR  measure 
is  to  assess  the  hospital-level,  risk- 
standardized  rate  of  unplanned,  all¬ 
cause  readmissions  after  admissions  for 
any  eligible  condition  within  30  days  of 
hospital  discharge.  The  proposed 
measure  comprises  a  single  summary 
score,  derived  from  the  results  of  five 
different  models,  one  for  each  of  the 
following  specialty  cohorts  (groups  of 
discharge  condition  categories  or 
procedure  categories):  medicine, 
surgery /gynecology;  cardiorespiratory; 
cardiovascular;  and  neurology. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (7^7  FR  28043),  we 
proposed  to  use  one  year  of  data  to 
calculate  the  measure  rate  for  the  HWR 
measure,  which  we  believe  is  sufficient 
to  calculate  this  measure  in  a 
statistically  reliable  manner.  This  is 
because  the  reliability  of  a  hospital’s 
measure  rate  is  related  to  its  sample 
size.  For  its  rate  to  be  calculated  reliably 
statistically,  a  hospital  needs  to  have  a 
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sufficient  number  of  patient  cases  to 
which  the  measure  applies.  Because  the 
proposed  HWR  measure  addresses  over 
90  percent  of  Medicare  FFS 
hospitalizations  for  patients  aged  65  and 
older  (a  much  larger  number  of  patients 
than  the  condition-specific  measures  for 
AMI,  Heart  Failure,  Pneumonia,  and 
Total  Hip/Knee  procedures),  we  believe 
one  year  of  data  would  yield  a  sufficient 
number  of  cases  to  assess  hospital 
performance  in  a  statistically  reliable 
manner.  In  contrast,  for  the  condition- 
specific  readmission  measures  for  AMI, 
Heart  Failure  and  Pneumonia,  each  of 
which  address  a  smaller  proportion  of 
Medicare  FFS  Hospitalizations  than  the 
HWR  measure,  we  must  use  three  years 
of  data  to  have  enough  patient  cases  to 
calculate  the  rates  for  these  measures. 

We  also  believe  that  use  of  one  year  of 
data  for  the  HWR  measure  is 
appropriate  because  it  allows  us  to 
calculate  up-to-date  hospital 
performance  for  the  most  recent  year, 
rather  than  calculating  hospital 
performance  over  the  course  of  three 
years,  as  we  must  do  for  the  AMI,  HF, 
and  PN  readmission  measures.  The 
proposed  measure  methodology  is 
described  in  greater  detail  below. 

The  proposed  measure  uses  30  days 
following  the  index  admission  as  the 
timeframe  for  assessing  hospital 
performance  because  within  this 
timeframe,  readmissions  are  more  likely 
attributable  to  care  received  during  the 
index  hospitalization  and  during  the 
transition  to  the  outpatient  setting.  For 
example,  hospitals,  in  collaboration 
with  their  medical  communities  take 
actions  to  reduce  readmission,  such  as 
ensuring  patients  are  clinically  ready  at 
discharge,  reducing  risk  of  infection, 
reconciling  medications,  improving 
communications  among  providers 
involved  in  management  principles,  and 
educating  patients  about  symptoms  to 
monitor,  whom  to  contact  with 
questions,  and  where  and  when  to  seek 
follow-up  care.  Furthermore  our  “time- 
to-event  curve”  analyses  showed  a 
readmission  curve  with  rapid  early 
accrual  of  readmissions  with  a  stable 
and  consistent  readmission  rate 
thereafter;  the  curve  typically  stabilized 
within  30  days  of  discharge.  Finally,  the 
proposed  30-day  timeframe  is  consistent 
with  the  other  publicly  reported  CMS 
readmission  measures  endorsed  by  the 
NQF. 

The  proposed  HWR  measure  defines 
the  outcome  as  “all-cause”  unplanned 
readmissions.  Unplanned  readmissions 
are  acute  clinical  events  experienced  by 
a  patient  that  require  urgent  hospital 
admission.  Higher  than  expected 
unplanned  readmission  rates  suggest 
lower  quality  of  care  and  are  the  focus 


of  quality  measurement  as  part  of 
quality  improvement  efforts.  Because 
planned  readmissions  are  not  a  signal  of 
quality  of  care,  we  chose  to  exclude 
planned  readmissions  from  being 
considered  as  an  outcome  for  this 
measure.  The  proposed  measure 
includes  hospitalizations  of  patients 
who  were  age  65  or  older  (at  the  time 
of  admission)  who  were  in  Medicare 
Fee-for-Service  (FFS)  for  12  months 
prior  to  the  index  admission,  and  who 
remained  in  Medicare  FFS  for  at  least  30 
days  post-discharge.  The  measure 
excludes  patients  who  died  during  the 
index  admission;  patients  who  were 
transferred  to  another  acute  care 
hospital;  patients  who  were  discharged 
against  medical  advice;  and  patients 
who  died  within  the  30-day  post¬ 
discharge  period.  The  measure  also 
excludes  admissions  for  medical 
treatment  of  cancer;  for  primary 
psychiatric  disease  (patients  admitted 
for  psychiatric  treatment  are  typically 
cared  for  in  separate  psychiatric  or 
rehabilitation  centers  which  are  not 
comparable  to  acute  care  hospitals);  or 
for  physical  rehabilitation  and 
prosthetic  services. 

The  proposed  measure  excludes 
patients  undergoing  medical  treatment 
for  their  cancer  as  their  primary 
procedure  because  we  concluded  that 
readmission  may  not  be  a  good  quality 
indicator  for  this  cohort  of  patients 
compared  to  other  cohorts.  For  example, 
the  cancer  cohort  had  more  than  twice 
the  post-discharge  mortality  of  any  other 
cohort.  It  also  has  a  planned 
readmission  rate  six  times  that  of  any 
other  cohort — 41  percent  of 
readmissions  in  this  cohort  were 
considered  planned.  This  indicates  that 
readmission  in  this  population  is  a 
different  phenomenon  than  for  other 
cohorts.  Most  importantly,  this  cohort’s 
risk  standardized  readmission  ratio 
(SRR)  was  poorly  correlated  with  the 
composite  hospital-wide  SRR  of  all 
other  cohorts.  Statistically  this  implies 
that  readmission  for  the  cancer  cohort  is 
likely  measuring  an  aspect  of  quality 
very  different  from  that  for  other 
cohorts.  Consequently,  we  elected  to 
exclude  this  subset  of  cancer  patients 
from  the  measure. 

For  this  measure,  a  patient  is 
considered  to  have  been  readmitted  if 
they  experience  one  or  more  inpatient 
admissions  within  the  30  days  after 
being  discharged  from  an  initial 
inpatient  admission,  whether  the 
patient  was  readmitted  to  the  same 
hospital  or  another.  The  proposed 
measure  identifies  “planned 
readmissions”  in  claims  data  that  will 
not  count  as  readmissions  in  the 
measure  using  an  algorithm  that 


identifies  readmissions  that  are  likely  to 
be  planned  as  opposed  to  readmissions 
due  to  probable  complications.  The 
algorithm  was  based  on  two  main 
principles; 

•  The  “planned”  readmissions  are 
those  in  which  one  of  a  pre-specifled 
list  of  procedures  took  place  (we  refer 
readers  to  the  measure  methodology 
documentation  on  the  NQF  Web  site  at; 
http://www.qualityforum.org/Projects/ 
Readmissions  Endorsement _ 
Maintenance.aspx#t=2&-p=2/3/6's  for 
the  list),  or  those  for  maintenance 
chemotherapy  or  rehabilitation. 
Maintenance  chemotherapy  and 
rehabilitation  are  common  planned 
readmissions  that  are  reliably 
distinguishable  in  the  data  even  though 
they  are  not  accompanied  by 
procedures. 

•  Admissions  for  acute  illness  or  for 
complications  of  care  are  likely  not 
“planned.”  Clinically,  any  procedure 
completed  during  an  admission  for  an 
acute  illness  is  not  likely  to  have  been 
planned,  even  if  that  procedure  is 
usually  planned  in  other  non-acute 
cases. 

Therefore,  the  proposed  measure  uses 
procedure  codes  and  discharge 
diagnosis  categories  for  each 
readmission  to  identify  planned 
readmissions.  Readmissions  that  occur 
for  planned  procedures  (we  refer  readers 
to  the  measure  methodology  report  on 
the  NQF  Web  site  at;  http:/ /www. quality 
forum.org/Projects/Readmissions_ 
Endorsement _Maintenance.aspx^t=2&' 
p-2/3/&‘s  for  the  list)  and  which  are  not 
for  acute  diagnoses  or  complications  of 
care  (listed  below)  are  identified  as 
planned. 

For  example,  some  patients  have  their 
gallbladders  removed  after  having  been 
identified  as  having  symptomatic 
gallstones.  Usually  this  is  a  surgery  that 
is  planned  in  advance  and  scheduled. 
However,  occasionally  a  patient 
becomes  acutely  ill  or  has  sudden 
inflammation  or  infection  that  requires 
a  gallbladder  surgery  that  was  not 
planned  in  advance.  The  measure  uses 
the  patients’  principal  discharge 
diagnosis  to  differentiate  between 
patients  coming  in  for  gallbladder 
removal  with  chronic  gallstones  (biliary 
disease)  and  patients  acutely  ill  with 
inflamed  gallbladders  (cholecystitis) 
who  are  having  an  unplanned 
gallbladder  removal. 

Therefore,  the  proposed  HWR 
measure  defines  planned  readmissions 
which  are  excluded  from  the  measure  as 
any  readmission; 

•  In  which  any  of  these  procedures 
set  out  in  the  table  below  are  performed 
if  the  discharge  condition  category  is 
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not  acute  or  a  complication  of  care,  as 
discussed  below;  or 
•  For  maintenance  chemotherapy. 

Prcx^edure  Categories  Considered  Planned  Depending  on  the  Discharge  Condition 

Description 


45 .  :  Percutaneous  transluminal  coronary  angioplasty  (PTCA). 

:  -Rehabilitation  (condition  CCS  254). 

84  .  ,  Cholecystectomy  and  common  duct  exploration. 

157  .  Amputation  of  lower  extremity. 

44 .  Coronary  artery  bypass  graft  (CABG). 

78 .  Colorectal  resection. 

51  .  ;  Endarterectomy;  vessel  of  head  and  neck. 

113  .  i  Transurethral  resection  of  prostate  (TURP). 

99 .  Other  OR  gastrointestinal  therapeutic  procedures. 

48 .  Insertion;  revision;  replacement;  removal  of  cardiac  pacemaker  or  cardioverter/defibrillator. 

Maintenance  Chemotherapy  (condition  CCS  45). 

21 1  .  Therapeutic  radiology  for  cancer  treatment. 

3 . ,  Laminectomy;  excision  intervertebral  disc. 

43 .  i  Heart  valve  procedures. 

152  .  Arthroplasty  knee. 

158  . ;  Spinal  fusion. 

55 .  Peripheral  vascular  bypass. 

52  .  1  Aortic  resection;  replacement  or  anastomosis. 

36 .  Lobectomy  or  pneumonectomy. 

153  .  ■  Hip  replacement;  total  and  partial. 

60 .  Embolectomy  and  endarterectomy  of  lower  limbs. 

85  .  Inguinal  and  femoral  hernia,  repair. 

104  .  Nephrectomy;  partial  or  complete. 

1  .  ;  Incision  and  excision  of  CNS. 

124 .  ■  Hysterectomy;  abdominal  and  vaginal. 

167 .  Mastectomy. 

10 .  Thyroidectomy;  partial  or  complete. 

114  .  Open  prostatectomy. 

74 .  Gastrectomy;  partial  and  total. 

119 .  Oophorectomy;  unilateral  and  bilateral. 

1 54  .  Arthroplasty  other  than  hip  or  knee. 

Radical  laryngectomy,  revision  of  tracheostomy,  scarification  of  pleura  (ICD-9  codes  30.4,  31 .74,  34.6). 

166 .  Lumpectomy;  quadrantectomy  of  breast. 

64 .  Bone  marrow  transplant. 

105  .  Kidney  transplant. 

176 .  I  Other  organ  transplantation. 

Electroshock  therapy  (ICD-9  codes  94.26,  94.27). 


The  algorithm  is  designed  to  identify  readmissions.  The  acute  and  categories  for  unplanned  readmissions 

admissions  for  acute  illness  or  complication  discharge  condition  are  listed  below. . 

complication  of  care  as  “unplanned” 


Discharge  Condition  Categories  Considered  Acute  or  Complications  of  Care 


AHRQ  CCS 

Description 

237  . 

Complication  of  device;  implant  or  graft. 

106 . 

Cardiac  dysrhythmias. 

Fracture  (condition  CCS  207,  225,  226,  227,  229,  230,  231 ,  232). 

100 . 

Acute  myocardial  infarction. 

238  . 

Complications  of  surgical  procedures  or  medical  care. 

108 . 

Congestive  heart  failure;  nonhypertensive. 

2 . 

Septicemia  (except  in  labor). 

146 . 

Diverticulosis  and  diverticulitis. 

105 . 

Conduction  disorders. 

109 . 

Acute  cerebrovascular  disease. 

145 . 

Intestinal  obstruction  without  hernia. 

233  . 

Intracranial  injury. 

116 . 

Aortic  and  peripheral  arterial  embolism  or  thrombosis. 

122 . 

Pneumonia  (except  that  caused  by  TB  or  sexually  transmitted  disease). 

131  . 

Respiratory  failure;  insufficiency;  arrest  (adult). 

157 . 

Acute  and  unspecified  renal  failure. 

201  . 

Infective  arthritis  and  osteomyelitis  (except  that  caused  by  TB  or  sexually  transmitted  disease). 

153 . 

Gastrointestinal  hemorrhage. 

All  other  readmissions  are  considered  The  following  is  the  list  of  planned 
unplanned  and  are  counted  as  procedures  based  on  the  full  AHRQ 

readmissions  in  the  measure.  Clinical  Classification  Software  (CCS) 

procedure  category  list. 
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Discharge  Condition  Categories  Considered  Acute  or  Complications  of  Care — Continued 


AHRQ  CCS  I  Description 


130 .  I  Pleurisy:  pneumothorax;  pulmonary  collapse. 

97 .  j  Peri-;  endo-;  and  myocarditis;  cardiomyopathy. 

127 .  ,  Chronic  obstructive  pulmonary  disease  and  bronchiectasis. 

55 .  ;  Fluid  and  electrolyte  disorders. 

159  .  I  Urinary  tract  infections. 

245  . I  Syncope. 

139 .  I  Gastroduodenal  ulcer  (except  hemorrhage). 

160  .  ;  Calculus  of  urinary  tract. 

112 . j  T ransient  cerebral  ischemia. 

'  All  condition  categories. 


To  compare  readmission  performance 
across  hospitals,  the  proposed  measure 
accounts  for  differences  in  patient 
characteristics  (patient  case  mix)  as  well 
as  differences  in  mixes  of  services  and 
procedures  offered  by  hospitals 
(hospital  service-mix).  The  proposed 
measure  includes  93.4  percent  of 
Medicare  FFS  hospitalizations  occurring 
in  2008,  and  includes  92.1  percent  of 
readmissions  following  those 
hospitalizations. 

The  proposed  measure  uses  the 
conditions  and  procedures  defined  by 
the  AHRQ  CCS,  which  is  a  widely  used 
and  accepted  method  of  grouping 
patients  into  diagnostic  categories.  The 
AHRQ  CCS  collapsed  the  more  than 
17,000  different  ICD-9-CM  diagnosis 
and  procedure  codes  into  285  clinically- 
coherent,  mutually-exclusive  condition 
categories  and  231  mutually-exclusive 
procedure  categories.  We  created  five 
major  specialty  cohorts  based  on 
organization  of  care  (medical,  surgery/ 
gynecology,  cardiorespiratory, 
cardiovascular,  and  neurology),  and 
assigned  each  condition  category  to  a 
cohort.  Admissions  that  included  major 
surgical  procedures  (regardless  of 
condition  category)  were  assigned  to  the 
surgery/gynecology  cohort.  We 
estimated  separate  adjustment 
coefficients  for  each  cohort  using  a 
single  set  of  risk  factors.  We  used 
hierarchical  logistic  regression  to  adjust 
for  differences  in  hospital  case  mix  and 
to  account  for  the  clustering  of  patients 
within  a  hospital.  We  adjusted  for  case 
mix  differences  among  hospitals  by  risk¬ 
adjusting  for  patients’  comorbid 
conditions  identified  in  inpatient 
episodes  of  care  for  the  12  months  prior 
to  the  index  admission  as  well  as  those 
present  at  admission.  We  did  not  risk 
adjust  for  diagnoses  that  may  have  been 
a  complication  of  care  during  the  index 
admission.  We  used  CMS  Condition 
Category  groups  (CMS-CCs)  to  define 
the  comorbid  risk  adjusters  and  used  a 
fixed  set  of  comorbid  risk  variables 
across  models.  We  risk  adjusted  for 
service  mix  differences  among  hospitals 


within  each  major  cohort  by  including 
indicator  variables  for  discharge 
condition  categories  (as  defined  by 
AHRQ  CCS)  in  each  model. 

Finally,  we  used  each  of  the  five 
cohort  models  to  calculate  predicted 
and  expected  numbers  of  readmissions 
for  each  hospital  in  each  cohort.  We 
then  derived  a  single  summary  score 
from  the  results  of  the  five  models  by 
calculating  tbe  volume-weighted  log 
average  of  the  predicted  over  expected 
ratios  from  each  model  and  multiplying 
the  resulting  ratio  by  the  average 
national  readmission  rate.  This 
approach  allowed  us  to  take  into 
account  the  variation  in  hospital 
specialty  cohort  mix. 

The  proposed  HWR  measure  was 
recommended  to  the  NQF  board  of 
directors  for  endorsement  in  March 
2012  by  the  NQF  Consensus  Standards 
Approval  Committee  (CSAC).  The  MAP 
supported  selection  of  the  HWR 
measure  for  the  Hospital  IQR  Program 
contingent  on  NQF  endorsement.  This 
measure  is  in  the  final  stages  of  the  NQF 
measure  endorsement  process,  and  we 
expect  its  endorsement  to  be  finalized  in 
the  coming  months. 

We  proposed  to  adopt  this  measure  in 
the  Hospital  IQR  Program  for  the  FY 
2015  payment  determination  and 
subsequent  years  under  the  exception 
authority  in  section 
1886(b)(3)(B)(IX)(bb)  of  the  Act.  This 
section  provides  that  in  the  case  of  a 
specified  area  or  medical  topic 
determined  appropriate  by  the  Secretary 
for  which  a  feasible  and  practical 
measure  has  not  been  endorsed  by  the 
entity  with  a  contract  under  section 
1890(a),  the  Secretary  may  specify  a 
measure  that  is  not  so  endorsed  as  long 
as  due  consideration  is  given  to 
measures  that  have  been  endorsed  or 
adopted  by  a  consensus  organization 
identified  by  the  Secretary.  We 
reviewed  the  NQF-endorsed  measures, 
and  we  were  unable  to  identify  any 
other  NQF-endorsed  measures  that 
assess  hospital-wide  readmissions.  We 
also  are  not  aware  of  any  other  hospital¬ 


wide  readmission  measures  that  have 
been  endorsed  or  adopted  by  a 
consensus  organization  other  than  NQF. 
The  one  other  hospital-wide 
readmissions  measure  of  which  we  are 
aware  is  the  Risk-Adjusted  30-Day  All- 
Cause  Readmission  Rate  measure 
(formerly  NQF  #0329).  This  measure 
was  endorsed  by  NQF,  but  NQF 
removed  the  measure’s  endorsement 
during  a  recent  consensus  development 
project  that  recommended  endorsement 
of  the  HWR  measure.  Accordingly,  we 
proposed  to  adopt  the  HWR  measure 
under  the  Secretary’s  authority  set  forth 
at  section  1886(b)(3)(B)(IX)(bb)  of  the 
Act.  We  invifed  public  comment  on  this 
proposal. 

Comment:  Two  cornmenters 
supported  the  proposed  measure  and 
added  that  avoidable  readmission  can 
result  from  poor  quality  of  care  or 
inadequate  transitional  care.  The 
cornmenters  anticipate  that  the  HWR 
measure  will  be  a  robust  measure  to 
identify  deficiencies  in  communication 
and  gaps  in  care  as  it  would  enable 
hospitals  to  examine  all  facets  of  their 
hospital  operations. 

Response:  We  thank  the  cornmenters 
for  their  support. 

Comment:  Many  cornmenters 
appreciated  CMS’  newly  added 
exclusion  criteria  (such  as  medical 
treatment  of  cancer,  transplants  and 
primary  psychiatric  diagnoses)  for 
certain  planned  readmissions  for  this 
measure  and  recommended  that  for 
harmonization  efforts,  CMS  should 
harmonize  measure  exclusions  for  the 
condition-specific  readmission 
measures  in  the  Hospital  IQR  Program 
and  the  Hospital  Readmissions 
Reduction  Program. 

Response:  We  are  currently  updating 
the  planned  readmissions  for  other  CMS 
condition-specific  readmission 
measures  using  the  newly  added  criteria 
in  the  HWR  measure  and  will  submit 
the  updated  measures  to  the  NQF  for  re¬ 
endorsement. 

Comment:  Many  cornmenters  did  not 
support  the  inclusion  of  this  measure  in 
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the  Hospital  IQR  Program  because  it  was 
not  targeted  to  a  specific  condition. 
Commenters  attributed  success  from  the 
implementation  of  the  AMI,  HF  and  PN 
readmission  measures  to  the  condition- 
specific  nature  of  these  measures  which 
allow  hospitals  to  target  their 
intervention  efforts  on  specific  causes  of 
readmissions  for  each  condition.  The 
commenters  stated  that,  in  contrast,  the 
proposed  hospital-wide,  all-cause,  all¬ 
condition  readmission  measure  does  not 
highlight  any  specific  condition  and, 
therefore,  it  will  only  serve  to  detract 
away  from' successful  condition-specific 
strategies. 

Response:  We  agree  that  it  is  helpful 
to  assess  readmission  rates  and  hence 
target  quality  improvement  for  specific 
groups  for  patients  with  specific 
conditions,  as  indicated  by  the 
commenters.  However,  we  are  mindful 
that  these  conditions  account  for  only  a 
small  proportion  of  total  hospital 
readmissions.  That  is  the  reason  for  our 
proposal  of  the  hospital-wide 
readmission  measure,  which  would 
provide  a  broader  assessment  of  the 
quality  of  care  provided  to  hospital 
patients  who  have  medical  conditions 
other  than  AMI,  HF,  and  PN.  The 
hospital-wide  measure  will  allow  for  a 
more  comprehensive  evaluation  of  a 
hospital’s  quality.  The  hospital-wide 
measure  is  designed  with  five  distinct 
cohorts,  which  allow  for  quality 
improvement  efforts  within  particular 
service  lines.  Overall  the  hospital-wide 
measure  and  condition-specific 
measures  should  be  complementary  in 
allowing  both  for  profiling  overall 
hospital  quality  and  promoting  quality 
improvement. 

Comment:  Some  commenters 
specifically  opposed  our  proposal  to 
account  for  the  variations  in  hospital 
specialty  cohort  mix  with  a  single 
summary  score  obtained  from 
calculating  the  volume-weighted  log 
average  of  the  predicted  over  expected 
ratios  from  each  of  the  five  models  and 
multiplying  the  resulting  ratio  by  the 
average  national  readmission  rate. 

Response:  The  commenters  opposed, 
but  did  not  provide  the  rationale  for 
opposing,  using  a  single  summary  score 
obtained  from  5  models  for  the  measure. 
We  explain  our  rationale  for  using  it 
here.  The  measure  approach  allows  us 
to  take  into  account  the  variation  in 
hospital  specialty  cohort  mix.  In 
particular,  we  wanted  to  be  careful  to 
fully  account  for  the  differences  in 
readmission  risk  between  surgical  and 
non-surgical  patients.  Our  analyses 
found  that  even  within  the  same 
discharge  condition,  patient  risk  for 
readmission  was  strongly  affected  by 
whether  a  surgical  procedure  was 


performed  during  hospitalization. 
Patients  undergoing  surgical  procedures 
typically  had  better  outcomes  than 
patients  w'ho  did  not  undergo  a 
procedure  but  were  admitted  with  the 
same  discharge  condition.  In  short, 
using  five  models  rather  than  a  single 
model  improves  model  performance  and 
patient-level  discrimination,  and  will 
significantly  improve  the  usability  of 
the  measure. 

Comment:  Some  commenters  were 
concerned  that  hospitals  might  have 
difficulties  in  using  the  measure  which 
is  based  on  the  AHRQ  Clinical 
Classification  Software  (CCS)  for  acute 
and  complication  discharge  condition 
categories  for  unplanned  readmissions, 
whereas  hospitals  use  the  ICD-9  DRGs 
for  claims  purposes.  The  CCS  codes  do 
not  match  the  Medicare  Severity 
Diagnosis  related  groups-driven  claim 
data  that  the  hospitals  are  using. 
Therefore,  the  commenters 
recommended  organizing  readmissions 
in  a  manner  consistent  with  current 
hospital  claim  data  such  as  specific 
ICD-9  codes  and  future  ICD-10  codes. 

Response:  Although  hospitals  are  paid 
by  DRG,  the  claims  that  hospitals 
submitted  to  CMS  contain  diagnoses 
(the  primary  and  secondary  diagnoses) 
in  the  ICD-9  format.  The  AHRQ 
software  groups  patients  into  CCS  using 
the  ICD— 9  codes.  Hospitals  should  have 
no  problems  crosswalk  between  the 
AHRQ  CCS  (maintained  for  both  ICD— 9 
and  ICD-10  codes)  and  the  diagnosis  on 
hospital  claims. 

Comment:  Many  commenters  did  not 
support  this  measure  and  perceived  the 
measure  as  lacking  in;  (1)  Differentiation 
between  related  and  unrelated 
readmissions;  and  identification  of  all 
planned  readmissions;  (2)  sufficient 
risk-adjustments  for  patient 
characteristics  (dual  eligible  status, 
race/ethnicity,  and  SES  factors):  and  (3) 
exclusions  for  extreme  circumstances 
(transplant,  end-stage  renal  disease 
burn,  trauma,  psychosis,  and  substance 
abuse).  Commenters  were  particularly 
concerned  that  the  lack  of  adjustments 
for  SES  factors  will  have  unintended 
consequences  of  unfairly  penalizing 
hospitals  treating  disadvantaged 
patients  as  well  as  impairing  patients, 
access  to  hospitals. 

Response:  The  measure  does  not 
differentiate  between  related  and 
unrelated  readmission  for  a  number  of 
reasons.  First,  from  the  patient 
perspective,  readmission  for  any  reason 
is  likely  to  be  an  undesirable  outcome 
of  care  after  an  acute  hospitalization. 
Second,  readmissions  not  directly 
related  to  the  index  hospitalization  may 
still  be  a  result  of  the  care  received 
during  hospitalization.  For  example,  a 
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patient  hospitalized  COPD  who 
develops  a  hospital-acquired  infection 
may  ultimately  be  readmitted  for  sepsis. 
It  would  be  inappropriate  to  treat  this 
readmission  as  unrelated  to  the  care  the 
patient  received  during  the  index 
hospitalization.  Furthermore,  the  range 
of  potentially  avoidable  readmissions 
also  includes  those  not  directly  related 
to  the  initial  hospitalization,  such  as 
those  resulting  from  poor 
communication  at  discharge  or 
inadequate  follow-up.  In  addition, 
readmissions  for  rare  reasons 
completely  unrelated  to  hospital  care, 
such  as  car  accidents  involving  the 
patient  as  a  passenger,  are  likely  to  be 
distributed  randomly  across  hospitals 
and  are  not  expected  to  introduce  any 
bias  into  the  measure  results.  Thus,  the 
goal  of  this  measure  is  not  to  reduce 
readmissions  to  zero,  but  to  instead 
assess  hospital  performance  relative  to 
what  is  expected  given  the  performance 
of  other  hospitals  with  similar  case 
mixes. 

VVe  appreciate  the  concern  expressed 
by  the  commenters  that  patients  of  these 
“extreme  circumstances”  clinically 
could  be  sicker  and  likely  to  be 
readmitted.  The  measure  addresses 
clinical  differences  in  hospitals’  case- 
mix  through  risk  adjustment  rather  than 
through  excluding  patients  from  the 
measure  as  suggested  by  the  commenter. 
The  goal  in  developing  outcomes 
measures  is  to  create  a  clinically 
cohesive  cohort  that  includes  as  many 
patients  as  possible  admitted  with  the 
given  condition.  Greatly  expanding  our 
list  of  exclusions  would  result  in  a 
measure  that  was  less  useful  and 
meaningful,  because  it  would  reflect  the 
care  of  fewer  patients.  In  addition,  we 
believe  that  by  excluding  patients  with 
significant  comorbidities,  the  measure 
would  not  assess  of  the  quality  of  care 
for  those  patients.  To  fairly  profile 
hospitals’  performance,  it  is  critical  to 
place  hospitals  on  a  level  playing  field 
and  account  for  their  differences  in  the 
patients  that  present  for  care.  This  is 
accomplished  through  adequate  risk- 
adjustment  for  patients’  clinical 
presentation  rather  than  exclusion  of 
patients.  ' 

Comment:  A  few  commenters 
opposed  the  proposed  adoption  of  this 
measure  as  the  commenters  believed 
readmission  rates  are  more  closely 
related  to  patient  expectations, 
community  standards,  health  literacy, 
and  other  unknown  factors  during 
hospitalization  which  are  not  accounted 
for  in  the  risk  models  articulated  in  the 
rule.  Thevcomrnenters  suggested  that 
there  is  little  correlation  between 
quality  of  care  provided  and  overall 
readmission  rates. 
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Response:  Risk-standardized 
readmission  rates  provide  an  important 
quality  signal.  Readmission  of  patients 
who  were  recently  discharged  after 
hospitalization  with  AMI,  HF,  or 
pneumonia  represents  an  important, 
expemsive,  and  often  modifiable  adverse 
outcome.  The  risk  of  readmission  can  be 
modified  by  the  quality  and  type  of  care 
provided  to  these  patients.  There  is 
ample  evidence  that  hospitals  can 
reduce  their  readmission  rates  through 
such  efforts  as:  ensuring  patients  are 
clinically  ready  at  discharge,  reducing 
risk  of  infection,  reconciling 
medications,  improving  communication 
with  community  providers  participating 
in  transitions  of  care,  educating  patients 
adequately  upon  discharge,  and 
assuring  patients  understand  follow-up 
care  upon  discharge. 

Comment:  A  commenter  raised  some 
methodological  questions  on  the  HWR 
measure.  First,  the  commenter  noted 
that  the  HWR  model  was  originally 
estimated  using  2008  data  aryl  the 
commenter  asked  for  the  anticipated  lag 
between  finalization  and  when  the 
measure  is  implemented  for  FY  2015 
payment  determination.  Second,  the 
commenter  asked  whether  it  was 
methodologically  appropriate  to  view 
statistical  power  as  additive  between  the 
five  individual  -models  for  the  five 
specialty  cohorts  identified  by  the 
model  developers.  Finally,  the 
commenter  asked  for  the  sample  size  of 
the  five  cohort  models  in  the  2008  data. 

Response:  For  2013  public  reporting, 
we  plan  to  use  one  year  of  data  to 
calculate  the  measure.  We  note  that  all 
of  the  patients  in  the  five  models 
contribute  to  the  statistical  power  of  the 
measure.  The  measure  is  divided  into 
five  specialty  cohorts  in  order  to  enable 
hospitals  to  focus  improvement  efforts 
within  clinically  coherent  specialties. 
CMS  evaluated  the  appropriateness  of 
combining  the  5  specialty  cohort  scores 
into  a  single  score  by  looking  at  the 
correlation  among  the  specialty  cohort 
scores  and  calculating  Cronbach’s  alpha, 
a  statistic  that  measures  the  internal 
consistency  of  a  composite.  The 
correlations  among  the  coefficients 
ranged  from  0.35  to  0.65,  and  the 
Cronbach  alpha  result  was  0.83, 
indicating  good  internal  consistency. 
Both  of  these  analyses  confirmed  the 
appropriateness  of  combining  the  5 
scores  into  a  composite  score.  These 
findings  were  included  in  the  technical 
report  submitted  to  the  National  Quality 
Forum.  Finally,  the  sample  size  of  the 
five  cohort  models  in  the  2008  data  for 
the  Medicine  group  is  3,086,792, 
Surgery/gynecology  2,163,279, 
Cardiorespiratory  1,405,267, 


Cardiovascular  843,373,  and  Neurology 
7,957,901. 

Comment:  A  commenter  asked  if  the 
new  proposed  readmission  exclusion 
criteria  would  be  applied  to  the  existing 
condition-specific  measures  before  the 
October  implementation  of  the  Hospital 
Readmissions  Reduction  Program. 

Response:  In  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule,  we  proposed  to  use 
the  current  NQF-endorsed  AMI,  HF,  and 
pneumonia  condition-specific  measure 
specifications  for  the  Hospital 
Readmissions  Reduction  Program. 
However,  in  response  to  stakeholder 
input,  we  will  update  the  condition- 
specific  measures  to  include  more 
planned  readmissions -which  would  not 
be  counted  as  rea'dmissions.  The 
updated  measures  will  be  submitted  to 
NQF  for  approval.  Should  NQF  approve 
these  changes  to  the  measures,  because 
we  have  already  adopted  these  NQF 
endorsed  measures  in  the  IQR  and 
Hospital  Readmission  Reduction,  we 
would  adopt  these  updates  to  the 
measures  for  future  use  in  these 
programs  through  the  subregulatory 
process  we  are  finalizing  in  this  rule. 

Comment:  Many  commenters  believed 
it  is  premature  to  include  the  30-day  all¬ 
cause  hospital-wide  readmission 
measure  at  this  time.  The  commenters 
indicated  several  reasons  for  not 
supporting  this  measure.  The 
commenters  stated  that  the  measure  is 
still  under  appellate  review  by  the  NQF 
and  endorsement  is  still  pending.  The 
commenters  believed  that  CMS  is 
risking  the  disengagement  of  the 
provider  community  by  proposing  a 
non-NQF-endorsed  measure. 

Some  commenters  were  concerned 
over  the  suitability  of  this  measure  for 
public  reporting  and  future  ties  to 
payment  policy  because  the  claims  data 
used  is  between  18  to  30  months  old. 
The  commenters  contended  that  older 
data  does  not  afford  hospitals  the 
opportunity  for  meaningful  feedback 
needed  for  immediate  improvement 
opportunities.  Commenters  inquired  if 
hospitals  will  have  the  opportunity  to 
verify  and/or  appeal  their  HWR 
discrepancies.  The  commenters 
recommended  that  CMS  provide 
calculated  actionable  data  results  on  a 
quarterly  basis,  rather  than  the  annual 
posting  currently  used  for  the 
conditions-specific  measures. 

Finally,  the  commenters  believed  the 
measure  creates  potential  for  significant 
and  harmful  unintended  coTisequences 
by  resulting  in  more  ED  visits  or  more 
repeated  observation  stays  during  the 
30-day  period.  The  commenters  also 
cautioned  that  publicly  reporting 
readmission  rates  without  monitoring 
potentially  adverse  unintended 


consequences  as  stated  in  the  comment 
could  undermine  patient-centered  care. 

Response:  We  note  that  NQF  endorsed 
the  Hospital-Wide  Readmission 
(tentative  NQF  #1789)  measure  in  the 
summer  of  2012.  Therefore  the  measure 
we  proposed  is  an  NQF-endorsed 
measure.  For  public  reporting  of  this 
measure,  we  intend  to  use  one  year  of 
data.  This  would  allow  the  measures  to 
be  calculated  using  the  most  recent  data. 
There  will  be  one  year  lag  when  the  data 
are  finally  posted  on  Hospital  Compare. 
It  is  because  we  need  to  build  in 
sufficient  time  for  data  production  and 
data  display  and  for  hospitals  to 
preview  their  data  before  they  are 
posted  on  Hospital  Compare.  We 
appreciate  the  commenters’  request  for 
timely,  quarterly  data  and  we  are 
considering  options  for  providing 
hospitals  with  unadjusted  all-hospital 
readmission  data  on  a  more  frequent 
basis  to  assist  hospitals  in  their  quality 
improvement  efforts. 

We  want  to  assure  the  commenters 
that  we  have  a  solid  review,  correction 
and  payment  process  in  place  that 
would  appropriately  link  submitted  data 
to  payment.  The  hospital-wide 
readmission  measures  are  calculated 
based  on  the  claims  that  hospitals 
submitted  to  and  were  paid  by  CMS.  We 
will  share  with  hospitals  their  measure 
data  using  the  same  “preview”  process 
that  we  have  been  implementing  for  the 
Hospital  IQR  Program.  We  will  transmit 
to  hospitals  through  QualityNet  their 
hospital-specific  reports  containing 
their  individual  patient  data  and  their 
measure  rates  30  days  prior  to  posting 
their  measures  on  Hospital  Compare 
Web  site.  Hospitals  are  encouraged  to 
verify  their  data  during  this  30-day 
preview  period.  If  hospitals  find  errors 
in  the  claims  they  submitted  to  CMS  for 
calculating  the  measure,  they  can 
submit  the  corrections  in  accordance 
with  the  normal  claims  adjustment  and 
timely  filing  rules  specified  in  the 
Medicare  Claims  Processing  Manual 
Pub.  100—04,  Chapter  1.  During  the 
preview  period,  hospitals’  hospital- 
specific  reports  we  will  include  data  to 
track  where  their  patients  were 
readmitted  in  their  hospital-specific 
report,  which  should  help  hospitals 
with  their  quality  improvement  efforts. 
Regarding  the  concern  whether  we  are 
applying  the  exclusion  criteria  of  the 
measure  methodology  correctly,  the 
preview  process  can  be  helpful. 
Hospitals  will  have  the  opportunity  to 
verify  and  monitor  the  cases  being 
included  in  the  measures. 

We  appreciate  the  commenter’s 
suggestion  to  monitor  for  unintended 
consequences  such  as  more  ED  visits  • 
and  observations  services  and  CMS 


53528 


Federal  Register / Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


plans  to  conduct  analyses  to  monitor 
these  consequences. 

Comment:  A  few  commenters 
recommended  that  with  the 
implementation  of  the  30-day  all-cause 
hospital-wide  readmission,  the  30-day 
risk-standardized  readmission  measures 
for  AMI,  HF,  and  PN  should  be  removed 
from  the  Hospital  IQR  Program  measure 
set  so  that  these  three  conditions  would 
not  be  counted  twice. 

Response:  We  appreciate  the 
comment,  however,  we  see  value  in 
reporting  both  the  condition-specific 
measures  and  the  hospital-wide 
measure.  The  condition-specific 
measures  give  hospitals  detailed 
information  and  results  on  well-defined 
clinical  groups  of  patients  that  account 
for  a  disproportionate  number  of 
hospital  readmissions,  and  we  expect 
that  these  results  can  provide  important 
benchmarks  for  hospitals  and  inform 
quality  improvement.  In  contrast,  the 
hospital-wide  measure  will  provide 
hospitals  with  information  on  how  it 
compares  to  other  hospitals  with  similar 
patients  hospital-wide  and  inform 
strategies  for  lowering  readmission  risk 
across  the  board  for  all  patients.  CMS 
intends  to  publicly  report  both  the 
hospital-wide  and  condition-specific 
readmission  measures  as  we  believe 
both  measures  help  present  a  more 
comprehensive  picture  of  the  quality  of 
care  in  hospitals. 

Comment:  A  commenter  encouraged 
CMS  to  recognize  a  patient’s 
responsibility  regarding  hospital 
readmissions  as  hospitals  should  not  be 
held  accountable  for  patient  behavior. 

Response:  We  recognize  the  role  of 
patient  compliance  and  the  role  of 
primary  care  and  post  acute  care 
providers  in  preventing  readmissions. 
However,  currently'approximately  one 
out  of  five  admissions  resulted  in 
readmission.  We  believe  that  this  rate  is 
too  high.  We  recognize  that  reducing 
readmission  is  a  multi-facet  effort  that 
requires  collaboration  among  different 
stakeholders  in  the  communities. 
However  there  is  ample  evidence  that 
hospitals  can  reduce  their  readmission 
rates  through  such  efforts  as:  Ensuring 
patients  are  clinically  ready  at 
discharge,  reducing  risk  of  infection; 
reconciling  medications;  improving 
communication  with  community 
providers  participating  in  transitions  of 
care;  educating  patients  adequately 
upon  discharge;  and  assuring  patients 
understand  follow-up  care  upon 
discharge.  The  measure  encourages 
hospitals  to  improve  patient  care 
transitions  and  collaborate  with  the 
providers  and  other  resources  in  their 
communities  to  reduce  readmissions. 


After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  HWR  measure  for  the  ^’Y 
2015  payment  determination  and 
subsequent  years  as  proposed. 

(C)  New’  Chart- Abstracted  Measure: 
Elective  Delivery  Prior  to  39  Completed 
Weeks  Gestation:  Percentage  of  Babies 
Electively  Delivered  Prior  to  39 
Completed  Weeks  Gestation  (NQF 
#0469) 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28046),  we 
proposed  for  the  FY  2015  payment 
determination  and  subsequent  years  to 
add  a  chart-abstracted  measure,  Elective 
Delivery  Prior  to  39  Completed  Weeks 
Gestation:  Percentage  of  Babies 
Electively  Delivered  Prior  to  39 
Completed  Weeks  Gestation.  In 
launching  the  Strong  Start  Initiative 
[http://ivw\v.innovation. cms.gov/ 
initiatives/strong-start/)  to  help  reduce 
preterm  births,  the  HHS  Secretary 
indicated  in  a  press  release  that  more 
than  half  a  million  infants  are  born 
prematurely  in  America  each  year,  and 
that  this  trend  has  increased  36  percent 
over  the  last  20  years.  Preterm  births 
may  require  additional  medical 
attention  and  early  intervention 
services.  Some  recent  research  indicates 
that  elective  deliveries  before  39  weeks 
increase  the  risk  of  significant 
complications  for  mother  and  baby,  as 
well  as  long-term  health 
problems.****  **^  **  '^'  Preterm  births  are  a 
growing  public  health  problem  that  has 
significant  consequences  for  families 
well  into  a  child’s  life. 

As  a  public  campaign  to  reduce 
preterm  births,  the  Strong  Start 
initiative’s  objective  is  to  test  ways  to 
reverse  this  trend  by  helping  provide 
expectant  mothers  with  the  care  they 
need  for  a  healthy  delivery  and  a 
healthy  baby,  and  by  focusing  on 
reducing  early  elective  deliveries,  which 
can  lead  to  a  variety  of  health  problems 
for  mothers  and  infants. 

The  Strong  Start  Initiative  cuts  across 
many  agencies  within  HHS  and  involves 
external  organizations  including  the 
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March  of  Dimes,  and  the  American 
College  of  Obstetricians  and 
Gynecologists  (AGOG).  We  believe  that 
a  reduction  in  the  number  of 
nonmedically  indicated  elective 
deliveries  at  >37  to  <39  weeks  gestation 
will  result  in  a  substantial  decrease  in 
neonatal  morbidity  and  mortality,  as 
well  as  a  significant  savings  in 
healthcare  costs.  In  addition,  the  rate  of 
cesarean  sections  should  decrease  with 
fewer  elective  inductions  resulting  in 
decreased  length  of  stay  and  healthcare 
costs.  The  proposed  measure  would 
assist  hospitals  in  tracking 
nonmedically  indicated  early  term 
elective  deliveries  and  reduce  the 
occurrence  of  such  deliveries.  This 
measure  would  assess  patients  with 
elective  vaginal  deliveries  or  elective 
cesarean  sections  at  >37  and  <39  weeks 
of  gestation  completed.  The  numerator 
for  this  measure  is  the  number  of 
patients  with  elective  deliveries  with 
principal  or  other  procedure  codes  for 
one  or  more  of  the  following:  Medical 
induction  of  labor,  and  Cesarean  section 
while  nofin  active  labor  or  experiencing 
spontaneous  rupture  of  membranes. 
Exclusions  are:  Less  than  8  years  of  age; 
Greater  than  or  equal  to  65  years  of  age; 
Length  of  Stay  >120  days;  and  enrolled 
in  clinical  trials. 

We  proposed  to  adopt  this  measure 
for  the  Hospital  IQR  Program  because 
we  believe  this  measure  furthers  the 
National  Quality  Strategy’s  three-part 
aim  of  better  health  care  for  individuals, 
better  health  for  populations,  and  low 
costs  for  health  care.  In  addition,  we 
have  determined  that  the  measure  is 
relevant  to  the  nearly  2  million 
Medicare  beneficiaries  who  are  aged  44 
and  under,  most  of  whom  are  dual 
eligible  beneficiaries,  who  have  the 
potential  to  be  impacted  by  pre-term 
births.  This  is  evidenced  by  the  fact 
that,  in  2011,  Medicare  paid  for  roughly 
14,000  births.  The  measure  is  NQF- 
endorsed;  therefore,  the  measure  meets 
the  selection  criteria  under  section 
1886(bK3)(B)(viii)(IX)(aa)  of  the  Act. 

The  measure  is  currently  under  NQF 
maintenance  review.  In  its  Pre- 
Rulemaking  report  for  2012,  the  MAP 
also  recommended  the  inclusion  of  this 
measure  in  the  Hospital  IQR  Program. 
TJC  is  the  measure  steward  of  this 
measure  and  the  detailed  measure 
specification  can  be  found  on  the  TJC 
Web  site  at:  http:// 

manual.jointcommission.org/releases/ 

TfC2012A/MIF0166.htmI. 

We  proposed  to  add  this  measure  to 
the  Hospital  IQR  Program  for  the  FY 
2015  payment  determination,  with  • 
collection  beginning  with  January  1, 
2013  discharges.  Although  this  measure 
is  chart-abstracted,  we  proposed  that 
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this  measure  would  be  collected  in 
aggregated  numerator,  denominator,  and 
exclusion  counts  per  hospital  via  a  Web- 
based  tool  (as  opposed  to  collecting 
patient-level  data  from  hospitals). 

Specific  details  regarding  this  proposed 
approach  to  data  collection  are  included 
in  section  VIII.A.5.  of  this  preamble  on 
the  form,  manner,  and  timing  of  quality 
data  submission  for  the  Hospital  IQR 
Program.  We  anticipate  that  the  e- 
specifications  of  this  measure  will  be 
completed  in  the  summer  of  2012.  We 
intend  to  move  to  EHR-based  collection 
of  this  and  other  measures  once  the 
necessary  infrastructure  to  do  so  is  in 
place.  We  invited  public  comment  on 
our  proposal  to  adopt  this  measure. 

Comment:  A  commenter  suggested 
that  preterm  delivery  is  better  defined  as 
delivery  “prior  to  37  completed  weeks 
of  gestation”  rather  than  “prior  to  39 
completed  weeks  of  gestation”  as 
indicated  in  the  proposed  measure. 

Response:  After  reviewing  the 
comment,  we  recognize  that  in  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28046),  we  incorrectly  used  the  term 
“pre-term  births”  to  describe  the 
measure,  which  refers  to  early  elective 
deliveries  occurring  >37  weeks  and  <39 
weeks.  The  commenter  is  correct  that 
preterm  delivery  is  better  defined  as 
delivery  prior  to  37  weeks  of  gestation. 
However,  for  this  measure,  we  clarify 
that  we  are  not  referring  to  deliveries 
prior  to  37  weeks  gestation. 

Comment:  Many  commenters 
supported  this  proposed  measure  for 
inclusion  in  the  Hospital  IQR  Program, 
but  did  not  believe  it  is  appropriate  for 
the  Hospital  VBP  Program  in  future 
years.  Instead,  the  commenters 
suggested  that  a  measure  focusing  on 
obstetrical  delivery  of  babies  would  be 
more  appropriate  for  potential  inclusion 
in  a  Medicaid  VBP  Program  or  for  use 
by  other  purchasers  for  whom  this 
constitutes  a  substantial  proportion  of 
hospitalized  patients. 

Four  commenters  supported  this 
proposed  NQF-endorsed  and  MAP- 
recommended  measure  for  inclusion  in 
the  Hospital  IQR  Program,  and  they 
believed  the  measure  will  encourage 
providers  to  reduce  the  number  of  non- 
medically  indicated  elective  deliveries, 
which  could  result  in  a  substantial 
decrease  in  neonatal  morbidity  and 
mortality.  Two  commenters  stated  that 
^  the  measure  sends  a  clear  signal  that 
CMS  recognizes  the  importance  of  using 
measures  that  go  beyond  the  Medicare 
population  and  reflects  the  quality 
concerns  of  the  private  purchasers  as 
well  as  states  that  are  facing  extreme 
financial  challenges  related  to  Medicaid. 
One  commenter  noted  that  this  measure 
will  be  enormously  meaningful  to 


women,  a  large  and  important  group  of 
health  care  consumers,  who  can  then 
make  informed  decisions  about  non- 
medically  indicated  elective  delivery. 

Response:  We  thank  the  commenters 
for  their  support  and  note  that 
regardless  of  the  source  of  health 
benefits  for  women  of  childbearing  age, 
the  ACOG  and  AAP  standard  of 
requiring  39  weeks  gestation  prior  to 
elective  delivery  should  be  adhered  to. 
Therefore,  we  believe  that  whether  a 
woman  of  childbearing  age  is  provided 
healthcare  benefits  under  Medicare, 
Medicaid  or  both  should  not  determine 
which  CMS  program  this  measure  is 
implemented  in.  We  have  not  yet 
evaluated  this  measure  in  terms  of  its 
suitability  for  the  Hospital  VBP 
Program,  but  we  believe  that  patient 
safety  in  general  is  a  topic  that  should 
be  addressed  in  the  Hospital  VBP 
Program. 

Comment:  A  few  commenters  noted 
that  Medicare  paid  for  only  about 
14,000  deliveries  in  2011  out  of 
approximately  4  million  babies  born  in 
the  U.S.  each  year.  The  commenters 
asked  for  clarification  on  whether  a 
hospital  is  expected  to  report  the  early- 
term  elective  delivery  rate  for  all 
obstetric  patients  or  only  for  the  tiny 
fraction  of  Medicare  patients  with 
elective  deliveries.  Commenters 
assumed  that  CMS 'proposed  this 
measure  for  all  patients  given  that 
individual  hospitals  would  likely  lack 
enough  data  for  Medicare-only 
deliveries  to  produce  meaningful  rates 
of  early-term  elective  deliveries.  One 
commenter  stated  that  the  inclusion  of 
such  a  measure  that  only  applies  to  a 
small  number  of  hospitals  is  not 
appropriate  to  expand  the  Hospital  IQR 
Program.  A  commenter  requested 
clarification  whether  the  measure 
applies  to  all  patients  or  just  Medicare 
patients. 

Response:  We  appreciate  the 
opportunity  to  clarify  the  population  in 
which  the  measure  will  be  used.  We 
intend  to  apply  the  measure  to  all 
births,  not  just  births  to  Medicare 
patients  in  order  to  identify  the 
percentage  that  is  occurring  >37  weeks 
and  <39  weeks.  The  applicable  patients 
are  all  patients  that  are  >8  years  of  age. 
We  are  not  restricting  the  population  to 
Medicare  patients  for  this  or  any  other 
chart  abstracted  measures  used  in  the 
Hospital  IQR.Program. 

Comment:  Two  commenters  suggested 
induction  should  be  defined  as  when 
cervical  drugs  are  administered, 
outpatient  cervical  ripening  occurs,  or 
cervical  ripening  occurs  in  nOn-delivery 
admissions  when  patients  are  sent  home 
and  admitted  later  for  delivery.  The 
commenters  also  suggested  that 


gestational  age  should  be  defined  as 
cervical  ripening,  AROM,  or  oxytocin 
started.  One  commenter  believed  the 
current  definition  of  gestational  age 
used  by  CMS  is  inadequate,  and 
recommends  that  CMS  amend  the 
acceptable  sources  for* determination  of 
gestational  age. 

Commenters  recommended  risk- 
adjustment  as  well  as  the  inclusion  of 
membrane  stripping  and  cervical 
ripening  agents  in  this  measure  as  an 
induction.  Commenters  preferred  data 
collection  from  registries  rather  than  a 
Web-based  tool.  For  the  future,  one 
commenter  recommended  including 
patients  within  a  medical  necessity 
category  that  may  benefit  from  a 
gestation  period  greater  than  39  weeks. 

Response:  Regarding  the  definition  of 
induction  and  gestational  age,  data 
collection  for  measure  calculation  from 
registry  data  and  refining  the  measure 
inclusion  criteria,  we  will  take  these 
recommendations  into  consideration 
and  collaborate  with  the  steward  of  the 
measure  to  address  these  concerns.  We 
note  that  the  measure  is  endorsed  with 
the  current  methodology.  Should  the 
measure  steward  change  the  current 
measure  methodology  by  the  addition  of 
risk  adjustment  and/or  make  changes  to 
induction  definitions  or  inclusion 
criteria,  the  measure  could  change 
substantially  and  place  the  measure  at 
risk  for  losing  its  endorsement  status. 

We  will  take  these  definitions  and 
recommendations  into  consideration 
prior  to  the  next  measure  maintenance 
review. 

Comment:  One  commenter  requested 
clarification  regarding  the  definition  of 
elective  and  recommends  CMS  exclude 
cases  of  prior  cesarean  or  myomectomy. 

Response:  In  the  context  of  this 
measure  and  as  defined  by  the  measure 
steward,  elective  deliveries  are  those 
that  occur  without  medical  indication. 

In  the  context  of  this  measure  and  as 
defined  by  the  measure  steward, 
elective  deliveries  are  those  that  occur 
without  medical  indication.  For  those 
situations  in  which  a  history  of  prior 
myomectomy  or  cesarean  section  are 
clear  medical  indications  for  delivery 
prior  to  39  weeks,  the  measure  allows 
for  the  abstractors  to  indicate  that 
delivery  was  medically  indicated.  We 
will  also  convey  the  recommended 
exclusions  of  cases  with  a  history  of 
medical  indication  of  prior  cesarean  or 
myomectomy  to  the  measure  steward  for 
consideration. 

Comment:  A  commenter  pointed  out 
that  this  measure  is  part  of  the  required 
clinical  quality  measures  proposed  for 
Stage  2  meaningful  use  of  certified  EHR 
technology.  The  commenter 
recommended  that  CMS  defer  the 
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implementation  of  this  measure  until 
the  measure  can  be  reported  as  an 
eMeasure. 

Response:  Because  we  believe  that  the 
data  reporting  based  on  the  current 
measure  specification  is  not 
burdensome,  we  do  not  see  a  need  to 
delay  the  implementation  of  this 
measure  in  the  Hospital  IQR  Program. 
Once  e-specification  of  the  measure  is 
completed,  we  will  consider  the  option 
of  e-reporting. 

Comment:  A  few  commenters 
supported  the  proposed  aggregate  data 
reporting  but  were  unclear  how  would 
this  data  collection  method  would 
alleviate  burden  on  hospitals. 

One  commenter  requested  that  CMS 
clarify  the  frequency  of  data  reporting  as 
well  as  how  the  data  would  be 
displayed  accurately  without  validation. 
The  commenter  was  encouraged  that 
TJC  is  working  on  the  e-specification  of 
this  measure  and  the  commenter 
requested  CMS  to  consult  with  TJC  for 
any  recent  changes  in  the  measure. 

Response:  We  appreciate  the 
importance  of  having  adequate 


resources  when  performing  quality 
health  assessments.  We  believe  that 
methods  of  collecting  data  for  this 
measure  should  minimize  additional 
hospital  burden  because  the  measure 
data  are  submitted  for  the  hospital’s 
aggregate  numerator,  denominator  and 
exclusions  through  a  Web-based  entry 
Jtool  rather  than  submitting  data  on  each 
of  the  hospital’s  individual  patient 
cases.  Display  of  measure  results  on 
Hospital  Compare  is  required  as  part  of 
the  Hospital  IQR  Program,  and  we  note 
that  not  all  measure  results  on  Hospital 
Compare  are  validated,  but  that 
hospitals  are  responsible  for  ensuring 
completeness  and  accuracy  of  the  data 
regardless  of  whether  CMS 
independently  validates  that  data.  We 
will  work  closely  with  TJC  to 
implement  the  measure.  The  frequency 
of  reporting  this  measure  is  addressed  in 
the  Form,  Manner  and  Timing  section  of 
this  program. 

Comment:  A  commenter  urged  CMS 
to  allow  hospitals  to  authorize  an  ORYX 
vendor  to  submit  the  same  data  that  the 
vendor  is  submitting  to  TJC. 


Response:  We  will  consider  this 
suggestion  for  future  implementation. 

Based  on  the  public  comments  we 
received,  we  are  finalizing  the  Elective 
Delivery  Prior  to  39  Completed  Weeks 
Gestation;  Percentage  of  Babies 
Electively  Delivered  Prior  to  39 
Completed  Weeks  Gestation  measure  for 
FY  2015  payment  determination  and 
subsequent  years  as  proposed.  The  data 
collection  requirements  for  this  measure 
are  detailed  in  the  “Form,  Manner,  and 
Timing  of  Quality  Data  Submission’’ 
section  of  this  preamble. 

In  summary,  we  are  adopting  all  the. 
Hospital  IQR  Program  measures  adopted 
in  previous  payment  determinations, 
with  the  exception  of  the  17  measures 
(1  chart-abstracted  measure  and  16 
claims-based  measures!  that  we  are 
removing.  We  are  finalizing  new  survey- 
based  measure  items  for  inclusion  in  the 
HCAHPS  survey  measure,  3  claims- 
based  measures,  and  1  chart-abstracted 
measure,  for  a  total  of  59  measures  for 
the  FY  2015  payment  determination  and 
subsequent  years.  These  59  measures 
are  listed  below. 


Topic  Hospital  IQR  program  measures  for  FY  2015  payment  determination  and  subsequent  years 

Acute  Myocardial  Infarction  (AMI)  •  AMI-2  Aspirin  prescribed  at  discharge. 

Measures.  •  AMI-7a  Fibrinolytic  (thrombolytic)  agent  received  within  30  minutes  of  hospital  arrival. 

•  AMI-8a  Timing  of  Receipt  of  Primary  Percutaneous  Coronary  Intervention  (PCI). 

•  AMI-10  Statin  Prescribed  at  Discharge. 

Heart  Failure  (HF)  Measures  .  1  •  HF-1  Discharge  instructions. 

'  •  HF-2  Evaluation  of  left  ventricular  systolic  function. 

•  HF-3  Angiotensin  Converting  Enzyme  Inhibitor  (ACE-I)  or  Angiotensin  II  Receptor  Blocker  (ARB)  for 
left  ventricular  systolic  dysfunction. 

Stroke  (STK)  Measure  Set  .  •  STK-1  VTE  prophylaxis.  , 

•  STK-2  Antithrombotic  therapy  for.ischemic  stroke. 

•  STK-3  Anticoagulation  therapy  for  Afib/flutter. 

•  STK-4  Thrombolytic  therapy  for  acute  ischemic  stroke. 

•  STK-5  Antithrombotic  therapy  by  the  end  of  hospital  day  2. 

•  STK-6  Discharged  on  Statin. 

•  STK-8  Stroke  education. 

•  STK-1 0  Assessed  for  rehab. 

VTE  Measure  Set  .  •  VTE-1  VTE  prophylaxis. 

•  VTE-2  ICU  VTE  prophylaxis. 

I  •  VTE-3  VTE  patients  with  anticoagulation  overlap  therapy. 

VTE-4  Patients  receiving  un-fractionated  Heparin  with  doses/labs  monitored  by  protocol. 

VTE-5  VTE  discharge  instructions. 

VTE-6  Incidence  of  potentially  preventable  VTE. 

PN-3b  Blood  culture  performed  in  the  emergency  department  prior  to  first  antibiotic  received  in  hos¬ 
pital. 

PN-6  Appropriate  initial  antibiotic  selection. 

SCIP  INF-1  Prophylactic  antibiotic  received  within  1  hour  prior  to  surgical  incision. 

SCIP  INF-2:  Prophylactic  antibiotic  selection  for  surgical  patients. 

SCIP  INF-3  Prophylactic  antibiotics  discontinued  within  24  hours  after  surgery  end  time  (48  hours  for 
cardiac  surgery).  ^ 

SCIP  INF-4:  Cardiac  surgery  patients  with  controlled  6AM  postoperative  serum  glucose. 

SCIP  INF-9:  Postoperative  urinary  catheter  removal  on  post  operative  day  1  or  2  with  day  of  surgery 
being  day  zero. 

SCIP  INF-10:  Surgery  palients  with  perioperative  temperature  management. 

SCIP  Cardiovascular-2:  Surgery  Patients  on  a  Beta  Blocker  prior  to  arrival  who  received  a  Beta  Blocker 
during  the  perioperative  period. 

SCIP-VTE-2:  Surgery  patients  who  received  appropriate  VTE  prophylaxis  within  24  hours  pre/post  sur- 
,  gery. 

Mortality  Measures  (Medicare  Pa-  I  •  Acute  Myocardial  Infarction  (AMI)  30-day  mortality  rate, 
tients).  i  •  Heart  Failure  (HF)  30-day  mortality  rate. 

;  •  Pneumonia  (PN)  30-day  mortality  rate. 

Patients’  ExperierKe  of  Care  Meas-  i  •  HCAHPS  survey  (expanded  to  include  one  3-item  care  transition  set  and  two  new  “About  You”  items), 
ures. 


Pneumonia  (PN)  Measures  . 

Surgical  Care  Improvement  Project  i 
(SCIP)  Measures. 
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Topic  Hospital  IQR  program  measures  for  FY  2015  payment  determination  and  subsequent  years 

- 1 _ _ _ 

Readmission  Measures  (Medicare  '  •  Acute  Myocardial  Infarction  30-day  Risk  Standardized  Readmission  Measure. 

Patients).  I  •  Heart  Failure  30-day  Risk  Standardized  Readmission  Measure. 

'  •  Pneumonia  30-day  Risk  Standardized  Readmission  Measure. 

•  j  •  30-day  Risk  Standardized  Readmission  following  Total  Hip/Totaf  Knee  Arthroplasty.* 

I  •  Hospital-Wide  All-Cause  Unplanned  Readmission  (HWR).* 

AHRQ  Patient  Safety  Indicators  i  •  Complication/patient  safety  for  selected  indicators  (composite). 

(PSIs)  Composite  Measures.  j 

AHRQ  PSI  and  Nursing  Sensitive  i  •  PSI-4  Death  among  surgical  inpatients  with  serious  treatable  complications. 


Care.  j 

Structural  Measures .  •  Participation  in  a  Systematic  Database  for  Cardiac  Surgery. 

;  •  Participation  in  a  Systematic  Clinical  Database  Registry  for  Stroke  Care. 

'  •  Participation  in  a  Systematic  Clinical  Database  Registry  for  Nursing  Sensitive  Care. 

,  •  Participation  in  a  Systematic  Clinical  Database  Registry  for  General  Surgery. 

Healthcare-Associated  Infections  !  •  Central  Line  Associated  Bloodstream  Infection. 

Measures.  j  •  Surgical  Site  Infection. 


•  Catheter-Associated  Urinary  Tract  Infection. 

•  MRSA  Bacteremia. 

•  Clostridium  Difficile  (C.Diff). 

•  Healthcare  Personnel  Influenza  Vaccination. 

Surgical  Complications  .  |  •  Hip/Knee  Complication:  Hospital-level  Risk-Standardized  Complication  Rate  (RSCR)  following  Elective 

•  j  Primary  Total  Hip  Arthroplasty.* 

Emergency  Department  (ED)  |  •  ED-1  Median  time  from  emergency  department  arrival  to  time  of  departure  from  the  emergency  room 
Throughput  Measures.  i  for  patients  admitted  to  the  hospital. 

•  ED-2  Median  time  from  admit  decision  to  time  of  departure  from  the  emergency  department  for  emer¬ 
gency  department  patients  admitted  to  the  inpatient  status. 

Prevention:  Global  Immunization  i  •  Immunization  for  Influenza.. 

(IMM)  Measures.  |  •  Immunization  for  Pneumonia. 

Cost  Efficiency  .  :  •  Medicare  Spending  per  Beneficiary. 

Perinatal  Care  .  j  •  Elective  delivery  prior  to  39  completed  weeks  of  gestation.* 

*New  measures/items  for  the  FY  2015  payment  determination  and  subsequent  years. 


(D)  Clarifications  Regarding  Existing 
Hospital  IQR  Program  Measures  That 
Have  Undergone  Changes  During  NQF 
Measure  Maintenance  Processes 

As  discussed  previously,  once 
adopted,  we  retain  measures  in  the 
Hospital  IQR  Program  unless 
specifically  stated  otherwise.  Recently 
the  CLABSI  and  CAUTI  measures  were 
expanded  to  pertain  to  non-ICU 
locations  in  hospitals  and  to  other  types 
of  care  settings  as  part  of  NQF 
maintenance  review.  These  measures 
retained  their  original  NQF  numbers  as 
these  changes  were  not  considered 
substantive  by  NQF.  However,  we  will 
continue  to  require  hospitals  to  submit 
data  for  these  two  measures  on  ICU 
locations  only  for  the  Hospital  IQR 
Program.  We  sought  comment  from 
hospitals  on  the  feasibility  and  timing  of 
expanding  collection  of  these  measures 
to  include  non-ICU  locations  in 
hospitals.  We  address  these  comments 
below  in  the  VIII.A.4.,  Possible  New  . 
Quality  Measures  and  Measure  Topics 
for  Future  Years  section. 

*  NQF,  in  addition  to  expanding  the 
care  settings  to  which  the  CLABSI  and 
CAUTI  measures  could  apply,  also 
changed  how  these  measures  are 
calculated.  The  original  endorsed 
versions  of  the  measures  calculated  an 
infection  rate  per  1,000  central  line  days 
for  CLABSI  and  for  1,000  urinary 
catheter  days  for  CAUTI.  In  the  course 


of  its  maintenance  review,  NQF  changed 
the  way  the  measures  are  calculated 
from  an  infection  rate  per  1,000  days  to 
a  standardized  infection  ratio  (“SIR”), 
which  is  comprised  of  the  actual  rate  of 
infection  over  the  expected  rate  of 
infection.  We  note  that  although  the 
previously  endorsed  versions  of  the 
CAUTI  and  CLABSI  measures  did  not 
include  the  SIR  calculation,  we  have 
reported  the  CDC-calculated  SIR  for 
both  measures  on  the  Hospital  Compare 
Web  site.  While  use  of  this  calculation 
is  different  from  the  original  NQF- 
endorsed  measure  output,  we  believe 
the  SIR  is  a  more  accurate  way  to 
calculate  the  CLABSI  and  CAUTI 
measures  for  comparative  purposes 
rather  than  the  rate  per  1,000  infection 
days  because  it  takes  into  account 
hospitals’  case  mix.  We  will  continue  to 
report  SIRs  for  both  measures  because 
this  calculation  is  now  consistent  with 
NQF’s  endorsement  of  the  measures.  We 
also  note  that  use  of  the  SIR  calculation 
does  not  change  the  type  of  data  that 
hospitals  submit  bn  the  CLABSI  and 
CAUTI  measures. 

c.  Hospital  IQR  Program  Quality 
Measures  for  the  FY  2016  Payment 
Determination  and  Subsequent  Years 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74466),  we 
adopted  the  Safe  Surgery  Checklist  Use 
measure  for  the  Hospital  OQR  Program 
for  the  CY  2014  payment  determination. 


In  the  same  rule,  we  adopted  this 
measure  for  the  ASCQR  Program  for  the 
CY  2015*payment  determination  (76  FR 
74507).  This  structural  measure  assesses 
whether  a  hospital  outpatient 
department  utilizes  a  Safe  Surgery 
checklist  that  assesses  whether  effective 
communication  and  safe  practices  are 
performed  during  three  distinct 
perioperative  periods:  (1)  The  period 
prior  to  the  administration  of 
anesthesia;  (2)  the  period  prior  to  skin 
incision:  and  (3)  the  period  of  closure  of 
incision  and  prior  to  the  patient  leaving 
the  operating  room.  The  use  of  such 
checklists  has  been  credited  with 
dramatic  decreases  in  preventable  harm, 
complications  and  post-surgical 
mortality.^2  Lji^e  hospital  outpatient 

settings  and  ambulatory  surgical 
centers,  acute  care  hospitals  also 
perform  many  surgical  procedures. 
Therefore,  we  believe  this  measure  is 
also  applicable  for  hospital  inpatient 
settings  in  strengthening  patient  safety 
precautions  in  hospitals  and  in  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28048),  we  proposed  to  adopt  this 
measure  for  the  Hospital  IQR  Program 
for  FY  2016  payment  determination  and 
subsequent  years. 

For  this  proposed  structural  measure, 
a  hospital  inpatient  department  would 


Haynes,  A.B.;  VVeiser,  T.G.;  Berry,  W.G.  et  al. 
(2009).  "A  Surgical  Safety  Checklist  to  Reduce 
Morbidity  and  Mortality  in  a  Global  Population.” 
New  England  Journal  of  Medicine.  360:  491—499. 


53532 


Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


indicate  whether  or  not  it  uses  a  safe 
surgery  checklist  for  its  surgical 
procedures  that  includes  safe  surgery 
practices  during  each  of  the  three 
critical  perioperative  periods  discussed 
above.  The  measure  would  not  require 
a  hospital  to  report  whether  it  uses  a 
checklist  in  connection  with  each 
individual  inpatient  procedure.  We  refer 
readers  to  the  CY  2012  OPPS/ASC  final 
rule  with  comment  period  (76  FR  74505 
through  74506)  for  a  detailed  discussion 
of  the  Safe  Sufgery  Checklist  Use 
measure. 

We  proposed  to  adopt  this  Safe 
Surgery  Checklist  structural  measure, 
which  is  not  NQF-endorsed.  under  the 
exception  authority  provided  in  section 
1886(b)(3)(B)(IX)(bb)  of  the  Act.  This 
section  provides  that  in  the  case  of  a 
specified  area  or  medical  topic 
determined  appropriate  by  the  Secretary 
for  which  a  feasible  and  practical 
measure  has  not  been  endorsed  by  the 
entity  with  a  contract  under  section  ^ 
1890(a)  of  the  Act,  the  Secretary  may 
specifv'  a  measure  that  is  not  so 
endorsed  as  long  as  due  consideration  is 
given  to  measures  that  have  been 
endorsed  or  adopted  by  a  consensus 
organization  identified  by  the  Secretary. 
We  reviewed  the  NQF-endorsed 
measures,  and  we  were  unable  to 
identify'  any  NQF-endorsed  measures 
that  assess  use  of  safe  surgery  checklists. 
We  also  are  not  aw’are  of  any  other  safe 
surgery'  checklist  use  measures  that  have 
been  endorsed  or  adopted  by  a 
consensus  organization  other  than  NQF. 
Accordingly,  we  propose  to  adopt  the 
Safe  Surgery  Checklist  measure  under 
the  Secretary’s  authority  set  forth  at 
section  1886(b)(3)(B)(IX)(bb)  of  the  Act. 

This  measure  was  included  on  the 
pre-rulemaking  list  for  consideration  by 
the  MAP,  and  this  multi-stakeholder 
organization  comprised  of  affected 
parties  supported  the  direction  of  this 
measure  pending  availability  of 
specifications.  These  specifications  will 
be  made  available  in  an  upcoming 
manual  release  for  the  ASCQR  Program 
which  will  be  available  on  Quality  Net 
Web  site  at  http:/ /w’W'w. qualitynet.gov. 
The  proposed  safe  surgery  checklist 
measure  assesses  the  adoption  of  a  best 
practice  for  surgical  care  that  is  broadly 
accepted  and  in  widespread  use  among 
affected  parties.  In  addition  to  being 
adopted  by  The  World  Federation  of 
Societies  of  Anesthesiologists,  the  use  of 
a  safe  surgery  checklist  is  one  of  the  safe 
surgery  principles  endorsed  by  the 
Council  on  Surgical  and  Perioperative 
Safety,  which  is  comprised  of  the 
American  Association  of  Nurse 
Anesthetists,  the  American  College  of 
Surgeons,  the  American  Association  of 
Surgical  Physician  Assistants,  the 


American  Society  of  Anesthesiologists, 
the  American  Society  of  PeriAnesthesia 
Nurses,  the  AORN,  and  the  Association 
of  Surgical  Technologists.  Two  State 
agencies  (Oregon  and  South  Carolina), 
the  Veterans  Health  Administration,^^ 
numerous  hospital  systems.  State 
hospital  associations  (such  as  California 
and  South  Carolina),  national 
accrediting  organizations,  and  large 
private  insurers  have  endorsed  the  use 
of  a  safe  surgery  checklist  as  a  best 
practice  for  reducing  morbidity, 
mortality,  and  medical  errors.*^-**^-’’ 
Although  there  is  not  currently  an  NQF 
endorsed  measure  for  safe  surgery 
checklist  use,  because  the  use  of  a  safe 
surgery  checklist  is  a  widely  accepted 
best  practice  for  surgical  care,  we 
believe  that  the  proposed  structural 
measure  of  Safe  Surgery  Checklist  use 
reflects  consensus  among  affected 
parties.  We  also  note  that  TJC  included 
safe  surgery  checklist  practices  among 
those  to  be  used  to  achieve  National 
Patient  Safety  Goals  (NPSGs)  adopted 
for  2011  for  surgeries  performed  in 
ambulatory  settings  and  hospitals. 

Given  that  this  measure  is  pivotal  in 
preventing  human  errors  in  surgical 
operations  which  are  commonly 
performed  by  acute  care  hospitals,  we 
proposed  to  adopt  this  measure  for  the 
Hospital  IQR  Program  for  the  FY  2016 
payment  determination  and  subsequent 
years.  This  proposal  would  achieve  our 
goal  to  align  measures  across  settings. 

Comment:  Many  commesters 
supported  the  proposed  measure  if  a 
specific  checklist  is  not  mandated. 

Response:  We  appreciate  the  support 
for  the  measure,  which  was  designed  to 
assess  the  adoption  of  a  best  practice  for 
surgical  care  to  reduce  preventable 
medical  errors  and  mortality  while 
giving  hospitals  the  flexibility  to 
develop  their  own  checklist  that  meets 
their  needs.  We  chose  not  to  finalize  any 
specific  checklist  but  will  consider 
providing  links  to  specific  examples  of 
Surgical  Safety  Checklists  as  an 
Appendix  in  the  Specification  Manual. 

Comment:  Many  commenters  did  not 
support  the  Safe  Surgery  Checklist 
measure,  and  believ'ed  that  the  proposed 
measure  is  merely  a  concept  and  not  a 
fully  developed  measure.  Some 
commenters  noted  that  CMS  should  first 
seek  NQF  endorsement  for  the  measure. 


»3Neily.  J:  Mills,  PD,  Young-Xu,  Y.  (2010). 
“Association  between  implementation  of  a  Medical 
Team  Training  Program  and  Surgical  Mortality.” 
JAMA.  304  (15):  1693-1700. 

Haynes,  AB;  Weiser,  TG;  Berry,  WR  et  al.  (2009) 
“A  Surgical  Safety  Checklist  to  Reduce  Morbidity 
and  Mortality  in  a  Global  Population.”  NEJM. 
360:491-499. 

Birkmeyer,  JD  (2010)  “Strategies  for  Improving 
Surgical  Quality — Checklists  and  Beyond."  NEJM. 
363:  1963-1965. 


Commenters  also  stated  that  the  MAP 
only  supports  the  general  concept  and 
direction  of  the  measure  but  did  not 
recommend  the  measure  for  inclusion  in 
the  Hospital  IQR  Program. 

A  commenter  stated  that  managing 
the  processes  involved  in  surgical  care 
is  what  improves  quality  of  care,  not  the 
mere  use  of  a  checklist. 

Response:  We  agree  that  good 
management  of  processes  around 
surgical  care  is  critical  to  high  quality 
surgical  care,  however,  we  also  believe 
that  the  use  of  a  surgical  checklist 
facilitates  management  and 
communication  of  these  processes.  In 
addition,  the  MAP  2012  Pre-Rulemaking 
Report  indicated  that  the  MAP 
supported  the  direction  of  this  measure 
pending  further  specification.  We  have 
since  specified  this  measure  for 
implementation  in  the  Hospital  OQR 
Program  and  the  ASCQR  Program,  and 
specifications  are  available  on  the 
QualityNet  Web  site  in  the 
Specifications  Manuals  for  these  two 
programs  at:  https:/ /www.qualitynet.org/ 
.  We  also  note  that  non-endorsed 
measures  that  we  believe  to  be 
important  in  assessing  the  quality  of 
hospital  care  can  be  adopted  for  the 
Hospital  IQR  Program  through  our 
exception  authority  in  section 
1886(b)(3)(B)(IX)(bb)  of  the  Act.  This 
section  provides  that  in  the  case  of  a 
specified  area  or  medical  topic 
determined  appropriate  by  the  Secretary 
for  which  a  feasible  and  practical 
measure  has  not  been  endorsed  by  the 
entity  with  a  contract  under  section 
1890(a),  the  Secretary  may  specify  a 
measure  that  is  not  so  endorsed  as  long 
as  due  consideration  is  given  to 
measures  that  have  been  endorsed  or 
adopted  by  a  consensus  organization 
identified  by  the  Secretary.  We  believe 
the  Safe  Surgery  Checklist  complements 
the  management  of  surgical  care 
processes  and  ultimately  contributes  to 
better  patient  outcomes  by  increasing 
safe  surgery  practices,  reducing 
preventable  human  error,  and 
minimizing  complications  and  post- 
surgical  mortality.  To  that  end,  we 
believe  it  warrants  inclusion  in  the 
Hospital  IQR  Program. 

Comment:  A  commenter  provided 
examples  of  other  safeguards  that  are 
already  in  place  to  address  safe 
surgeries.  The  commenter  also  noted 
that  the  introduction  of  this  measure 
would  create  an  undue  burden  on 
hospitals  because  the  Medicare  National 
Coverage  Determinations  already 
specify  no  Medicare  reimbursement  for 
any  adverse  event  from  any  aspects  of 
a  surgery.  The  commenter  presumed  ' 
that  this  is  a  strong  incentive  for 
hospitals  to  take  steps  to  ensure  safe 
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surgeries.  Furthermore,  the  commenter 
noted  that  TJC  surveys  all  accredited 
institutions  for  surgery  checklists  as  part 
of  its  patient  safety  requirements. 
Therefore,  the  commenter  concluded 
that  there  is  already  adequate  use  of  the 
safe  surgery  checklist  among  hospitals 
performing  surgeries. 

Response:  In  our  view,  the 
widespread  use  of  safe  surgery 
checklists  affirms  our  view  regarding 
the  significance  of  this  structural 
measure.  We  believe  that  reporting 
information  about  the  implementation 
of  these  safeguards  to  consumers  is 
important  for  transparency  and 
awareness.  This  is  why  this  measure  has 
been  adopted  for  the  Hospital  OQR  and 
ASCQR  Programs  as  well.  Public 
reporting  of  this  measure  is  not 
occurring;  therefore,  we  believe  that 
including  this  measure  in  the  Hospital 
IQR  Program  and  publicly  reporting  the 
measure  data  is  not  redundant.  This 
measure  imposes  a  minimal  reporting 
burden  on  hospitals. 

Comment:  One  commenter  requested 
that  CMS  provide  sources  of  surgical 
safety  checklists,  which  include  safe 
surgery  practices  during  each  of  the 
three  critical  perioperative  periods.  A 
few  commenters  stated  that  the  WHO 
Safe  Surgery  Checklist  Implementation 
Manual  described  one  time  pause,  and 
not  three  as  stated  in  the  proposed  rule. 
Commenters  agreed  that  the  pauses  are 
important  but  a  series  of  three  time  outs 
are  disruptive  and  impracticable. 
Commenters  recommended  CMS 
clarifies  and  ensures  that  surgeons  can 
implement  and  modified  CMS’  sample 
Safe  surgery  Checklist  and  are  not 
mandated  to  incorporate  the  three 
“pauses.” 

Response:  We  did  not  propose  to 
require  the  use  of  any  particular 
checklist  for  this  measure.  In  the 
discussion  of  the  Safe  Surgery  Checklist 


Use  measure  in  the  proposed  rule  we 
referred  readers  to  the  discussion  of  this 
measure  in  the  CY  2012  OPPS/ASC  final 
rule  with  comment  perfod  (76  FR  74464 
through  74466).  In  that  final  rule  with 
comment  period,  we  presented 
examples  of  typical  safe  surgery 
practices  corresponding  to  three  critical 
preoperative  periods.  Although  the 
discussion  in  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period  noted 
that  the  WHO  Surgical  Safety  Checklist 
“lists  safe  surgery  practices  during  each 
of  these  three  perioperative  periods,” 
we  agree  with  the  commenters  that  the 
WHO  Safe  Surgery  Checklist 
Implementation  Manual  only  specifies  a 
single  pause.  However,  we  did  not 
propose  to  adopt  the  WHO  checklist 
and,  under  our  proposal,  hospitals  have 
the  flexibility  to  determine  the  use  of  a 
safe  surgery  checklist  with  the  number 
of  pauses  they  feel  are  necessary  to  elicit 
the  safest  surgical  practices.  The 
measure  does  not  assess  the  process  or 
content  of  their  safe  surgery  checklists, 
nor  does  the  Safe  Surgery  Checklist  Use 
measure  finalized  for  the  Hospital  OQR 
Program  or  ASCQR  Program.  The 
measure  does  not  prescribe  for  facilities 
the  processes  for  completion  of  (for 
example,  number  of  pauses)  or  content 
of  a  safe  surgery  checklist  (for  example, 
which  items  to  check  on).  Instead,  the 
measure  just  requires  hospitals  to  report 
whether  or  not  they  use  a  safe  surgery 
checklist. 

Comment:  A  commenter 
recommended  that  after 
implementation,  CMS  should  evaluate 
the  appropriate  implementation  and 
utilization  of  the  use  of  the  safe  surgery 
checklist  by  providers  as  indicated  in 
this  measure.  Commenters  were 
concerned  that  the  use  of  a  surgical 
checklist  may  result  in  a  “check  the 
box”  process  which  does  not  result  in 
the  improved  delivery  of  care  for  which 


the  checklist  is  intended.  A  commenter 
suggested  focusing  on  specifying 
standardized  criteria  to  be  followed  in 
using  the  safe  surgery  checklist  instead 
of  whether  the  checklist  is'in  place. 

Response:  We  agree  with  the 
commenters  that  the  use  of  a  safe 
surgery  checklist  as  indicated  in  this 
measure  should  be  implemented 
appropriately  to  achieve  improved 
delivery  rather  than  just  creating  an 
additional  documentation  requirement. 
The  use  of  a  checklist  is  intended  to 
help  prevent  serious  medical  errors 
involving  surgical  care  such  as 
anesthesia  dosing  errors  and  allergic 
reactions,  wrong  site  surgery,  wrong 
procedure  or  wrong  patient  surgery,  and 
the  retention  of  foreign  objects  in  the 
body.  During  our  measure  maintenance 
process,  we  will  review  the 
improvement  potential  for  this  measure, 
like  all  the  measures  we  adopted  for  the 
Hospital  IQR  Program,  for  indication  of 
best  practices,  among  other  review 
criteria. 

Comment:  A  commenter  was  skeptical 
that  the  proposed  Safe  Surgery  Checklist 
attestation  could  be  validated  by  CMS 
and  therefore,  does  not  warrant 
consideration  as  a  structural  measure. 

Response:  At  this  time  we  have  not 
proposed  to  validate  this  measure  or 
other  structural  measures  previously 
adopted  in  the  Hospital  IQR  Program. 

After  consideration  of  public 
comments  we  received,  we  are 
finalizing  the  Safe  Surgery  Checklist  use 
measure  as  proposed  for  a  total  of  60 
measures  for  the  FY  2016  payment 
determination  and  subsequent  years. 
The  data  collection  requirements  for 
this  measure  are  detailed  in  the  “Form, 
Manner,  and  Timing  of  Quality  Data 
Submission”  section  of  this  preamble. 
The  60  measures  for  the  FY  2016 
payment  determination  and  subsequent 
years  are  listed  below. 


Topic 

Hospital  IQR  program  measures  for  FY  2016  payment  determination  and  subsequent  years 

Acute  Myocardial  Infarction  (AMI) 

•  AMI-2  Aspirin  prescribed  at  discharge. 

Measures. 

•  AMI-7a  Fibrinolytic  (thrombolytic)  agent  received  within  30  minutes  of  hospital  arrival. 

•  AMI-8a  Timing  of  Receipt  of  Primary  Percutaneous  Coronary  Intervention  (PCI). 

•  AMI-10  Statin  Prescribed  at  Discharge. 

Heart  Failure  (HF)  Measures . 

•  HF-1  Discharge  instructions. 

•  HF-2  Evaluation  of  left  ventricular  systolic  function. 

•  HF-3  Angiotensin  Converting  Enzyme  Inhibitor  (ACE-I)  or  Angiotensin  II  Receptor  Blocker  (ARB)  for 
left  ventricular  systolic  dysfunction. 

Stroke  Measure  (STK)  Set  . 

•  STK-1  VTE  prophylaxis. 

•  STK-2  Antithrombotic  therapy  for  ischemic  stroke. 

•  STK-3  Anticoagulation  therapy  for  Afib/flutter 

•  STK-4  Thrombolytic  therapy  for  acute  ischemic  stroke. 

•  STK-5  Antithrombotic  therapy  by  the  end  of  hospital  day  2. 

•  STK-6  Discharged  on  Statin. 

•  STK-8  Stroke  education. 

•  STK-1 0  Assessed  for  rehab. 

VTE  Measure  Set  . 

•  VTE-1  VTE  prophylaxis. 

•  VTE-2  ICU  VTE  prophylaxis. 

•  VTE-3  VTE  patients  with  anticoagulation  overlap  therapy. 
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Topic  I  Hospital  IQR  program  measures  for  FY  2016  payment  determination  and  subsequent  years 

- 1 - - - ^ - 


Pneumonia  (PN)  Measures 


Surgical  Care  Improvement  Project 
(SCIP)  Measures. 


Mortality  Measures  (Medicare  Pa¬ 
tients). 

Patients’  Experience  of  Care  Meas¬ 
ures. 

Readmission  Measures  (Medicare 
Patients). 


AHRQ  Patient  Safety  Indicators 
(PSIs)  Composite  Measures. 
AHRQ  PSI  and  Nursing  Sensitive 
Care. 


VTE-4  Patients  receiving  un-fractionated  Heparin  with  doses/labs  monitored  by  protocol. 

VTE-5  VTE  discharge  instructions. 

VTE-6  Incidence  of  potentially  preventable  VTE. 

PN-3b  Blood  culture  performed  in  the  emergency  department  prior  to  first  antibiotic  received  in  hos¬ 
pital. 

PN-6  Appropriate  initial  antibiotic  selection. 

SCIP  lNF-1  Prophylactic  antibiotic  received  within  1  hour  prior  to  surgical  incision. 

SCIP  INF-2  Prophylactic  antibiotic  selection  for  surgical  patients. 

SCIP  INF-3  Prophylactic  antibiotics  discontinued  within  24  hours  after  surgery  end  time  (48  hours  for 
cardiac  surgery). 

SCIP  INF-4  Cardiac  surgery  patients  with  controlled  GAM  postoperative  serum  glucose. 

SCIP  INF-9  Postoperative  urinary  catheter  removal  on  post  operative  day  1  or  2  with  day  of  surgery 
being  day  zero. 

SCIP  INF-10  Surgery  patients  with  perioperative  temperature  management. 

SCIP  Cardiovascular-2  Surgery  Patients  on  a  Beta  Blocker  prior  to  arrival  who  received  a  Beta  Blocker 
during  the  perioperative  period. 

SCIP  VTE-2  Surgery  patients  who  received  appropriate  VTE  prophylaxis  within  24  hours  pre/post  sur¬ 
gery. 

Acute  Myocardial  Infarction  (AMI)  30-day  mortality  rate. 

Heart  Failure  (HF)  30-day  mortality  rate. 

Pneumonia  (PN)  30-day  mortality  rate. 

HCAHPS  sunrey  (expanded  to  include  one  3-item  care  transition  set*  and  two  new  “About  You”  items). 

Acute’ Myocardial  Infarction  30-day  Risk  Standardized  Readmission  Measure. 

Heart  Failure  30-day  Risk  Standardized  Readmission  Measure. 

Pneumonia  30-day  Risk  Standardized  Readmission  Measure. 

30-day  Risk  Standardized  Readmission  following  Total  Hip/Total  Knee  Arthroplasty.* 

Hospital-Wide  All-Cause  Unplanned  Readmission  (HWR).* 

Complication/patient  safety  for  selected  indicators  (composite). 

PSI-4  Death  among  surgical  inpatients  with  serious  treatable  complications. 


Structural  Measures 


Healthcare-Associated  Infections 
Measures. 


Surgical  Complications  . 

Emergency  Department  (ED) 
Throughput  Measures. 


Prevention:  Global  Immunization 
(IMM)  Measures. 

Cost  Efficiency  . 

Perinatal  Care  . 


Participation  in  a  Systematic  Database  for  Cardiac  Surgery. 

Participation  in  a  Systematic  Clinical  Database  Registry  for  Stroke  Care. 

Participation  in  a  Systematic  Clinical  Database  Registry  for  Nursing  Sensitive  Care. 

Participation  in  a  Systematic  Clinical  Database  Registry  for  General  Surgery. 

Safe  Surgery  Checklist  Use.** 

Central  Line  Associated  Bloodstream  Infection. 

Surgical  Site  Infection. 

Catheter-Associated  Urinary  Tract  Infection. 

MRSA  Bacteremia. 

Clostridium  Difficile  (C.Diff). 

Healthcare  Personnel  Influenza  Vaccination. 

Hip/Knee  Complication:  Hospital-level  Risk-Standardized  Complication  Rate  (RSCR)  following  Elective 
Primary  Total  Hip  Arthroplasty.* 

ED-1  Median  time  from  emergency  department  arrival  to  time  of  departure  from  the  emergency  room 
for  patients  admitted  to  the  hospital. 

ED-2  Median  time  from  admit  decision  to  time  of  departure  from  the  emergency  department  for  emer¬ 
gency  department  patients  admitted  to  the  inpatient  status. 

Immunization  for  Influenza. 

Immunization  for  Pneumonia. 

Medicare  Spending  per  Beneficiary. 

Elective  delivery  prior  to  39  completed  weeks  of  gestation.* 


*  New  measures/items  for  FY  201 5  payment  determination  and  subsequent  years. 
**  New  measures  for  FY  201 6  payment  determination  and  subsequent  years. 


4.  Possible  New  Quality  Measures  and 
Measure  Topics  for  Future  Years 

VVe  anticipate  that,  as  EHR  technology 
evolves  and  more  infrastructure  is  put 
in  place,  we  will  have  the  capacity  to 
accept  electronic  reporting  of  many  of 
the  clinical  chart-abstracted  measures 
that  are  currently  part  of  the  Hospital 
IQR  Program  or  have  been  proposed  for 
adoption  into  the  program.  We  intend 
for  this  future  progress  to  significantly 
reduce  the  administrative  burden  on 
hospitals  under  the  Hospital  IQR 
Program.  We  recognize  that 


considerable  work  needs  to  be  done  by 
measure  owners  and  developers  to  make 
this  possible  with  respect  to  the  clinical 
quality  measures  that  we  proposed.  This 
includes  completing  electronic 
specifications  for  measures,  pilot 
testing,  reliability  and  validity  testing, 
and  implementing  such  specifications 
into  EHR  technology  to  capture  and 
calculate  the  results,  and  implementing 
the  systems.  We  believe  that  at  a  future 
date,  such  as  2015,  CMS  and  hospitals 
will  be  able  to  use  EHR-based  reporting 
for  many  chart-abstracted  measures  for 


the  Hospital  IQR  Program,  and  we 
intend  to  work  diligently  toward  this 
goal.  We  believe  this  will  simplify 
measure  collection  and  submission  for 
the  Hospital  IQR  Program,  and  will 
reduce  the  burden  on  hospitals  to  report 
chart-abstracted  measures. 

Once  the  e-specifications  and  the 
EHR-based  collection  mechanism  are 
available  for  the  smoking  and  alcohol 
cessations  measures  developed  by  TJC, 
we  intend  to  propose  two  TJC  smoking 
and  alcohol  cessation  measure  sets  for 
inclusion  in  the  Hospital  IQR  Program. 
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Each  of  these  TJC  sets  consists  of  four 
measures: 

•  Smoking  Cessation  Set — (1)  TAM-1 
Tobacco  Use  Screening;  (2)  TAM-2 
Tobacco  Use  Treatment  Provided  or 
Offered;  (3)  TAM-3  Tobacco  Use 
Treatment  Management  at  Discharge; 
and  (4)  TAM-4  Assessing  Status  after 
Discharge,  and 

•  Alcohol  Cessation  Set — (1)  TAM-5 
Alcohol  Use  Screening;  (2)  TAM-6 
Alcohol  Use  Brief  Intervention  Provided 
or  Offered;  (3)  TAM-7  Alcohol  and 
Other  Drug  Use  Disorder  Treatment 
Provided  or  Offered  at  Discharge;  and 
(4)  TAM-8  Substance  Use:  Assessing 
Status  after  Discharge. 

These  measure  sets  were 
recommended  by  the  MAP  for  inclusion 
in  the  Hospital  IQR  Program,  provided 
they  complete  the  NQF  endorsement 
process  prior  to  inclusion.  We  invited 
public  comment  on  our  intention  to 
propose  these  measure  sets. 

Comment:  Roughly  equal  numbers  of 
commenters  supported  and  opposed  the 
two  TJC  smoking  and  alcohol  cessation 
measure  sets  for  inclusion  in  the 
Hospital  IQR  Program.  A  commenter  did 
not  support  the  TAM-4  Assessing 
Status  after  Discharge  and  TAM-8 
Substance  Use:  Assessing  Status  after 
Discharge  measures  as  data  collection 
after  discharge  was  perceived  to  be  very 
labor  intensive.  A  commenter  urged 
CMS  to  align  the  Smoking  and  Alcohol 
Cessation  measure  names  with  TJC’s 
measure  names  should  CMS  propose  the 
measures  in  the  future, 

A  few  commenters  highlighted  some 
limitations  of  e-specifications  and  EHR- 
based  collection  and  added  that  a  high 
validation  rates  such  as  95  percent, 
across  electronic  data  capture  method 
and  manual  chart-abstraction  is  crucial. 

Response:  We  thank  the  commenters 
for  their  input  on  the  prospective  TJC 
alcohol  and  smoking  cessation  measure 
sets.  We  will  take  this  input  into 
consideration  in  future  rulemakings. 

We  intend  to  propose  the  following 
measure  domains  in  the  Hospital  IQR 
Program  measure  set  in  future 
measurement  proposals  for  the  Hospital 
IQR  Program:  clinical  quality  (for 
example,  the  AMI,  HE,  PN,  STK,  and 
VTE  measures),  care  coordination  (for 
example,  the  mortality  measures), 
patient  safety  (for  example,  the  SCIP 
and  HAI  measures),  patient  and 
caregiver  experience  of  care  (for 
example,  the  HCAHPS  measure), 
population/community  health  (for 
example,  the  global  immunization 
measures),  and  efficiency  (for  example, 
the  Medicare  Spending  per  Beneficiary 
measure).  This  approach  will  enhance 
better  patient  care  while  bringing  the 
Hospital  IQR  Program  in  line  with  our 


other  established  quality  reporting  and 
pay-for-performance  programs. 

Comment:  We  received  many 
suggestions  for  future  measure  domains 
or  measure  topics  including: 

•  HAIs  measures  collected  via  NHSN 

•  Risk-adjusted,  rate-based  HAC 
measures 

•  Beta  blockers  prescribed  to  HE 
patients 

•  Beta  blocker  therapy  for  left 
ventricular  systolic  dysfunction 

•  Post-discharge  appointment  for  HE 
patients 

•  AAA  mortality  measures 

•  Cardiac  Rehabilitation  Referral 

•  Discharge  appointment  measure  for 
heart  failure  patients 

•  Coronary  artery  and  heart  disease 

•  Medication  safety 

•  Surgical  outcome  measures 

•  Sepsis  and  septic  shock 

•  Registry-based  CABG  composite  score 

•  Potentially  avoidable  complication 

•  A  comprehensive  COPD  measure  set 

•  Pain  assessment 

•  Alzheimer’s  disease/cognitive 
impairment  quality  measures 

•  Efficiency,  resource  use,  and 
appropriateness  of  care  measures 

•  Malnutrition 

•  Patient-reported  outcomes  and 
engagement 

•  Pediatric  care 

In  addition,  some  commenters 
opposed  the  future  inclusion  of 
measures  that  require  a  global 
population.  A  commenter  requested 
CMS  to  provide  a  detailed  list  of 
measures  under  consideration  in  the 
proposed  rulemakings. 

Response:  We  thank  the  commenters 
for  their  valuable  input  for  the 
suggestions  regarding  future  measures 
and  will  take  them  into  consideration 
for  future  rulemakings. 

We  also  noted  that  consistent  with  the 
updated  NQF  endorsements  of  the 
CLABSI  (NQF  #139)  and  CAUTI  (NQF 
#138)  measures,  we  intend  to  propose  to 
collect  data  for  non-ICU  patients  as  well 
for  these  two  measures  when  feasible  at 
a  future  time,  and  we  sought  public 
comment  on  the  feasibility  and  timing 
of  expanding  data  collection  to  non-ICU 
locations  for  acute  care  hospitals. 

Comment:  A  few  commenters 
highlighted  the  prevalence  of  CLABSI  in 
ICUs  in  hospitals  and  noted  that  the 
morbidity  and  mortality  from  these 
types  of  infections  are  preventable.  The 
commenters  strongly  encouraged  CMS 
to  move  forward  with  data  collection 
from  non-ICU  locations  as  soon  as 
possible. 

Response:  We  thank  the  commenter  ' 
for  the  encouragement  to  advance  our 
goal  to  reduce  central  line  associated 
blood-stream  infections. 


Comment:  Many  commenters  stated 
that  expansion  of  the  CLABSI  and 
CAUTI  measures  into  the  non-ICU 
locations  in  hospitals  is  a  good  long¬ 
term  goal.  However,  commenters 
requested  delaying  the  proposal  to 
expand  these  two  measures  to  include 
non-ICU  locations  until  hospitals  have 
gained  several  years  of  experience  with 
data  collection  and  validation  in  ICUs. 
Two  commenters  perceived  the 
expansion  of  data  collection  to  non-ICU 
locations  as  burdensome  and  strongly 
urged  CMS  not  to  expand  data 
collection  beyond  ICU  units.  A 
commenter  questioned  the  capability  of 
the  NHSN  to  handle  the  influx  of  data 
from  the  expansion  of  the  CLABSI 
measures  into  non-ICU  locations. 

Response:  We  will  take  these 
comments  into  consideration  in 
determining  an  appropriate  time  to 
propose  to  expand  collection  of  these 
measures  in  non-ICU  locations.  As  more 
and  more  acute  care  hospitals  reduce 
CLABSI  and  CAUTI  incidence  in  ICU 
locations  and  prioritize  reductions  of 
CLABSI  and  CAUTI  incidence  in  other 
hospital  locations,  extending  CLABSI 
and  CAUTI  reporting  to  those  locations 
will  yield  benefits  for  prevention  and 
quality  improvement  and  will  justify 
extending  the  scope  of  CLABSI  and 
CAUTI  reporting  to  non-ICU  locations. 
We  anticipate  that  NHSN  infrastructure 
would  be  enhanced  as  needed  to  handle 
any  expansion  of  CLABSI  and  CAUTI 
reporting  requirements. 

Comment:  A  commenter  strongly 
supported  using  the  NHSN  as  the  core 
coinponent  of  HAI  data  reporting. 
Another  commenter  expressed  concerns 
that  the  functionality  of  the  NHSN 
database  as  is  not  user-friendly. 
According  to  this  commenter,  there  are 
significant  limitations  for  uploading 
data.  For  example,  a  hospital  may  have 
an  incomplete  data  set  to  upload  into 
the  surgical  site  infection  application  for 
colon  and  hysterectomy  patients,  but 
the  data  cannot  be  saved  in  a  temporary 
file  until  it  is  complete.  In  addition,  the 
database  does  not  accept  simple 
spreadsheets  to  be  uploaded.  The 
commenter  urged  CMS  to  collaborate 
with  the  CDC  to  improve  the  usability 
of  the  NHSN  database. 

Response:  We  thank  the  commenter 
for  the  support  of  using  NHSN  as  the 
mechanism  to  collect  HAI  measure  data. 
We  understand  that  CDC  continues  to 
use  input  from  users  and  systematic 
field  studies  of  its  own  to  improve  the 
usability  of  NHSN’s  Web  interface.  CDC 
requires  healthcare  facilities  to  submit 
complete  healthcare-associated 
infection  data  records  via  the  NHSN 
system,  to  avoid  storing  volumes  of 
incomplete  records  while  substantial 
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back-and-forth  communication  between 
CDC  and  the  reporting  facility  is 
pending  during  close  out  for  the 
facility’s  reporting  for  a  specified 
reporting  interval.  The  importance  of 
requiring  complete  records  is 
heightened  by  the  use  of  NHSN  for 
mandatoiy’  healthcare-associated 
infection  reporting  in  29  states 
(including  Washington,  DC)  and  use  of 
NHSN  for  CMS  quality  reporting 
programs.  CDC  informed  us  that  NHSN 
accepts  comma  separated  value  (CSV) 
files  for  importation  of  patient 
demographic  data,  procedure  data,  and 
surgeon  data.  These  CSV  files  can  be 
readily  created  from  spreadsheets  and 
uploaded  into  NHSN,  eliminating  the 
need  for  manual  data  entry  of  patient 
demographic  data,  procedure  data,  and 
surgeon  data. 

We  thank  the  commenters  for  their 
input  on  the  feasibility  and  timing  of 
expanding  collection  of  these  measures 
to  include  non-ICU  locations  in 
hospitals.  We  will  take  them  into 
consideration  in  future  rulemakings. 

5.  Form.  Manner,  and  Timing  of  Quality 
Data  Submission 

a.  Background 

Sections  1886(b)(3)(B)(viii)(I)  and  (II) 
of  the  Act  state  that  the  applicable 
percentage  increase,  for  FY  2007  and 
each  subsequent  fiscal  year,  shall  be 
reduced  by  2.0  percentage  points  (or, 
beginning  with  FY  2015,  by  one-quarter 
of  such  applicable  percentage  increase 
(determined  without  regard  to  sections 
1886(h)(3)(B)(ix),  (xi),  or  (xii)  of  the 
Act))  for  any  subsection  (d)  hospital  that 
does  not  submit  quality  data  in  a  form 
and  manner,  and  at  a  time,  specified  by 
the  Secretary.  CMS  requires  that 
hospitals  submit  data  in  accordance 
with  the  specifications  for  the 
appropriate  discharge  periods.  The  data 
submission  requirements.  Specifications 
Manual,  and  submission  deadlines  are 
posted  on  the  QualityNet  Web  site  at; 
http:/ /w'ww.QualityNet.org/ .  Hospitals 
submit  quality  data  through  the  secure 
portion  of  the  QualityNet  (formerly 
know'n  as  QualityNet  Exchange)  VVeb 
site  (https://vi'u^v.QuaIityNet.org).  This 
Web  site  meets  or  exceeds  all  current 
Health  Insurance  Portability  and 
Accountability  Act  requirements  for 
security  of  protected  health  information. 

In  order  to  participate  in  the  Hospital 
IQR  Program,  hospitals  must  meet 
specific  procedural  requirements. 
Hospitals  choosing  to  participate  in  the 
Hospital  IQR  Program  must  also  meet 
specific  data  collection,  submission,  and 
validation  requirements. 


b.  Procedural  Requirements  for  the  FY 
2015  Payment  Determination  and 
Subsequent  Years 

The  Hospital  IQR  Program  procedural 
requirements  are  now  codified  in 
regulation  at  42  CFR  412.140.  Hospitals 
should  refer  to  the  regulation  for 
participation  requirements.  In  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28051),  for  the  FY  2015  payment 
determination  and  future  years,  we 
proposed  to  modify  the  following 
procedural  requirements  and  the 
corresponding  regulation  text. 

•  In  order  to  ensure  that  hospitals 
that  participate  in  the  Hospital  IQR 
Program  are  submitting  data  for  a  full 
year,  we  proposed  that  hospitals  that 
would  like  to  participate  in  the  Hospital 
IQR  Program  for  the  first  time,  or  that 
previously  withdrew  from  the  Program 
and  would  like  to  participate  again, 
must  submit  to  CMS  a  completed  Notice 
of  Participation  by  December  31  of  the 
calendar  year  preceding  the  first  quarter 
of  the  calendar  year  in  which  the  chart- 
abstracted  Hospital  IQR  data  submission 
is  required  for  any  given  fiscal  year.  For 
example,  if  a  hospital  wishes  to 
participate  in  FY  2015,  it  must  submit 

a  pledge  by  December  31,  2012,  and 
submit  data  beginning  with  )anuary  1, 
2013  discharges.  We  also  proposed  to 
modify  our  regulations  at  42  CFR 
412.140(a)(3)(i)  to  reflect  this  proposed 
requirement. 

•  Currently,  CMS  will  accept  Hospital 
IQR  Program  withdrawal  forms  from 
hospitals  on  or  before  August  15  of  the 
fiscal  year  preceding  the  fiscal  year  for 
which  a  Hospital  IQR  payment 
determination  will  be  made.  In  order  to 
decrease  the  time  between  final 
submission  of  Hospital  IQR  data  and 
Hospital  IQR  payment  determination 
notification  for  the  hospitals,  we 
proposed  that  a  subsection  (d)  hospital 
may  withdraw  from  the  Hospital  IQR 
Program  by  submitting  to  CMS  a 
withdrawal  form  that  can  be  found  in 
the  secure  portion  of  the  QualityNet 
Web  site.  The  hospital  must  submit  the 
withdrawal  form  by  \fay  15  prior  to  the 
start  of  the  payment  year  affected.  For 
example,  if  a  hospital  seeks  to  withdraw 
from  the  FY  2015  payment 
determination,  the  hospital  must  submit 
the  withdrawal  form  to  CMS  by  May  15, 
2014.  If  a  hospital  withdraws  from  the 
Program,  it  will  receive  a  reduction 
until  such  time  as  it  meets  the 
participation  requirements.  This 
proposal  will  also  align  with  the  final 
abstraction  data  submission  deadline, 
which  will  eliminate  the  burden  of  one 
extra  deadline  for  providers  and 
vendors.  We  also  proposed  to  modify 


our  regulations  at  42  CFR  412.140(b)  to 
reflect  this  proposed  requirement. 

Comment:  A  few  commenters 
supported  the  proposed  changes  in  the 
data  submission  requirements  regarding 
the  timing  of  notifications  for 
participating  in  and  withdrawing  from 
the  Hospital  IQR  Program. 

Response:  We  would  like  to  thank  the 
commenters  for  their  support. 

After  consideration  or  tne  public 
comments  we  received,  we  are 
finalizing  these  participation  changes 
and  modifying  the  associated  regulation 
text  at  42  CFR  412.140(a){3)(i)  and  42 
CFR  412.140(b). 

c.  Data  Submission  Requirements  for 
Chart- Abstracted  Measures 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28051),  for  FY 
2015  and  subsequent  years,  we 
proposed  to  retain  the  4V2  months 
quarterly  submission  deadline  for  chart- 
abstracted  quality  measures.  We  also 
proposed  to  retain  the  aggregate 
population  and  sampling  deadline  of  4 
months.  Hospitals  would  continue  to  be 
required  to  submit  aggregate  population 
and  sample  size  counts  to  CMS  on  a 
quarterly  basis  for  Medicare  and  non- 
Medicare  discharges  for  the  topic  areas 
for  which  chart-abstracted  data  must  be 
submitted  (76  FR  51640  through  51641). 
We  proposed  the  same  14-day  period 
after  the  aggregate  population  and 
sample  size  count  deadline  to  submit 
the  required  patient-level  records.  For 
the  FY  2015  payment  determination  and 
subsequent  years,  hospitals  mu.st  submit 
data  for  four  consecutive  calendar  year 
discharge  quarters.  For  example,  for  FY 
2015,  the  submission  quarters  are  as 
follows:  IQ  CY  2013,  2Q  CY  2013,  3Q 
CY  2013  and  4Q  CY  2013. 

We  received  no  comments  on  this 
proposal;  therefore,  we  are  finalizing 
our  proposal  to  retain  the  4V2  months 
quarterly  submission  deadline  for  chart- 
abstracted  quality  measures  and  the 
aggregate  population  and  sampling 
deadline  of  4  months  for  the  FY  2015 
payment  determination  and  subsequent 
years. 

We  proposed  to  collect  a  new  chart- 
abstracted  measure  for  FY  2015,  Elective 
Delivery  Prior  to  39  Completed  Weeks 
Gestation:  Percentage  of  Babies 
Electively  Delivered  Prior  to  39 
Completed  Weeks  Gestation.  Although 
this  is  a  chart-abstracted  measure,  we 
proposed  that  this  measure  would  be 
collected  in  aggregated  numerator, 
denominator,  exclusion  counts  and  total 
population  per  hospital  via  a  Web-Based 
Measure  Tool.  The  complete  data 
submission  requirements,  submission 
deadlines,  and  data  submission 
mechanism,  known  as  the  Web-Based 
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Measure  Tool,  will  be  posted  on  the 
QualityNet  Web  site  at:  http:// 
www.qualitynet.org/.  The  Web-Based 
Measure  Tool  will  be  an  Internet 
database  for  hospitals  to  submit  their 
aggregate  data.  We  proposed  that 
hospitals  submit  data  in  accordance 
with  the  specifications  for  the 
appropriate  reporting  periods  to  the 
Web-Based  Measure  Tool  that  will  be 
found  in  the  hospital  section  on  the 
QualityNet  Web  site  [http:// 

WWW.  quali  tyn  et.  org/) . 

Comment:  One  commenter  opposed 
the  use  of  aggregate  reporting  because 
many  hospitals  already  report  this 
measure  to  TJC  in  a  patient-level  format. 

Response:  We  thank  the  commenter 
for  the  input  and  appreciate  that 
hospitals  that  submit  to  TJC  will  need 
to  submit  their  aggregate  totals  to  the 
Web  tool.  However,  we  believe  this 
aggregate  submission  will  be  less 
burdensome  for  hospitals  that  do  not 
already  collect  this  measure. 

Comment:  Several  commenters 
supported  the  aggregate  collection  of  the 
data  for  the  Elective  Delivery  Prior  to  39 
Completed  Weeks  Gestation  measure. 

Response:  We  thank  the  commenters 
for  their  support. 

Comment:  Several  commenters 
support  the  aggregate  collection  of  the 
measure  but  wanted  more  details  on  the 
submission  deadlines  and  requirements. 

Response:  We  thank  the  commenters 
for  their  input  and  reiterate  our 
statement  from  the  proposed  rule  that 
we  consider  the  Elective  Delivery  Prior 
to  39  Completed  Weeks  Gestation 
measure  to  be  a  chart-abstracted 
measure.  Accordingly,  we  are  clarifying 
that  the  deadlines  that  we  are  finalizing 
for  submission  of  patient-level  data  for 
all  of  the  chart-abstracted  measures  also 
apply  to  submission  of  aggregate 
numerator,  denominator,  exclusion 
counts  and  total  population  and  sample 
size  for  this  measure.  The  only 
difference  between  the  submission 
requirements  for  this  measure  and  the 
other  chart-abstracted  measures  is  that 
the  method  hospitals  will  follow  will 
vary  somewhat,  while  the  actual 
deadlines  will  not. 

In  particular,  we  provide  hospitals 
with  the  opportunity  to  begin 
submitting  patient-level  charts  for  the 
other  chart-abstracted  measures  4s 
candidate  cases  occur  during  the  quarter 
at  issue.  It  is  not  necessary  for  us  to 
provide  this  same  mechanism  for  the 
Elective  Delivery  Prior  to  39  Completed  - 
Weeks  Gestation  measure  because 
hospitals  will  not  know  their  aggregate 
counts  for  a  particular  quarter  until  the 
quarter  has  ended.  In  addition,  hospitals 
should  need  less  time  to  submit  data  for 
•this  measure  because,  unlike  the  other 


chart-abstracted  measures,  hospitals  are 
only  required  to  submit  several 
aggregate  counts  instead  of  potentially 
numerous  patient-level  charts.  We  note 
that  submission  of  this  measure  places 
less  burden  on  hospitals  than  the  other 
chart-abstracted  measures  because  of  the 
ease  with  which  hospitals  can  simply 
submit  their  aggregate  counts  using  our 
Web-Based  Measure  Tool  through  the 
QualityNet  Web  site. 

In  summary,  the  data  submission 
deadline  for  all  of  the  chart-abstracted 
measures,  including  the  Elective 
Delivery  Prior  to  39  Completed  Weeks 
Gestation  measure,  is  4V2  months  after 
the  end  of  the  discharge  quarter.  For 
example,  the  deadline  for  submission  of 
data  for  all  chart-abstracted  measures  for 
the  first  calendar  quarter  of  2013  is 
August  15,  2013.  The  only  difference  in 
timing  for  submission  of  data  for  the 
Elective  Delivery  Prior  to  39  Completed 
Weeks  Gestation  measure  and  the  other 
chart-abstracted  measures  is  the 
duration  of  the  submission  periods.  For 
the  Elective  Delivery  Prior  to  39 
Completed  Weeks  Gestation  measure 
the  submission  period  for  the  first 
quarter  of  2013  will  be  July  1st,  2013- 
August  15th,  2013  and  for  the  other 
chart-abstracted  measures  the 
submission  period  is  for  the  first  quarter 
of  2013  will  be  January  1,  2013-August 
15,  2013.  While  the  submission  periods 
differ,  the  deadlines  for  each  quarter 
will  be  the  same  for  all  chart-abstracted 
measures,  including  the  Elective 
Delivery  Prior  to  39  Completed  Weeks 
Gestation  measure. 

Comment:  Several  commenters  were 
concerned  about  including  this  measure 
in  the  Hospital  VBP  Program  because  it 
is  would  be  difficult  to  validate  since 
there  are  no  underlying  patient  records 
from  which  to  pull  the  data. 

Response:  We  thank  the  commenters 
for  their  input.  We  point  out  that  the 
measure  was  not  proposed  for  the 
Hospital  VBP  Program  at  this  time.  We 
also  have  not  proposed  to  validate  this 
measure. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  aggregate  data  collection 
and  submission  requirements  for  the 
Elective  Delivery  Prior  to  39  Completed 
Weeks  Gestation:  Percentage  of  Babies 
Electively  Delivered  Prior  to  39 
Completed  Weeks  Gestation  measure. 

d.  Sampling  and  Case  Thresholds 
Beginning  With  the  FY  2015  Payment 
Determination 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51641),  we  continued,  for 
the  FY  2015  payment  determination  and 
subsequent  years,  the  approach  we 
adopted  in  the  FY  2011  IPPS/LTCH  PPS 


final  rule  (75  FR  50230)  regarding 
hospital  submission  of  population  and 
sampling  data.  In  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28051), 
we  did  not  propose  any  changes  to  these 
requirements. 

We  strongly  recommend  that 
hospitals  review  the  QIO  Clinical 
Warehouse  Feedback  Reports  and  the 
Hospital  IQR  Program  Provider 
Participation  Reports  that  are  available 
after  patient-level  data  are  submitted  to 
the  QIO  Clinical  Warehouse.  We 
generally  update  these  reports  on  a  daily 
basis  to  provide  accurate  information  to 
hospitals  about  their  submissions.  These 
reports  enable  hospitals  to  ensure  that 
their  data  were  submitted  on  time  and 
accepted  into  the  QIO  Clinical 
Warehouse. 

Comment:  Several  commenters 
expressed  concern  about  changes  to 
QualityNet  feedback  reports.  In 
addition,  several  commenters  expressed 
concern  that  QualityNet’s  role  irr 
validation  is  being  expanded  at  a  time 
when  the  system  is  not  functioning 
properly. 

Response:  We  thank  the  commenters 
for  their  concerns.  The  QualityNet 
reporting  system  recently  underwent 
significant  changes  as  a  result  of  a 
Hospital  IQR  Program  and  Hospital 
OQR  Program  system  alignment  and  re¬ 
design.  The  format  of  standard 
QualityNet  reports  should  be  consistent 
at  this  time,  with  changes  being  applied 
only  to  accommodate  changes  in  data 
collection,  updates  necessary  to  support 
changes  in  prograrn  requirements.  We 
believe  QualityNet  is  reliable  and  that 
the  system  will  continue  to  be  capable 
of  supporting  the  uploads  necessary  for 
validation. 

Comment:  One  commenter  expressed 
concern  that  electronic  medical  records 
owners  be  given  assistance  from 
vendors  or  have  access  to  programming 
to  assure  correct  documentation  and 
obstetric  reporting. 

Response:  We  thank  the  commenter 
and  encourage  submitters  to  work  with 
their  vendors  to  assure  correct 
documentation  and  obstetric  reporting. 

e.  HCAHPS  Requirements  for  the  FY 
2014,  FY  2015,  and  FY  2016  Payment 
Determinations 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51641  through  51643), 
beginning  with  discharges  occurring  in 
third  quarter  CY  2011,  we  established 
that  hospitals  will  have  about  13  weeks 
after  the  end  of  a  calendar  quarter  to 
submit  HCAHPS  data  for  that  quarter  to 
the  QIO  Clinical  Warehouse. 

Other  than  this  change,  we  did  not 
make  any  other  changes  to  the  HCAHPS 
requirements  for  the  FY  2013  and  FY 
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2014  Hospital  IQR  Program  payment 
determinations,  which  were  adopted  in 
the  FY  2011  IPPS/LTCH  PPS  final  rule 
(75  FR  50220). 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28051),  for  the  FY 
2016  Hospital  IQR  payment 
determinations,  we  proposed  to 
continue  these  HCAHPS  requirements. 
Under  these  requirements,  a  hospital 
must  continuously  collect  and  submit 
HCAHPS  data  in  accordance  with  the 
current  HCAHPS  Quality  Assurance 
Guidelines  and  the  quarterly  data 
submission  deadlines,  both  of  which  are 
posted  at  http://w\vw.hcahpsonline.org. 

In  order  for  a  hospital  to  participate  in 
the  collection  of  HCAHPS  data,  a 
hospital  must  either:  (1)  contract  with 
an  approved  HCAHPS  survey  vendor 
that  will  conduct  the  survey  and  submit 
data  on  the  hospital’s  behalf  to  the  QIO 
Clinical  Warehouse:  or  (2)  self- 
administer  the  survey  without  using  a 
surx'ey  vendor  provided  that  the 
hospital  attends  HCAHPS  training  and 
meets  Minimum  Survey  Requirements 
as  specified  on  the  HC.AHPS  Web  site  at: 
http://\uuv. hcahpsonIine.org.  A  current 
list  of  approved  HCAHPS  survey 
vendors  can  be  found  on  the  HCAHPS 
Web  site.  For  the  FY  2016  Hospital  IQR 
Program,  we  proposed  that  the  HCAHPS 
data  would  be  based  on  discharges  from 
Januai^- 1,  2014  through  December  31, 
2014.  ’ 

Every  hospital  choosing  to  contract 
with  a  survey  vendor  must  provide  the 
sample  frame  of  HCAHPS-eligible 
discharges  to  its  sur\  ey  vendor  with 
sufficient  time  to  allow  the  surv’ey 
vendor  to  begin  contacting  each 
sampled  patient  within  6  weeks  of 
discharge  from  the  hospital.  (We  refer 
readers  to  the  Quality  Assurance 
Guidelines  located  at  http:// 
www.hcahpsonline.org  for  details  about 
HCAHPS  surx'ey  administration.) 
Hospitals  are  strongly  encouraged  to 
submit  their  entire  patient  discharge 
list,  excluding  patients  who  had 
requested  “no  publicity”  status  or  who 
are  excluded  because  of  State 
regulations,  in  a  timely  manner  to  their 
sur\'ey  vendor  to  allow  adequate  time 
for  sample  creation,  sampling,  and 
survey  administration.  We  emphasize 
that  hospitals  must  also  provide  the 
administrative  data  that  is  required  for 
HCAHPS  in  a  timely  manner  to  their 
sur\’ey  vendor.  This  includes  the  patient 
MS-DRG  at  discharge,  or  alternative 
information  that  can  be  used  to 
determine  the  patient’s  service  line,  in 
accordance  with  the  sur\'ey  protocols  in 
the  most  recent  HCAHPS  Quality 
Assurance  Guidelines. 

We  note  that  the  HCAHPS  Quality 
Assurance  Guidelines  require  that 


hospitals  maintain  complete  discharge 
lists  that  indicate  which  patients  were 
eligible  for  the  HCAHPS  survey,  which 
patients  were  not  eligible,  and  which 
patients  were  excluded,  and  the 
reason(s)  for  ineligibility  and  exclusion. 
(We  refer  readers  to  the  Quality 
Assurance  Guidelines  located  at  http:// 
w'ww.hcahpsonline.org  for  details  about 
HCAHPS  eligibility  and  sample  frame 
creation.)  In  addition,  the  hospital  must 
authorize  the  survey  vendor  to  submit 
data  via  My  QualityNet,  the  secure  part 
of  the  QualityNet  Web  site,  on  the 
hospital’s  behalf. 

Hospitals  must  obtain  and  submit  at 
least  300  completed  HCAHPS  surveys  in 
a  rolling  four-quarter  period  unless  the 
hospital  is  too  small  to  obtain  300 
completed  surveys.  We  wish  to 
emphasize  that  the  absence  of  a 
sufficient  number  of  HCAHPS  eligible 
discharges  is  the  only  acceptable  reason 
for  obtaining  and  submitting  fewer  than 
300  completed  HCAHPS  surveys  in  a 
rolling  four  quarter  period.  If  a  hospital 
obtains  fewer  than  100  completed 
surveys,  the  hospital’s  HCAHPS  scores 
will  be  accompanied  by  an  appropriate 
footnote  on  the  Hospital  Compare  Web 
site  alerting  the  Web  site  users  that  the 
scores  should  be  reviewed  with  caution, 
as  the  number  of  surveys  may  be  too 
low  to  reliably  assess  hospital 
performance. 

After  the  survey  vendor  submits  the 
data  to  the  QIO  Clinical  Warehouse,  we 
strongly  recommend  that  hospitals 
employing  a  survey  vendor  promptly 
review  the  two  HCAHPS  Feedback 
Reports  (the  Provider  Survey  Status 
Summary  Report  and  the  Data 
Submission  Detail  Report)  and  the 
HCAHPS  Review  and  Correction  Report 
that  are  available.  These  reports  enable 
a  hospital  to  ensure  that  its  survey 
vendor  has  submitted  the  data  on  time, 
the  data  has  been  accepted  into  the  QIO 
Clinical  Warehouse,  and  the  data 
accepted  into  the  QIO  Clinical 
Warehouse  are  complete  and  accurate. 

In  order  to  ensure  compliance  with 
HCAHPS  survey  and  administration 
protocols,  hospitals  and  survey  vendors 
must  participate  in  all  oversight 
activities.  As  part  of  the  oversight 
process,  during  the  onsite  visits  or 
conference  calls,  the  HCAHPS  Project 
Team  will  review  the  hospital’s  or 
surv'ey  vendor’s  survey  systems  and 
assess  protocols  based  upon  the  most 
recent  HCAHPS  Quality  Assurance 
Guidelines.  All  materials  relevant  to 
survey  administration  will  be  subject  to 
review.  The  systems  and  prograrn 
review  includes,  but  is  not  limited  to: 
(a)  Surv’ey  management  and  data 
systems;  (b)  printing  and  mailing 
materials  and  facilities;  (c)  telephone 


and  Interactive  Voice  Response  (IVR) 
materials  and  facilities;  (d)  data  receipt, 
entry  and  storage  facilities;  and  (e) 
written  documentation  of  survey 
processes.  As  needed,  hospitals  and 
survey  vendors  will  be  subject  to  follow¬ 
up  site  visits  or  conference  calls.  We 
point  out  that  the  HCAHPS  Quality 
Assurance  Guidelines  state  that 
hospitals  should  refrain  from  activities 
that  explicitly  influence  how  patients 
respond  on  the  HCAHPS  survey.  If  we 
determine  that  a  hospital  is  not 
compliant  with  HCAHPS  program 
requirements,  we  may  determine  that 
the  hospital  is  not  submitting  HCAHPS 
data  that  meet  the  requirements  of  the 
Hospital  IQR  Program. 

We  continue  to  strongly  recommend 
that  each  new  hospital  participate  in  an 
HCAHPS  dry  run,  if  feasible,  prior  to 
beginning  to  collect  HCAHPS  data  on  an 
ongoing  basis  to  meet  Hospital  IQR 
Program  requirements.  New  hospitals 
can  conduct  a  dry  run  in  the  last  month 
of  a  calendar  quarter.  The  dry  run  will 
give  newly  participating  hospitals  the 
opportunity  to  gain  first-hand 
experience  collecting  and  transmitting 
HCAHPS  data  without  the  public 
reporting  of  results.  Using  the  official 
survey  instrument  and  the  approved 
modes  of  administration  and  data 
collection  protocols,  hospitals/survey 
vendors  will  collect  HCAHPS  dry-run 
data  and  submit  the  data  to  My 
QualityNet,  the  secure  portion  of 
QualityNet. 

We  again  are  encouraging  hospitals  to 
regularly  check  the  HCAHPS  Web  site  at 
h ttp://\\'ww.hcah psonline. org  for 
program  updates  and  information.  We 
invited  public  comment  on  our  proposal 
to  continue  using  these  HCAHPS 
requirements  for  the  FY  2016  payment 
determination. 

We  did  not  receive  any  public 
comments  and  we  are  adopting  the 
HCAHPS  requirements  for  the  FY  2014, 
FY  2015,  and  FY  2016  payment 
determinations,  as  proposed.  - 

f.  Data  Submission  Requirements  for 
Structural  Measures 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51643  through  51644), 
beginning  with  FY  2013,  we  finalized 
the  period  of  data  collection  for  which 
hospitals  will  submit  the  required 
registry  participation  information  once 
annually  for  the  structural  measures  via 
a  Web-Based  Measure  Tool.  We 
finalized  our  proposal  for  FY  2014  for 
submission  of  structural  measures 
between  April  1.  2013  and  May  15,  2013 
with  respect  to  the  time  period  of 
Januarv  1,  2012  through  December  31, 
2012.  In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28052),  we 
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proposed  to  continue  this  policy  for  FY 
2015  and  subsequent  years.  For  the  FY 
2015  payment  determination,  the  period 
,of  data  collection  for  which  hospitals 
will  submit  the  required  registry 
participation  information  for  the 
structural  measures  via  a  Web-Based 
Measure  Tool  will  be  between  April  1, 
2014  and  May  15,  2014,  with  respect  to 
the  time  period  of  January  1,  2013 
through  December  31,  2013.  We  invited 
public  comment  on  this  proposal. 

Comment:  One  commenter  supported 
the  timing  of  collection  for  structural 
measures  for  FY  2015  and  subsequent 
years. 

Response:  We  thank  the  commenter 
for  the  support. 

After  consideration  of  the  public 
comment  we  received,  we  are  finalizing 
our  proposal  to  align  the  structural 
measure  submission  with  the  final 


submission  quarter  for  each  fiscal  year 
for  FY  2015  and  subsequent  years. 

g.  Data  Submission  and  Reporting 
Requirements  for  Healthcare-Associated 
Infection  (HAI)  Measures  Reported  via 
NHSN 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51644  through  51645),  we 
adopted  the  data  submission  and 
reporting  standard  procedures  that  have 
been  set  forth  by  CDC  for  NHSN 
participation  in  general  and  for 
submission  of  the  HAI  measures  to 
NHSN.  The  existing  data  collection  and 
submission  timeframes  for  the  HAI 
measures  for  the  FY  2014  payment 
determination  align  with  the  submission 
timeframes  for  chart  abstracted 
measures.  The  data  submission 
deadlines  are  posted  on  the  QualityNet 


Web  site  at:  http:/ /www.QualityNet. 
org/. 

Hospitals  will  have  until  the  Hospital 
IQR  Program  final  submission  deadline 
to  submit  their  quarterly  data  to  NHSN. 
After  the  final  Hospital  IQR  Program 
submission  deadline  has  occurred  for 
each  calendar  quarter  of  CY  2013,  for  FY 
2015  quarters,  CMS  will  obtain  the 
hospital-specific  calculations  that  have 
been  generated  by  the  NHSN  for  the 
Hospital  IQR  Program. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28052),  we 
proposed  to  continue  this  policy,  with 
the  two  exceptions  discussed  below,  for 
the  FY  2015  payment  determination  and 
subsequent  years. 

The  HAI  measures  that  will  be 
included  in  the  FY  2015  payment 
determination  are  included  in  the 
following  chart: 


Topic 

FY  2015  Payment  determination:  Hospital  associated  infection  measures  (CDC/NHSN) 

! 

Central  Line  Associated  Blood  Stream  Infection. 

Surgical  Site  Infection. 

Catheter  Associated  Urinary  Tract  Infection. 

MRSA  Bacterimia. 

1  Clostridium  difficile. 

i  Healthcare  Provider  Influenza  Vaccination. 

We  realize  that  some  hospitals  may 
not  have  locations  that  meet  the  NHSN 
criteria  for  CLABSI  or  CAUTI  reporting, 
for  example,  when  a  hospital  has  no 
ICUs.  We  proposed  to  provide  an 
exception  for  the  CLABSI  and  CAUTI 
measures  for  hospitals  that  do  not  have 
an  ICU,  reducing  the  burden  associated 
with  reporting  to  NHSN.  In  addition,  we 
recognize  that  some  facilities  may 
perform  so  few  procedures  requiring 
surveillance  under  the  Surgical  Site 
Infection  (SSI)  measure  that  the  data 
may  not  be  meaningful  for  Hospital 
Compare  or  sufficiently  reliable  to  be 
utilized  for  payment  determination. 

We  proposed  to  provide  an  exception 
for  these  hospitals  from  the  reporting 
requirement  in  any  given  year  if  the 
hospital  performed  fewer  than  a 
combined  total  of  10  colon  and 
abdominal  hysterectomy  procedures  in 
the  calendar  year  prior  to  the  reporting 
year.  For  example,  a  hospital  that 
performed  only  2  colon  surgeries  and  4 
abdominal  hysterectomies  in  2012 
would  not  be  required  to  report  the  SSI 
measure  in  2014.  We  proposed  to 
provide  hospitals  with  a  single  HAI 
exception  form,  to  be  used  for* seeking 
an  exception  for  any  of  the  CLABSI, 
CAUTI  and  SSI  measures,  which  will  be 
available  on  QualityNet.  We  invited 
public  comment  on  this  proposal. 

Comment:  Several  commenters 
supported  the  CMS  proposal  to  provide 


an  exception  from  NHSN  reporting  for 
hospitals  without  ICU  locations  or  that 
perform  a  combined  total  of  10  or  fewer 
colon  and  abdominal  hysterectomy 
procedures. 

Response:  We  thank  these 
commenters  for  their  support. 

Comment:  One  commenter  suggested 
that  a  combined  total  of  25  colon  and 
abdominal  hysterectomy  procedures 
may  be  more  appropriate. 

Response:  We  proposed  to  exempt 
hospitals  performing  10  or  fewer  colon 
or  abdominal  hysterectomy  procedures 
because  we  believe  that  facilities 
performing  this  number  of  procedures 
may  not  have  data  for  the  Surgical  Site 
Infection  (SSI)  measure  that  is 
sufficiently  meaningful  for  a  measure 
score  to  be  displayed  on  Hospital 
Compare  for  this  measure.  However,  we 
believe  that  setting  the  minimum 
number  of  procedures  as  low  as  is 
possible  for  SSI  is  essential  to  ensuring 
the  availability  of  the  most  data  possible 
for  Hospital  Compare  reporting  for  this 
critical  HAI  measure.  We  thank  the 
commenter  for  the  suggestion  and  will 
re-evaluate  this  policy  when  more  data 
are  available. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  proposed  exception 
process  to  provide  hospitals  with  a 
single  HAI  exception  form,  to  be  used 
for  seeking  an  exception  for  any  of  the 


CLABSI,  CAUTI  and  SSI  measures  as 
defined  above. 

6.  Supplements  to  the  Chart  Validation 
Process  for  the  Hospital  IQR  Program  for 
the  FY  2015  Payment  Determination 
and  Subsequent  Years 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28053  through 
28059),  for  the  FY  2015  payment 
determination  and  subsequent  years,  we 
proposed  to  continue  using,  with  some 
modifications,  the  validation 
requirements  and  methods  we  adopted 
in  the  FY  2011  IPPS/LTCH  PPS  final 
rule  (75  FR  50227  through  50229)  and 
the  FY  2012  IPPS/LTCH  PPS  final  rule 
(76  FR  51645  through  51648).  The 
modifications  we  proposed,  explained 
in  detail  below,  are  as  follows:  (a)  Using 
separate  validation  approaches  for 
chart-abstracted  clinical  process  of  care 
and  HAI  measures:  (b)  changing  the 
number  of  hospitals  included  in  the 
base  annual  validation  random  sample; 
and  (c)  using  targeted  selection  of 
supplemental  hospitals  to  be  added  to 
the  base  sample.  As  described  below, 
these  proposals  are  intended  to 
strengthen  the  Hospital  IQR  Program  by 
validating  a  larger  set  of  measures, 
increasing  opportunities  to  detect  poor 
reporting  through  different  approaches 
to  targeting  and  scoring,  and  increasing 
the  rigor  associated  with  our  validation 
process,  all  while  ensuring  that  the 
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wider  scope  and  greater  rigor  only 
modestly  increases  the  burden  of 
validation  activities  on  hospitals 
relative  to  prior  years.  We  invited  public 
comment  on  each  of  these  proposals. 

a.  Separate  V'alidation  Approaches  for 
Chart-Abstracted  Clinical  Process  of 
Care  and  Healthcare  Associated 
Infection  (HAI)  Measures 

(1)  Background  and  Rationale 

We  finalized  reporting  to  the  Hospital 
IQR  Program  of  25  chart-abstracted 
measures  in  7  topic  areas:  Acute 
myocardial  infarction  (AMI):  heart 
failure  (HF);  pneumonia  (PN):  surgical 
care  improvement  project  (SCIP); 
emergency  department  throughput  (ED); 
immunization  (IMM):  and  HAIs  for  the 
FY  2014  payment  determination  and 
subsequent  vears  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51628 
through  51629).  In  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28053), 
for  the  FY  2015  payment  determination 
and  subsequent  years,  we  proposed  to 
continue  validating  the  chart-abstracted 
clinical  process  of  care  measures  with 
the  exception  of  the  SCP-\TE-1 
measure,  which  we  proposed  for 
removal  from  the  Hospital  IQR  Program 
starting  with  the  FY  2015  payment 
determination.  We  also  proposed  to 
continue  validating  the  one  HAI 
measure — CLABSl — that  we  finalized 
for  validation  in  the  FY  2012  IPPS/ 

LTCH  PPS  final  rule  (76  FR  51646).  We 
also  proposed  to  validate  two  additional 
HAI  measures,  catheter-associated 
urinary  tract  infection  (CAUTI)  and 
surgical  site  infection  (SSI),  which  were 
finalized  for  inclusion  in  the  Hospital 
IQR  Program  for  the  FY  2014  payment 
determination  and  subsequent  vears  in 
the  FY  2012  IPPS/LTCH  PPS  final  rule 
(76  FR  51628  through  61629).  We 
proposed  to  add  these  two  measures  to 
those  we  validate  so  that  we  can  ensure 
data  reliability  on  all  chart-abstracted 
measures  on  which  hospitals  will  have 
been  reporting  data  under  the  Hospital 
IQR  Program  for  at  least  one  year  prior 
to  the  FY  2015  payment  determination. 

The  inclusion  of  the  three  chart- 
abstracted  HAI  measures — CLABSl, 
CAUTI,  and  SSI — in  the  Hospital  IQR 
Program  reflects  HHS’*priority  to 
increase  patient  safety  by  preventing 
HAIs.  As  finalized  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51640 
through  51645),  the  mechanism  for 
reporting  HAI  measures  is  different  from 
the  mechanism  for  reporting  on  the 
chart-abstracted  clinical  process  of  care 
measure  sets  (AMI,  ED,  IMM,  HF,  PN, 


’*  Dudeck  M.A.  Horan  TC.  Peterson  KD.  ef  al. 
National  Healthcare  Safety  Network  (NHSN)  Report, 
data  summary  for  2010.  device-associated  module. 


SCIP).  In  addition,  tbe  infection  ev^ents 
for  which  hospitals  would  report  on  the 
HAI  measures  occur  rarely  relative  to 
the  events  for  which  hospitals  would 
report  on  the  clinical  process  of  care 
measure  sets.  We  cannot  report  a  single 
number  describing  the  national 
incidence  for  these  three  HAIs 
collectively  or  individually  because 
infection  rates  vary  by  the  type  of 
hospital,  their  patient  populations, 
device  utilization  rates,  and 
performance  of  different  types  of 
surgeries.-”’  However,  we  know  that 
these  events  are  sufficiently  rare  that  if 
we  did  not  find  a  way  to  target  records 
with  a  higher  probability  of  including 
an  HAL  many  hospitals  would  have  to 
submit  virtually  all  records  per  quarter 
to  effectively  validate  the  HAI  measure 
set.  For  these  reasons,  we  proposed,  and 
we  describe  below  in  section 
VIII.A.6.a.(3)  of  this  preamble  to 
separate  the  approaches  for  targeting 
and  sampling  of  records  for  HAI 
validation  from  the  approaches  finalized 
for  validation  of  the  chart-abstracted 
clinical  process  of  care  measure  sets  in 
the  FY  2012  IPPS/LTCH  PPS  final  rule 
(76  FR  51647  through  51648),  and 
summarized  in  VIII.A.6.a.(2)  of  this 
preamble,  and  we  proposed  to  calculate 
separate  scores  for  the  group  of  clinical 
process  of  care  measure  sets  and  the 
HAI  measure  set  as  described  in 
\31I.A.6.a.(4)  of  this  preamble. 

Comment:  Several  commenters 
expressed  general  support  for  the 
validation  proposal.  Many  commenters 
acknowledged  that  validation  of  the 
chart-abstracted  clinical  process  of  care 
and  HAI  measures  should  be  separated. 
In  fact,  many  commenters  suggested  that 
CDC  should  manage  HAI  validation 
efforts  because  of  its  responsibility  for 
defining  and  maintaining  the  NHSN 
system.  Others  encouraged  CMS  “to 
work  closely  with  NHSN  in  its 
validation  development.” 

Response:  We  appreciate  these 
comrnents,  and  agree  that  CDC  is 
responsible  for  defining  and 
maintaining  the  NHSN  system  and  is  an 
important  partner  in  validating  HAI 
measures.  However,  we  wish  to  clarify 
that  validation  of  Hospital  IQR  Program 
data  is  our  responsibility  because  the 
authority  to  perform  this  function  is 
vested  in  us  by  statute.  We  also  wish  to 
clarify  that  QIO  contractor  regulatory 
authority  (42  CFR  476.78(c))  is  used  to 
require  hospitals  to  provide  copies  of 
medical  record  documentation.  This 
regulatory  authority  is  critical  to 
ensuring  complete  submission  of 


Am  )  Infect  Control.  2011  Dec:39(10):798-816. 
Edwards  (R,  Peterson  KD,  Mu  Y,  et  al.  National 
Healthcare  Safety  Network  (NHSN)  report:  Data 


hospital  documentation  for  validated 
hospitals.  CDC  is  unable  to  use  this 
same  regulatory  authority  to  gain  access 
to  records.  Moreover,  by  retaining 
control  over  the  HAI  validation  process, 
vve  are  also  able  to  reduce  burden  on 
hospitals  by  only  requesting  a  record 
once  in  the  event  that  a  record  is 
sampled  for  validation  of  both  clinical 
process  of  care  and  HAI  measure  sets. 

We  administer  the  Hospital  IQR  clinical 
process  of  care  measure  collection  and 
validation  without  any  CDC  direct  role, 
so  CDC  does  not  have  any  access  to 
clinical  process  of  care  measure  records 
submitted  for  validation.  Accordingly,  if 
CDC  had  sole  responsibility  for 
validating  HAI  measures,  hospitals 
could  potentially  have  to  submit  the 
same  records  twice  for  both  clinical 
process  of  care  and  HAI  measures.  For 
all  of  these  reasons,  we  do  not  agree  that 
CDC  should  manage  the  Hospital  IQR 
Program  HAI  validation  process. 

VVe  emphasize  that  we  have 
collaborated  closely  with  CDC  on  all 
aspects  of  HAI  reporting,  including  last 
year’s  final  rule  for  CLABSl  validation, 
the  positive  blood  culture  template 
distributed  on  QualityNet  at:  http:// 
n'H’W'.qualitynet.org,  the  instructions  for 
CDAC  abstractors  performing  validation, 
and  this  year’s  proposal  for  HAI 
validation. 

In  recognition  that  the  HAI  and 
clinical  process  of  care  measures  are 
collected  through  different  data 
collection  systems,  and  after 
consideration  of  the  public  comments 
we  received,  we  are  finalizing  our 
proposal  for  the  FY  2015  payment 
determination  and  subsequent  years  to 
separate  the  approaches  for  HAI 
validation  from  the  approaches  finalized 
for  validation  of  the  chart-abstracted 
clinical  process  of  care  measure  sets, 
with  one  exception.  We  will  not  require 
hospitals  to  receive  separate  passing 
scores  on  both  clinical  process  of  care 
and  HAI  measures.  This  policy  is 
described  further  in  response  to 
comments  in  section  VIII.A.6.a.(4)  of 
this  preamble. 

(2)  Selection  and  Sampling  of  Clinical 
Process  of  Care  Measures  for  Validation 

The  approach  to  selection  and 
sampling  of  clinical  process  of  care 
measure  sets  for  validation  was 
finalized  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51645  through 
51648)  for  the  2014  payment 
determination  and  subsequent  years. 
These  measures  and  measure  sets  are 
shown  in  the  table  below. 


summary  for  2006  through  2008.  issued  December 
2009.  Am  J  Infect  Control  2009  Dec;  37:783-805. 
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HOSPITAL  Inpatient  Quality  Reporting  (IQR)  Program  Chart-Abstracted  Clinical  Process  of  Care  Measures 
To  Be  Validated  for  the  FY  2014  Payment  Determination  and  Subseouent  Years 


Topic 


Measures 


Acute  Myocardial  Infarction  (AMI) 
Measures. 


Heart  Failure  (HF)  Measures 


Pneumonia  (PN)  Measures 


AMI-2  Aspirin  prescribed  at  discharge. 

AMI-7a  Fibrinolytic  (thrombolytic)  agent  received  within  30  minutes  of  hospital  arrival.  - 
AMI-8a  Timing  of  Receipt  of  Primary  Percutaneous  Coronary  Intervention  (PCI). 

AMI-10  Statin  Prescribed  at  Discharge. 

HF-1  Discharge  instructions. 

HF-2  Evaluation  of  left  ventricular  systolic  function. 

HF-3  Angiotensin  Converting  Enzyme  Inhibitor  (ACE-I)  or  Angiotensin  II  Receptor  Blocker  (ARB)  for 
left  ventricular  systolic  dysfunction. 

PN-3b  Blood  culture  performed  in  the  emergency  department  prior  to  first  antibiotic  received  in  hos¬ 
pital. 


Surgical  Care  Improvement  Project 
(SCIP)  Measures. 


PN-6  Appropriate  initial  antibiotic  selection. 

SCIP  INF-1  Prophylactic  antibiotic  received  within  1  hour  prior  to  surgical  incision. 

SCIP  INF-2  Prophylactic  antibiotic  selection  for  surgical  patients. 

SCIP  INF-3  Prophylactic  antibiotics  discontinued  within  24  hours  after  surgery  end  time  (48  hours  for 
cardiac  surgery). 

SCIP  INF-4  Cardiac  surgery  patients  with  controlled  6AM  postoperative  serum  glucose. 

SCIP  INF-9  Postoperative  urinary  catheter  removal  on  postoperative  day  1  or  2  with  day  of  surgery 
being  day  zero. 

SCIP  INF-10  Surgery  patients  with  perioperative  temperature  management. 

SCIP  Cardiovascular-2  Surgery  Patients  on  a  Beta  Blocker  priqr  to  arrival  who  received  a  Beta  Blocker 
during  the  perioperative  period. 

SCIP  INF-VTE-1  Surgery  patients  with  recommended  Venous  Thromboembolism  (VTE)  prophylaxis 
ordered.* 

SCIP-\/TE-2  Surgery  patients  who  received  appropriate  VTE  prophylaxis  within  24  hours  pre/post  sur- 


Emergency  Department  Throughput 
(ED)  Measures. 


Prevention:  Global  Immunization  I  • 
(IMM)  Measures.  I  • 


gery. 

ED-1  Median  time  from  emergency  department  arrival  to  time  of  departure  from  the  emergency  room 
for  patients  admitted  to  the  hospital. 

ED-2  Median  time  from  admit  decision  to  time  of  departure  from  the  emergency  department  for  emer¬ 
gency  department  patients  admitted  to  the  inpatient  status. 

Immunization  for  Influenza. 

Immunization  for  Pneumonia. 


*  We  are  removing  this  measure  from  the  Hospital  IQR  Program  starting  with  the  FY  2015  payment  determination. 


We  describe  the  validation  approach 
for  these  measures,  which  was  finalized 
in  FY  2012  IPPS/LTCH  PPS  final  rule 
(76  FR  51645  through  51648),  for 
informational  purposes  only.  A  total  of 
15  records  will  be  selected  per  quarter 
for  the  chart-ahstracted  clinical  process 
of  care  measures.  Three  records  per 
quarter  will  be  sampled  from  among  all 
records  submitted  to  the  Warehouse  in 
each  of  four  groups  defined  as  part  of 
the  AMI,  HF,  PN,  and  SCIP  measure 
sets.  In  addition,  three  records  per 
quarter  will  he  sampled  from  among  the 
remaining  submissions  to  the 
Warehouse  and  will  be  validated  for  the 
ED  and  IMM  measure  sets.  CMS  will 
also  abstract  data  regarding  the  ED  and 
IMM  measure  sets  from  records 
submitted  for  the  AMI,  HF,  PN,  and 
SCIP  measure  sets. 

We  finalized  our  proposal  in  the  FY 
2012  IPPS/LTCH  PPS  final  rule  (76  FR 
51648)  to  abstract  ED  and  IMM  data 
from  all  cases  selected  from  other 
measure  sets  (AMI,  HF,  PN,  SCIP,  and 
CLABSI).  In  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  28054),  for 
the  FY.  2015  payment  determination  and 
subsequent  years,  we  proposed  to 
discontinue  abstracting  ED  and  IMM 
data  from  cases  selected  for  the  CLABSI 


measure.  We  proposed  this  change  in 
order  to  be  consistent  with  the  policy 
described  in  section  VIII.A.6.a.(l)  of  this 
preamble  to  calculate  separate  scores  for 
HAI  and  chart-abstracted  clinical 
process  of  care  measure  sets. 

Comment:  One  commenter  requested 
clarification  as  to  whether  a  hospital  is 
required  to  submit  ED/IMM  data  on  all 
AMI,  HF,  PN,  and  SCIP  cases  submitted 
to  the  warehouse  to  support  the  process 
wherein  CDAC  will  abstract  ED  and 
IMM  measures  from  all  AMI,  HF,  PN, 
and  SCIP  cases  selected  for  validation. 
The  commenter  further  stated  that  “the 
sampling  methodology  described  in  the 
specifications  manual  does  not  work  if 
a  hospital  does  100  percent  review  of 
AMI,  HF,  PN,  and  SCIP  cases  on  a 
weekly  basis,  but  samples  the  global 
population  at  the  end  of  the  month, 
when  all  possible  cases  in  the 
population  are  available  for  sampling.” 

Response:  We  welcome  the 
opportunity  to  clarify  the  sampling 
process  for  ED/IMM.  The  CDAC  process 
to  abstract  ED  and  IMM  data  from  all 
cases  sampled  for  AMI,  HF,  PN,  and 
SCIP  validation  does  not  necessitate  that 
hospitals  themselves  submit  ED  and 
IMM  data  from  all  of  their  AMI,  HF,  PN, 
and  SCIP  cases  in  the  Hospital  IQR 


Program,  only  a  sample  of  them. 
Operational  guidance  on  how  to  sample 
records  for  submission  of  Hospital  IQR 
data  is  provided  in  our  Hospital  IQR 
Program  Specifications  Manual  on 
QualityNet  at  http://www.qualitynet.org. 
The  Specifications  Manual  calls  for  a 
representative  random  sample  of  the 
global  population:  the  AMI,  HF,  PN,  and 
SCIP  populations  are  subsets  of  this 
global  population.  Therefore,  using 
random  sampling  methodology  to 
identify  the  global  population  sample 
will  also  randomly  sample  AMI,  HF, 

PN,  and  SCIP  cases  for  which  hospitals 
will  provide  ED  and  IMM  data.  The 
validation  sample  of  AMI,  HF,  PN,  and 
SCIP  cases  will  not  perfectly  overlap 
with  those  AMI,  HF,  PN,  and  SCIP  cases 
for  which  ED  and  IMM  data  are 
submitted.  However,  the  ED/IMM  data 
submitted  and  validated  will  be 
representative  of  the  underlying  global 
population,  which  is  what  matters  for 
the  global  measures  (ED/IMM).  We 
anticipate  that  the  validation  approach 
will  support  adequate  reliability 
assessment  of  the  global  measures.  We 
intend  to  provide  additional  training  on 
monthly  sampling  during  2012. 

While  we  did  not  receive  any 
comments  specifically  addressing  our 
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proposal  to  discontinue  abstracting  ED 
and  IMM  data  from  records  sampled  for 
CLABSI,  we  did  receive  numerous 
comments  supporting  our  proposal  to 
separate  the  validation  processes  for  the 
clinical  process  of  care  and  HAI 
measure  sets,  which  this  proposal  was 
intended  to  support.  Accordingly,  we 


are  finalizing  our  proposal  to 
discontinue  abstraction  of  ED  and  IMM 
data  from  records  sampled  for  CLABSI. 

(3)  Selection  and  Sampling  of  HAI 
Measures  for  Validation 

As  explained  in  section  VIII.A.6.a.{l) 
of  the  FY  2013  IPPS/LTCH  PPS 


proposed  rule  (77  FR  28053),  we 
proposed  separate  selection,  sampling, 
and  validation  scoring  for  HAI 
measures.  The  HAI  measures  we 
proposed  to  validate  for  the  FY  2015 
payment  determination  and  subsequent 
years  are  CLABSI,  CAUTI,  and  SSI  (77 
FR  28054). 


HAI  Measures  in  the  Hospital  Inpatient  Quality  Reporting  (IQR)  Program  To  Be  Validated  for  the  FY  2015 

Payment  Determination  and  Subseouent  Years 


Measures  Continued  for  Validation  for  the  FY  2014  Payment  Determination 

•  Central  line-associated  blood  stream  infection  (CLABSI)  among  intensive  care  unit  (ICU)  patients. 
Additional  Measures  Proposed  for  Validation  for  the  2015  Payment  Determination. 

•  Surgical  Site  Infection  (SSI)  among  patients  with  procedures  for  colon  surgery  or  abdominal  hysterectomy. 

•  Catheter-associated  urinary  tract  infection  (CAUTI)  among  ICU  patients. 


Because  the  events  reported  in  the 
HAI  measure  set  occur  rarely,  they 
require  a  targeted  approach  to 
validation.  For  the  FY  2015  payment 
determination  and  subsequent  years,  we 
proposed  to  validate  these  measures  by 
identih’ing  records  that  are  “candidate 
HAI  events,”  which  w'e  define  below. 

We  would  construct  three  separate  lists 
of  candidate  events,  one  for  each  HAI 
measure.  The  proposed  process  to 
construct  these  lists  is  detailed  further 
below.  Each  listing  of  candidate  events 
will  include  both  actual  HAI  events  as 
well  as  many  non-events.  The  purpose 
in  creating  these  listings  would  be  to 
identify'  records  that  are  more  likely  to 
contain  HAI  events  than  CMS  could 
obtain  through  a  simple  random  sample 
of  hospital  discharges  each  quarter.  In 
each  case,  this  proposed  process  would 
minimize  burden  to  hospitals  while 
enriching  the  validation  sample  by 
targeting  candidate  events.  As  described 
later  in  this  section,  a  combined  list  of 
candidate  HAI  events  would  be  created 
from  the  three  separate  candidate  HAI 
lists  (for  CLABSI,  CAUTI,  and  SSI).  The 
final  list  would  be  used  to  generate  a 
random  sample  of  medical  records  to  be 
reviewed  and  evaluated  for  the  presence 
or  absence  of  one  or  more  of  the  HAI 
events.  VVe  describe  the  proposed 
sample  size  later  in  this  section  and 
describe  the  scoring  process  in  section 
VIII.A.6.a.(4)  of  this  preamble. 

Comment:  Two  commenters 
recommended  that  CMS  should  add  no 
more  than  one  new  HAI  measure  to  the 
validation  process  in  a  single  year. 

Response:  VVe  disagree  with  this 
recommendation.  In  response  to  our 
proposals  regarding  the  Hospital  VBP 
Program  in  section  VIILC.3.b.  of  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28079),  many  commenters 
emphasized  the  need  for  rigorous 
validation  of  HAI  measures  before  their 
inclusion  in  the  Hospital  VBP  Program. 
Our  validation  efforts  are  designed  to 


ensure  accurate  baseline  data  for 
potential  future  Hospital  VBP  Program 
years. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  validate  the 
CLABSI,  CALJTI,  and  SSI  measures  by 
producing  a  list  of  candidate  HAI  events 
as  detailed  below  in  this  section. 

(i)  Selecting  Cases  for  CLABSI  and 
CALJTI  Validation 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28055),  we 
proposed  to  discontinue  the  practice 
finalized  in  FY  2012  IPPS/LTCH  final 
rule  (76  FR  51648)  of  abstracting 
CLABSI  data  from  the  records  selected 
for  the  chart-abstracted  clinical  process 
of  care  measure  sets  (AMI,  ED/IMM,  HF. 
PN,  SCIP).  We  proposed  this  change  in 
order  to  be  consistent  with  the  policy 
described  in  section  VIILA.6.a.(l)  of  this 
preamble  to  calculate  separate  scores  for 
HAI  and  chart-abstracted  clinical 
process  of  care  measure  sets.  We  invited 
comments  on  this  proposal. 

Comment:  A  few  commenters 
supported  our  proposal  to  discontinue 
abstracting  CLABSI  data  from  the 
clinical  process  of  care  measures. 

Response:  We  agree  that  abstracting 
CLABSI  data  from  the  clinical  process  of 
care  measures  should  be  discontinued, 
as  proposed. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  discontinue 
abstracting  CLABSI  data  from  records 
submitted  for  the  clinical  process  of  care 
measure  sets  for  the  FY  2015  payment 
determination  and  future  years. 

We  finalized  a  two-phase  process  for 
identifying  and  constructing  lists  of 
candidate  CLABSI  events  in  the  FY 
2012  IPPS/LTCH  PPS  final  rule  (76  FR 
51645  through  51648).  This  process  is 
summarized  for  the  readers’ 
information.  In  the  first  phase,  each 
sampled  hospital  quarterly  provides 


CMS  with  listings  of  positive  blood 
cultures  drawn  from  ICU  patients.  The 
listings  include  “all  blood  cultures 
positive  for  infection  status  taken  from 
ICU  patients  conducting  CLABSI 
surveillance^^  during  the  discharge 
quarter”  (76  FR  51646).  These  listings 
are  annotated  to  identify  each  ICU 
patient  on  this  list  who  had  a  central 
venous  catheter  (CV^C).  The  listings  are 
then  reviewed  by  a  CMS  contractor  who 
produces  a  list  of  unique  episodes  of 
care  for  ICU  patients  with  a  CVC  and 
that  include  either  at  least  one  positive 
blood  culture  for  a  known  pathogen,  or 
at  least  two  positive  blood  cultures  for 
the  same  common  commensal.  A  blood 
culture  which  is  positive  for  a  common 
commensal  may  reflect  a  contaminated 
sample.  Therefore,  when  the  only 
positive  blood  culture  result  is  for  a 
common  commensal,  the  second  culture 
bearing  the  same  result  must  be  drawn 
from  the  patient  within  48  hours  of  the 
first;  this  would  confirm  that  the  first 
positive  common  commensal  result  is 
not  a  consequence  of  contamination.  A 
list  of  common  commensals  is  provided 
by  CDC.^® 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28055),  we 
proposed  to  modify  this  process  for  FY 
2015  and  subsequent  years  by  requiring 
the  Medicare  health  insurance  claim 
(HIC)  number  to  be  added  to  the 
positive  blood  culture  list  if  a  patient 
has  one.  As  explained  further  below,  we 
proposed  this  addition  specifically  so 
that  we  may  identify  candidate  CLABSIs 
that  we  also  identify  as  candidate  SSIs. 
Because  the  candidate  SSIs  would  be 
ideritified  through  claims,  the  HIC 
number  is  needed  to  match  patients 
from  the  candidate  CLABSI  list  with 
those  from  the  candidate  SSI  list.  To 


/i  ttp://wn'w.  cclc.gov/nhsn  /PDFs/FINAL-A  CH- 
CLABSI-Guidance.pdf. 

http://www.cdc.gov/nhsn/XLS/Common-Skin- 
Contaminant-Ust-June-201 1  .xlsx. 
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protect  this  sensitive  information,  we 
proposed  that  positive  blood  culture 
lists  be  submitted  through  the  Secure 
Data  Exchange  on  the  QualityNet  Web 
site.  We  invited  public  comment  on 
each  of  these  proposed  modifications  to 
the  identification  of  candidate  CLABSI 
0V0nts. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  20855)  for  the  FY 
2015  payment  determination  and 
subsequent  years,  we  proposed  to  adapt 
the  process  finalized  to  identify 
candidate  CLABSI  events  in  the  FY 
2012  IPPS/LTCH  PPS  final  rule  (76  FR 
51645  through  51648)  to  identify 
candidate  CAUTI  events.  In  the  first 
stage  of  this  process,  a  CMS  contractor 
would  request  a  listing  of  positive  urine 
cultures  among  ICU  patients  from  the 
hospitals  targeted  for  validation.  The 
culture  list  would  indicate  the  name  of 
each  pathogen  detected  and  the  number 
of  colony  forming  units  per  ml.  For  the 
same  reasons  and  following  the  same 
processes  as  those  explained  for  CLABSI 
above,  we  proposed  to  require  the 
hospital  to  report  the  Medicare  HIC 
number  for  Medicare  patients  included 
on  this  list. 

In  the  second  stage  of  this  process,  the 
CMS  contractor  would  apply  NHSN 
criteria  to  eliminate  those  urine  cultures 
that  are  not  consistent  with  the 
definition  of  an  ICU-associatecf  CAUTI. 
The  contractor  would  then  remove 
duplicates  from  the  same  patient  to 
produce  a  list  which  would  include 
only  one  entry  per  ICU  patient.  Our 
intent  is  to  target  a  set  of  patient 
discharges  with  a  higher  probability  of 
having  a  CAUTI  event  than  one  could 
obtain  from  a  simple  random  sample  of 
patient  discharges.  We  invited  public 
comments  on  this  proposal. 

Comment:  Numerous  commenters 
supported  rigorous  HAI  validation  and 
separating  the  HAI  validation  process 
from  the  validation  process  for  chart- 
abstracted  measures.  Commenters 
emphasized  the  value  of  validating 
CLABSI  before  including  it  in  the 
Hospital  VBP  Program,  and  the 
importance  of  validating  both  CLABSI 
and  CAUTI  before  expanding  the 
specifications  for  these  measures  for  the 
Hospital  IQR  Program  beyond  the  ICU 
setting.  In  addition,  several  commenters 
specifically  supported  the 
‘individualized  approach’  to  sampling 
each  HAI  included  in  validation. 

Response:  We  agree  that  HAI 
validation  is  important  and  that  a 
rigorous  and  individualized  approach  to 
HAI  validation  is  needed,  and  have 
sought  to  take  such  an  approach  through 
our  proposal. 

Comment:  Many  commenters  opposed 
both  the  current  CLABSI  process  and 


CMS’  specific  proposals  to  expand  it  to 
CAUTI  due  to  the  level  of  burden.  Some 
commenters  opposed  any  data 
submission  beyond  submission  to  the 
NHSN.  One  commenter  stated  that 
CDC’s  process  was  “strict  enough.’’ 

Response:  We  appreciate  the  many 
concerns  related  to  the  burden  of  HAI 
validation.  We  disagree  with 
commenters  who  feel  that  no  burden  is 
appropriate  above  and  beyond  that 
associated  with  NHSN  submission. 
Although  the  NHSN  data  entry  process 
does  provide  users  with  feedback 
regarding  consistency  of  information  to 
minimize  data  entry  errors,  this  process 
cannot  replace  the  assessment  of 
reliability  made  by  comparing  the 
hospital’s  submission  with  that  of  an 
independent  abstraction. 

Moreover,  HAI  reduction  is  a  HHS 
priority,  quality  reporting  is  an 
important  component  of  HAI  reduction, 
and  quality  reporting  is  not  meaningful 
if  data  quality  have  not  been  evaluated 
and  shown  to  be  reliable.  Therefore, 

HAI  validation  is  needed  to  support  HAI 
reduction.  We  also  note  that  section 
1886(B)(3)(b)(viii)(XI)  of  the  Act 
requires  the  Secretary  to  establish  a 
process  to  validate  Hospital  IQR 
measures  as  appropriate.  We  believe 
that  this  proposal  meets  this  statutory 
requirement  and  ensures  the  accuracy  of 
publicly  reported  data  for  the  HAI 
measures.  Therefore,  although  we 
continuously  work  to  minimize  burden 
associated  with  validation  under  the 
Hospital  IQR  Program,  we  believe  that 
the  value  of  validation  for  these 
measures  justifies  some  added  burden. 

Comment:  A  few  commenters 
explained  that  burden  arises  from  the 
requirement  for  submission  of 
information  from  multiple  data  streams, 
which  are  difficult  for  hospitals  to  link, 
or  that  may  require  a  manual  process  in 
some  hospitals.  One  commenter  » 
specifically  referenced  the  difficulty  in 
correlating  the  dates  that  positive  blood 
cultures  are  drawn  with  the  dates  of  the 
patients’  stays  in  the  ICU  to  ensure  that 
the  positive  blood  cultures  were 
obtained  during  the  pertinent  time 
period  for  the  CLABSI  measure  during 
the  ICU  stay  or  within  48  hours 
thereafter. 

Response:  We  understand  that  some 
hospitals’  systems  might  not  be  set  up 
to  handle  the  current  CLABSI  and 
proposed  CAUTI  processes  efficiently  at 
this  time.  However,  under  the  current 
process  some  hospitals  already 
successfully  submitted  the  required  data 
for  CLABSI  validation  an  entire  month 
before  the  first  submission  deadline.  As 
hospitals  become  more  familiar  with  our 
requirements  for  these  validation 
activities,  we  anticipate  that  they  will 


have  better  capabilities  to  support  the 
required  validation. 

We  recognize,  however,  as  one 
commenter  noted,  that  identifying  the 
positive  blood  cultures  that  align  with 
the  correct  timeframes  for  the  CLABSI 
measure  can  be  particularly  challenging. 
Accordingly,  in  response  to  this 
comment,  we  are  reducing  the  burden 
on  hospitals  associated  with  validating 
CLABSI  by  redefining  “positive  blood 
cultures  among  ICU  patients”  for 
purposes  of  validating  CLABSI. 
According  to  NHSN  specifications,  ICU 
units  are  supposed  to  conduct 
surveillance  on  positive  blood  cultures 
attributable  to  an  ICU  patient  if  they  are 
drawn  within  48  hours  of  discharge  or 
transfer  from  the  ICU.^®  Therefore,  CMS 
has  previously  interpreted  the  universe 
of  “positive  blood  cultures  among  ICU 
patients”  for  purposes  of  CLABSI 
validation  to  include  those  cultures 
drawn  within  48  hours  of  transfer  from 
the  ICU.i°“  However,  as  the  commenter 
noted,  identifying  the  positive  blood 
cultures  that  align  with  the  correct 
timeframes  may  be  especially 
challenging  because  finding  those 
cultures  can  require  that  hospitals 
access  different  systems.  If  hospitals  are 
not  required  to  obtain  blood  cultures 
taken  within  the  48  hour  period  after 
discharge  or  transfer  from  the  ICU,  some 
hospitals  may  be  able  to  use  the 
patient’s  location  at  the  time  of  the 
blood  draw  to  identify  positive  blood 
cultures  for  ICU  patients.  For  these 
hospitals,  we  believe  using  this  location 
to  identify  the  appropriate  blood 
cultures  and  not  having  to  access 
different  systems  will  alleviate  the 
burden  associated  with  this  process. 

Therefore,  we  are  redefining  “positive 
blood  culture”  for  purposes  of  CLABSI 
validation  to  include  only  those  blood 
cultures  drawn  from  ICU  patients 
during  their  actual  ICU  stay  during  the 
discharge  quarter  for  the  FY  2014 
payment  determination  and  future 
years.  Consistent  with  this  change, 
hospitals  would  only  be  required  to 
report  on  the  positive  blood  culture  list 
cultures  identified  during  the  ICU  stay 
even  if  this  means  that  our  validation 
support  contractor  is  unable  to  confirm, 
and  therefore  cannot  include  in  the 
validation  sample,  a  common 
commensal  with  a  second  culture  that 
was  drawn  within  48  hours  after  ICU 
discharge.  We  recognize  that  this  means 
excluding  from  validation  sampling  a 
limited  number  of  cases  that  must  be 


h  ttp://www.  cdc.gov/nhsn/PDFs/pscMan  ual/ 
4PSC_CLABScurrent.pdf. 

Hospital  Inpatient  Quality  Reporting  (IQR) 
Program  Quick  Reference  Guide:  Central  Line- 
Associated  Bloodstream  Infection  (CLABSI), 
www.qualitynet.org http://www.qualitynet.OTg. 
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reported  for  the  CLABSI  measure.  We 
believe,  however,  that  the  potential 
reduced  burden  for  hospitals  more  than 
compensates  for  the  potential  inability 
to  validate  what  we  believe  will  be  a 
limited  number  of  CLABSI  cases.  We  are 
adopting  this  change  to  the  definition  of 
“positive  blood  culture”  beginning  with 
the  FY  2014  payment  determination. 
However,  for  the  FY  2014  payment 
determination  only  we  will  accept  as 
submitted  all  templates  either  including 
or  excluding  positive  blood  cultures 
drawn  within  48  hours  of  ICU  discharge 
or  transfer,  and  will  not  penalize 
hospitals  during  scoring  for  including 
cases  drawn  within  48  hours  of  ICU 
discharge.  For  the  FY  2014  payment 
determination  only,  we  will  score  these 
records  but  will  not  penalize  hospitals 
if  records  submitted  from  this  time 
frame  do  not  match  records  in  NHSN. 
Beginning  with  the  FY  2015  payment 
determination,  we  will  require  hospitals 
to  submit  records  consistent  with  the 
new  definition  of  “positive  blood 
culture.” 

One  other  way  that  we  are  reducing 
burden  now  is,  as  discussed  further 
below,  by  reducing  the  base  annual 
random  sample  size  by  50  percent, 
which  reduces  total  burden  nationally 
even  if  burden  may  be  somew'hat  higher 
for  hospitals  selected  for  validation  in  a 
given  year. 

We  will  also  work  with  CDC  to 
consider  proposing  the  inclusion  of  the 
HIC  number  as  a  required  field  for 
Hospital  IQR  Program  reporting  of 
NHSN  measures  in  the  future.  This  may 
further  alleviate  some  of  the  burden 
associated  with  the  demographic  data 
elements  that  we  currently  require 
hospitals  to  submit  for  CLABSI 
validation  and  that  will  be  required  as 
part  of  CAUTI  validation.  These 
elements  are  necessary  to  link  records 
selected  for  CLABSI  and  CAUTI 
validation  with  records  included  in  the 
NHSN  database.  Hospitals  would  no 
longer  be  required  to  include  these 
elements  with  the  other  information  that 
they  submit  for  validation  of  CLABSI 
and  CAUTI,  however,  if  Medicare 
beneficiaries’  records  could  be 
identified  in  NHSN  through  the  HIC 
number  provided  when  hospitals  report 
the  CLABSI  and  CAUTI  measures. 

Comment:  Many  commenters  view'ed 
the  proposed  HAI  validation  efforts  as 
duplicative  in  States  that  already  have 
validation,  but  supported  a  more 
rigorous  process  in  States  that  have  no 
validation  process.  Some  commenters 
■  acknowledged  the  need  for  national 
validation  because  State-based  CLABSI 
validation  efforts  are  not  standardized. 

Response:  We  understand  that  some 
hospitals  in  States  with  their  own 


rigorous  validation  methodologies  will 
experience  multiple  validation 
activities,  and  that  each  activity  has 
burden  associated  with  it.  However,  as 
many  commenters  noted.  State-based 
efforts  are  not  standardized  at  this  time, 
and  therefore,  we  believe  it  is  still  very 
important  to  validate  hospitals  in  these 
States.  In  addition,  we  note  that  section 
1886(B)(3)(b)(viii)(XI)  of  the  Act 
requires  us  to  establish  a  process  to 
validate  Hospital  IQR  Program  measures 
that  includes  the  auditing  of  a  number 
of  randomly  selected  hospitals  sufficient 
to  ensure  validity  of  the  program  as  a 
whole.  It  is  our  responsibility  to  ensure 
that,  through  our  validation  process,  we 
ensure  the  validity  of  the  Hospital  IQR 
Program. 

Comment:  One  commenter  indicated 
that  only  HAIs  identified  in  NHSN 
should  be  validated. 

Response:  We  do  not  agree  that 
validation  should  be  limited  to  events 
detected  in  NHSN.  Evaluation  of 
CLABSI  and  CAUTI  events  not  reported 
to  the  NHSN  is  an  important  component 
of  validation  because  of  the  rarity  of 
these  infection  events  relative  to  events 
to  which  the  clinical  process  of  care 
measures  apply.  If  validation  were 
restricted  to  events  already  included  in 
the  NHSN,  we  would  have  no  capacity 
to  evaluate  under-reporting.  Moreover, 
evaluation  of  unreported  infection 
ev'ents  is  an  important  component  of 
State  validation  efforts,  which  are 
coordinated  by  CDC.  As  noted  by  many 
commenters,  to  have  a  less  rigorous 
process  nationally  would  disadvantage 
hospitals  in  those  States  that  have  more 
rigorous  infection  control  processes. 

Comment:  Some  commenters 
specifically  opposed  the  proposed 
additions  of  the  data  elements  “colony 
forming  units  (CFUs)  per  ml”  for  CAUTI 
and  “HIC  number”  for  both  CLABSI  and 
CAUTI. 

Response:  Based  on  these  comments, 
to  reduce  the  burden  associated  with  the 
validation  process  for  CAUTI,  we  will 
not  require  hospitals  to  submit  the 
“colony  forming  units  (CFUs)  per  ml” 
data  element  for  this  measure.  To 
eliminate  this  data  element,  we  will 
restrict  the  proposed  requirement  for  ‘all 
positive  urine  cultures  among  ICU 
patients’  to  just  those  positive  urine 
cultures  with  concentrations  of  greater 
than  or  equal  to  10^  CFUs/ml. 

We  believe  that  the  inclusion  of  the 
HIC  number  is  essential.  As  explained 
in  the  proposed  rule  (77  FR  28055),  the 
HIC  number  is  needed  to  align  sampling 
for  CLABSI  and  CAUTI  with  the 
proposed  SSI  validation  process 
described  further  below.  Moreover,  as 
discussed  above  in  this  section, 
requiring  hospitals  to  submit  HIC 


numbers  as  part  of  validation  may  in  the 
long  run  support  a  streamlined 
validation  process  by  making  it  easier  to 
link  records  selected  for  validation  with 
records  in  the  NHSN  database. 

Comment:  Several  commenters 
expressed  opposition  to  the  proposed 
CAUTI  process  because  it  was  not 
sufficiently  detailed  to  be  evaluated,  but 
stated  that  if  we  were  proposing  to  use 
the  same  process  as  the  one  we  adopted 
for  CLABSI,  they  could  not  support  it 
because  of  the  burden.  Another 
commenter  stated  more  generally  that 
the  proposed  HAI  validation 
methodology  was  ‘not  well  defined.” 

Response:  As  we  explained  in  the 
proposal,  the  methodology  for 
validating  CAUTI  is  an  adaptation  of  the 
methodology  we  will  use  to  validate 
CLABSI.  The  template  for  CLABSI  is 
available  at  https://www.qualitynet.org/ 
dcs/ContentServer?c=Page&-pagename= 
Qn  etPu  bli  c  %  2FPage  %  2FQnet  Tier26' 
cid=122876048702t.  The  CAUTI 
process  we  proposed  differed  from  the 
CLABSI  process  in  two  ways.  First, 
positive  urine  cultures  (defined  >=10^ 
colony  forming  units  (CFUs)  per  ml) 
were  to  be  reported  instead  of  positive 
blood  cultures.  Second,  the  current 
process  for  CLABSI  requires  hospitals  to 
annotate  which  patients  had  central 
lines,  but  we  did  not  propose  to  require 
hospitals  to  annotate  which  patients  had 
urinary  catheters  for  CAUTI.  By  not 
requiring  identification  of  patients  with 
urinary  catheters,  the  resulting  process 
proposed  for  CAUTI  is  simpler  than  the 
process  for  CLABSI. 

In  addition,  because  we  have 
proposed  to  utilize  the  same  validation 
process  for  CAUTI  that  we  use  for  ' 
CLABSI,  we  are  making  the  same 
change  to  the  definition  of  “positive 
urine  culture”  for  purposes  of  validating 
the  CAUTI  measure  that  we  made  to  the 
definition  of  “positive  blood  culture” 
for  purposes  of  validating  CLABSI.  In 
particular,  for  purposes  of  validating  the 
CAUTI  measure  for  FY  2015  and 
subsequent  years,  we  will  not  require 
hospitals  to  submit  positive  urine 
cultures  drawn  within  48  hours  after 
discharge  or  transfer  from  the  ICU  for 
the  same  reasons  we  stated  above  for 
changing  the  definition  of  “positive 
blood  culture”  for  CLABSI. 

Comment:  One  commenter 
recommended  pilot  testing  of  CLABSI 
and  CAUTI  processes  prior  to 
finalization  because  so  many  steps  are 
involved  in  validation.  A  few 
commenters  indicated  that  HAI 
validation  should  not  be  expanded 
beyond  CLABSI  until  hospitals  had 
more  experience  with  CLABSI. 

Response:  We  do  not  agree  that  the 
CLABSI  and  CAUTI  processes  must  be 
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piloted  further  before  a  process  for 
validation  can  be  finalized.  The  process 
proposed  for  CLABSI  validation  for  the 
FY  2015  and  future  years’  payment 
determinations  is  the  same  as  that 
finalized  for  the  FY  2014  payment 
determination  with  only  the  addition  of 
HIC  number. 

CMS  and  hospitals  have  already 
begun  to  gain  the  kinds  of  experience 
that  they  might  obtain  from  a  pilot 
through  the  process  that  was  finalized 
for  the  FY  2014  payment  determination 
in  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51645  through  51648)  for 
CLABSI.  Some  hospitals  have  already 
successfully  submitted  positive  blood 
culture  templates,  and  as  reflected 
above  in  this  section,  we  are  already 
using  our  experience  to  reduce  burden 
by  eliminating  the  validation 
requirement  to  include  positive  blood 
cultures  for  patients  discharged  from  the 
ICU  within  the  past  48  hours.  Moreover, 
because  the  validation  process  for 
CAUTI  will  be  so  similar  to  that  for 
CLABSI,  we  believe  that  hospitals  that 
have  prepared  themselves  for  CLABSI 
validation  are  prepared  to  handle  the 
CAUTI  validation  process  as  well. 

Comment:  Some  commenters 
observed  that  the  proposed  processes  for 
CLABSI  and  CAUTI  do  not  include 
validation  of  denominator  data.  These 
commenters  described  this  limitation  as 
“a  significant  flaw”  because  it  “allows 
for  improper  reporting  by  over-reporting 
denominators.”  These  commenters 
argued  that  CLABSI  cannot  be  included 
in  the  Hospital  VBP  Program  until  the 
validation  process  includes  validation 
of  the  denominator,  and  similarly  that 
the  Hospital  IQR  Program  should  not 
expand  the  CLABSI  and  CAUTI 
measures  to  include  non-ICU  settings 
until  the  validation  process  includes 
validation  of  a  denominator. 

Response:  We  recognize  that  not 
validating  denominator  data  is  a 
limitation  of  the  proposed  CLABSI  and 
CAUTI  processes,  but  we  disagree  that 
it  is  such  a  significant  flaw  that 
validation  is  meaningless  without  it. 
Attribution  of  bloodstream  and  urinary 
tract  infections  to  central  lines  and 
urinary  fcatheters,  respectively,  is  an 
extremely  complex  process  that  requires 
a  significant  amount  of  clinical 
judgment.  In  contrast,  recognizing  and 
reporting  the  number  of  device  days 
associated  with  a  particular  patient  is 
considerably  easier.  Therefore,  hospitals 
need  more  detailed  assessment  and 
feedback  on  the  process  of  numerator 
reporting  than  they  need  on 
denominator  reporting.  In  addition, 
CLABSI  and  CAUTI  are  both  very  rare 
events.  Therefore,  an  error  made  in 
reporting  even  one  or  two  infections  has 


the  potential  to  greatly  influence  the 
total  rate  reported.  In  contrast,  because 
central  line  and  urinary  catheter  days 
are  much  more  numerous,  a 
misstatement  of  a  few  line  [or  catheter?] 
days  makes  a  much  smaller  difference 
in  terms  of  the  overall  accuracy  of  the 
rates  reported  for  these  measures.  For 
both  of  these  reasons,  validation  of 
numerator  data  is  much  more  crucial  to 
overall  validation  than  validation  of 
denominator  data.  In  light  of  the  many 
comments  regarding  bur.den  associated 
with  validating  numerator  data  for 
CLABSI  and  CAUTI,  we  disagree  that  it 
would  be  appropriate  to  add  any  new 
burden  at  this  time  by  adding 
denominator  validation. 

Comment:  One  commenter  indicated 
that  CMS  should  require  the  CMS 
auditors  that  review  NHSN  data  be 
qualified  with  certification  and  proof  of 
competency  in  the  use  of  the  NHSN 
module.  Two  other  commenters  “hoped 
that  CMS  contractors  will  go  through 
the  same  training  as  the  field  and 
comment  to  CMS  on  their  experience 
because  NHSN  contractor  feedback  is 
critical  to  improvement  processes.” 

Response:  We  agree  with  the 
observation  that  personnel  conducting 
HAI  validation  need  specialized  training 
in  the  use  of  NHSN.  All  CMS  validation 
abstraction  will  be  conducted  by  the 
employees  of  CMS’  validation 
contractor,  who  will  receive  training 
similar  to  the  training  hospitals  receive 
from  CDC.  In  addition,  some  of  our 
employees  plan  to  attend  this  training 
and  will  monitor  contractor  feedback 
closely. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  proposals  to  identify 
candidate  CLABSI  as  proposed.  The 
differences  between  the  policy  we  are 
finalizing  and  the  policy  finalized  for 
the  FY  2014  payment  determination  and 
subsequent  years  (76  FR  51645-51648) 
are  the  requirements  that  hospitals 
include  the  HIC  number  as  a  data 
element  on  the  positive  blood  culture 
template  and  that  hospitals  submit 
the  blood  culture  template  through  the 
Secure  Data  Exchange  on  the  QualityNet 
Web  site,  as  well  as  the  redefinition  of 
“positive  blood  culture’'  for  purposes  of 
CLABSI  validation  to  include  only  those 
cultures  obtained  during  a  patient’s  stay 
in  the  ICU. 

In  addition,  for  the  FY  2015  payment 
determination  and  future  years,  we  are 
finalizing  the  process  to  identify 
candidate  CAUTI  as  proposed, 
including  HIC  number,  except  that  we 
will  restrict  the  list  of  positive  urine 
cultures  to  those  with  >=  lO^  CFU/ml, 
and  will  not  require  hospitals  to  provide 
the  concentration  of  CFUs  in  the  urine 


on  the  urine  culture  template  we 
provide.  Moreover,  consistent  with  the 
change  we  are  making  to  the  definition 
of  “positive  blood  culture”  for  CLABSI 
validation,  we  are  redefining  positive 
urine  cultures  from  ICU  patients  for 
CAUTI  validation  to  include  only  those 
cultures  sampled  during  the  patient’s 
actual  ICU  stay  during  the  discharge 
quarter  being  validated,  and  not  those 
cultures  sampled  during  the  48  hour 
period  following  discharge  from  the 
ICU. 

We  will  also  consider  proposing  in 
future  rulemaking  that  hospitals 
participating  in  the  Hospital  IQR 
Program  must  report  the  HIC  number  to 
their  NHSN  for  CLABSI,  CAUTI,  SSI, 
MRSA,  and  Clostridium  Difficile 
infection  events.  We  believe  that  this 
information  would  reduce  burden  by 
allowing  us  to  link  NHSN  information 
to  demographic  and  clinical  information 
on  Medicare  claims.  We  believe  that  this 
linkage  would  reduce  burden  to 
hospitals  by  reducing  the  number  of 
data  elements  requested  in  blood  and 
urine  culture  lists  used  in  our  validation 
process,  which  we  could  obtain  directly 
from  NHSN. 

(ii)  Targeting  SSI  for  Validation 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28055-28056),  the 
final  HAI  measure  we  proposed  for 
targeted  validation  is  SSI.  Consistent 
with  Hospital  IQR  Program  reporting 
requirements  for  this  measure,  we 
proposed  that  validation  will  target  SSIs 
among  patients  with  colon  surgeries  and 
abdominal  hysterectomy  procedures. 

We  proposed  a  process  for  identifying 
candidate  SSIs  that  is  different  from  that 
which  we  proposed  for  candidate 
CLABSI  and  CAUTI  both  because  post¬ 
discharge  follow-up  is  so  critical  to 
proper  ascertainment  and  because  SSIs 
are  reported  more  consistently  in  claims 
data  than  CLABSI  and  CAUTI.  Thus, 
claims  data  provide  a  resource  for 
selecting  candidate  events  for  SSI  using 
a  methodology  which  limits  burden  to 
hospitals. 

Accordingly,  we  proposed  to  select 
candidate  events  from  among  Medicare 
FFS  claims  for  patients  who  have  had 
colon  surgeries  or  abdominal 
hysterectomies  as  defined  by  NHSN.^ 
For  each  Medicare  FFS  patient  who  had 
a  relevant  surgery  in  the  period  under 
validation,  a  CMS  contractor  would 
review  the  index  claim  (that  is,  the  one 
denoting  the  surgery)  and  all  subsequent 
readmissions  to  the  index  hospital 
within  a  30  day  post-discharge  period. 
To  identify  “candidate  SSI  events,”  we 


http://www.cdc.gov/nhsn/PDFs/FINAL-ACH- 

SSl-Guiclance.pdf. 


53546 


Federal  Register / Vol.  77,  No.  170 /Friday,  August  31,  201 2 /Rules  and  Regulations 


would  look  specifically  for  discharge 
diagnoses  on  the  index  claim  and  all 
inpatient  claims  in  the  30  days  post¬ 
discharge  that  might  indicate  infection. 
Examples  of  such  diagnoses  include 
“post-operative  shock”  (ICD-9-CM: 
998.0),  “post-operative  wound 
disruption  (ICD-9-CM:  998.3),  and 
postoperative  infection  (ICD-9-CM: 
998.5).  A  description  of  our  general 
approach,  and  a  list  of  ICD-9-CM  codes 
which  we  proposed  to  use  to  identify 
applicable  candidate  SSIs  is  included  in 
Appendix  1  of  “Platt  R,  Kleinman  K, 
Thompson  K,  et  al.  Using  automated 
health  plan  data  to  assess  infection  risk 
from  coronary  artery  bypass  surgery. 
Emerg  Infect  Dis.  2002  Dec;8(12):1433- 
41.”  which  may  be  accessed  online  at 
ht\p://w\\'\v.cdc.gov/eid/content/8/12/ 
pdfs/v8-n  12.pdf.^^^ 

Comment:  Several  commenters 
requested  that  the  addition  of  SSI  not 
add  any  new  burden  to  the  HAl 
validation  process. 

Response:  The  proposed  process  to 
target  candidate  SSI  cases  for  validation 
requires  only  that  hospitals  submit  HIC 
numbers  for  CLABSI  and  CAUTI.  We 
will  compile  the  list  of  candidate  SSI 
events  using  claims  data,  and  then  we 
will  be  able  to  remove  duplicates  from 
the  three  lists  of  candidate  HAI  events 
using  the  HIC  numbers  that  are  reported 
for  CLABSI  and  CAUTI.  As  discussed 
above,  submission  of  HIC  numbers  may 
ultimately  provide  an  opportunity  to 
streamline  CLABSI  and  CAUTI 
validation  efforts.  Therefore,  we  believe 
that  the  proposed  sampling  process 
introduces  little  new  burden  to 
hospitals. 

Comment:  Several  commenters 
indicated  that  all  of  the  denominator 
data  necessarv’  to  validate  SSI  is 
available  from  the  NHSN  database,  such 
that  this  measure  could  be  validated  “in 
the  customary  way,”  which  we  interpret 
to  mean  using  the  same  process  as  the 
clinical  process  of  care  measures. 


Response:  We  understand  that  the  SSI 
data  diffw  from  CLABSI  and  CAUTI  in 
that  it  would  be  possible  to  draw  a 
sample  of  data  for  patients  who  had  the 
colon  and  abdominal  hysterectomy 
procedures  from  within  the  NHSN 
database,  and  that  therefore  it  would  be 
possible  to  validate  SSI  reporting  in  the 
“customary  way,”  or  the  same  way  we 
validate  chart-abstracted  measures. 
However,  like  CLABSI  and  CAUTI,  SSI 
is  a  rare  event.  Therefore,  to  effectively 
evaluate  under-reporting,  a  sample  rich 
in  actual  SSI  events  is  needed.  The 
“customary  sample”  from  Medicare 
claims  without  using  any  targeting 
criteria  would  have  a  low  yield  of  any 
actual  SSI  events  (less  than  6  percent  for 
colon  surgeries,  less  than  2  percent  for 
abdominal  hysterectomy  surgeries), 
and  would  therefore  be  ineffective  in 
producing  a  sample  rich  in  actual  SSI 
events.  We  estimate  that  our  proposal 
for  identifying  candidate  SSIs  for 
validation  using  targeted  diagnosis  and 
procedures  codes  for  these  procedures 
would  generate  a  much  richer  yield 
(about  33  percent  for  colon  and  about  50 
percent  for  abdominal  hysterectomy).^""* 

Comment:  Two  commenters  objected 
to  the  proposal  to  introduce  a  process 
for  SSI  validation  that  differed  from  the 
process  for  CLABSI  and  CAUTI.  These 
same  commenters  stated  that  CMS 
should  only  introduce  one  new 
validation  process  per  year.  In  contrast, 
many  commenters  opposed  making  the 
SSI  validation  process  the  same  as  the 
proposed  CLABSI  and  CAUTI  validation 
processes. 

Response:  Although  we  appreciate  the 
commenters’  concerns  about  adding 
new  processes,  we  also  recognize  that 
we  must  have  a  process  to  support 
validation  of  HAIs  to  ensure  accuracy  of 
hospital  reported  HAI  quality  data. 
Moreover,  we  agree  with  the  many 
commenters  who  opposed  making  the 
SSI  validation  the  same  as  the  proposed 
CLABSI  and  CAUTI  validation 


processes.  Because  the  proposed  process 
employs  claims  data  and  does  not 
require  submission  of  supplemental 
data  other  than  the  sampled  records,  we 
believe  that  the  proposed  process  for 
SSI  is  less  burdensome  for  hospitals 
than  adopting  a  validation  data 
collection  process  similar  to  the  CLABSI 
or  CAUTI  process,  which  would  impose 
an  added  burden  by  requiring  hospitals 
to  submit  additional  data  such  as 
culture  results.  We  believe  the  process 
we  proposed  will  validate  SSI 
effectively  while  minimizing  burden  on 
hospitals. 

Comment:  A  few  comrnenters 
supported  the  SSI  validation  approach. 
One  commenter  expressed  concern  that 
the  specific  ICD-9  codes  proposed  to 
define  candidate  SSIs  were  not  entirely 
appropriate  for  colon  surgery  and 
abdominal  hysterectomy. 

Response:  We  agree  with  the 
commenter  who  observed  that  it  is 
possible  to  tailor  the  SSI  process  more 
specifically  to  the  colon  surgery  and 
abdominal  hysterectomy  under 
surveillance.  Since  the  release  of  the 
proposed  rule,  two  new  analyses  have 
become  available  to  inform  our  decision 
making  process. These  analyses 
offer  an  improved  evidence  base 
focused  more  specifically  on  colon 
surgery  and  abdominal  hysterectomy. 
Based  on  these  studies  and  the 
commenter’s  concern,  we  have 
identified  a  set  of  ICD-9  diagnosis  and 
procedure  codes  that  more  strategically 
target  candidate  SSIs  for  these  two 
procedures. 

Therefore,  after  consideration  of  the 
public  comments  we  received,  we  are 
finalizing  the  proposal  to  identify 
“candidate  SSI  events”  by  using  the 
process  as  proposed,  except  that  instead 
of  using  the  ICD-9  codes  contained  in 
the  paper  by  Platt  et  al.  (2002: 
referenced  in  text  above),  we  will  target 
Medicare  claims  data  using  the 
following  set  of  ICD-9  codes: 


ICD-9  Codes 

Description 

1 

Abdominal  Hysterectomy 

567.22 
682.2  . 

998.31 

998.32 


Peritoneal  abscess. 

Other  cellulitis  and  abscess — T runk. 

Disruption  of  internal  operation  (surgical)  wound. 
Disruption  of  external  operation  (surgical)  wound. 


Platt  R.  Kleinman  K.  Thompson  K.  et  at.  Using 
automated  health  plan  data  to  assess  infection  risk 
hrim  coronar>’  artery  bypass  surgery.  Emerg  Infect 
Dis.  2002  Dec;8(12):1433-41. 

Mu  Y,  Edwards  JR.  Horan  TC.  Berrios-Torres 
SI.  Fridkin  S.  "Improving  Risk-Adjusted  Measures 
of  Surgical  Site  Infec.tion  for  the  National 
Healthcare  Safety  Network."  Infection  Control  and 
Hospital  Epidemiology, Vol.  32,  No.  10  (October 
2011).  pp.  970-986. 


'***  Letoumeau  AR.  Calderwood  M.S,  Huang  SS. 
Bratzler  DVV,  Ma  A.  Platt  R.  Yokoe  D,  for  the  CDC 
Prevention  Epicenters  Program.  Claims-Based 
Surveillance  Improves  Detection  of  Surgical  Site 
Infections  Following  Hysterectomy  and  Colorectal 
Surgerv.  IDVVeek  (1st  Annual  Joint  Meeting  of  IDSA. 
SHEA.'HIVMA,  and  PIDS),  October  17-21,  2012 
(San  Diego.  CA). 

'“(.etourneau  AR,  Calderwood  MS.  Huang  SS, 
Bratzler  DVV.  Ma  A.  Platt  R,  Yokoe  D,  for  the  CDC 
Prevention  Epicenters  Program.  Claims-Based 


Surveillance  Improves  Detection  of  Surgical  Site 
Infections  Following  Hysterectomy  and  Colorectal 
Surgery.  IDVVeek  (1st  Annual  Joint  Meeting  of  IDSA. 
SHEA.'hIVMA.  and  PIDS).  October  17-21,  2012 
(San  Diego,  CA). 

Haley  VB,  Van  Antwerpen  C,  Tserenpuntsag 
B,  et  al.  Use  of  administrative  data  in  efficient 
auditing  of  hospital-acquired  surgical  site 
infections.  New  York  State  2009-2010.  Infection 
Control  and  Hospital  epidemiology  2012:33:565-71. 
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1  ICD-9  Codes 

Description 

■  998.51  . 

Infected  postoperative  seroma. 

J  998.59  .  } 

Other  postoperative  infection. 

>  Colon  Surgery 

j  ICD-9  diagnoses: 

567.2  . 

Peritonitis  and  retroperitoneal  infections — other  suppurative  peritonitis. 

t  567.21  . 

Peritonitis  (acute)  generalized. 

567.22  .  ! 

Peritoneal  abscess. 

567.29  . 

Other  suppurative  peritonitis. 

567.38  . 

Other  retroperitoneal  abscess. 

569.5  .  : 

Abscess  of  intestine. 

569.61  . 

Infection  of  colostomy  or  enterostomy. 

569.81  . 

Fistula  of  intestine,  excluding  rectum  and  anus. 

682.2  . . . 

Other  cellulitis  and  abscess — Trunk. 

879.9  . 

[  Open  wound(s),  (multiple)  of  unspecified  site(s),  complicated. 

998.31  . 

i  Disruption  of  internal  (surgical)  operation  wound. 

998.32  . . 

;  Disruption  of  external  (surgical)  operation  wound. 

998.51  . 

1  Infected  postoperative  seroma. 

998.59  . 

!  Other  postoperative  infection. 

998.6  . 

j  Persistent  postoperative  fistula. 

ICD-9  procedures: 

1 

54.0  . 

1  Incision  of  abdominal  wall. 

54.11  . 

I  Exploratory  laparotomy. 

54.19  . 

1  Other  laparotomy. 

86.04  . 

i  Other  incision  with  drainage  of  skin  and  subcutaneous  tissue. 

86.22  . 

j  Excisional  debridement  of  wound,  infection,  or  burn. 

86.28  . 

1  Nonexcisional  debridement  of  wound,  infection,  or  burn. 

Although  diagnoses  which  identify 
candidate  SSIs  may  also  be  identified 
during  readmission  to  hospitals  other 
than  the  index  hospital,  in  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule  (77  FR 
28055)  we  proposed  to  exclude  these 
candidate  events  for  validation  of  SSI 
for  the  FY  2015  payment  determination. 
We  proposed  this  approach  because  we 
will  be  unable  to  distinguish  between  a 
candidate  SSI  that  the  index  hospital 
determined  was  not  an  actual  SSI 
because  it  did  not  meet  properly  applied 
NHSN  case  definitions,  and  an  actual 
SSI  that  the  index  hospital  failed  to 
properly  identify  and  document. 
Although  records  from  the  readmitting 
hospital  may  provide  evidence  as  to  the 
likelihood  that  a  candidate  SSI  was  an 
actual  SSI,  the  index  hospital  may  not 
have  had  access  to  this  information. 
Therefore,  if  the  index  hospital  does  not 
report  a  candidate  SSI  event  associated 
with  a  readmission  to  another  hospital, 
and  also  does  not  document  this  event, 
we  do  not  know  what  information,  if 
any,  the  index  hospital  used  to  assess 
,the  candidate  event. 

This  situation  arises  because  although 
our  regulation  at  42  CFR  482.24  requires 
hospitals  to  maintain  medical  records 
that  document  HAI,  it  does  not  require 
hospitals  to  document  that  follow-up 
was  performed.  We  understand  that  this 
represents  a  gap  in  our  validation 
program  for  SSI,  and  solicited  public 
comments  on  how  we  might  fill  this  gap 
in  the  future. 


Comment:  Some  commenters  noted 
that  hospitals  rarely  receive  more  than 
a  phone  call  to  document  SSIs  detected 
at  readmission  to  hospitals  other  than 
their  own,  with  no  documentation  in 
the  medical  record.  Thee  commenters 
requested  clarification  on  CMS’ 
intended  approach  to  address  this  issue. 
Another  commenter  noted  that  there  are 
other  federal  and  State  agencies  actively 
working  to  identify  standard  practices 
for  post-discharge  surveillance  and 
urged  CMS  to  delay  adoption  of  post¬ 
discharge  surveillance  methods  until 
these  groups  are  able  to  develop  formal 
recommendations  related  to  this  specific 
issue.  This  commenter  further  suggested 
that  CMS  CoPs  could  be  changed  to 
incorporate  post-discharge  surveillance 
reporting  once  a  preferred  and  valid 
methodology  is  identified. 

Response:  We  thank  the  commenters 
for  the  information  provided  about  the 
level  of  documentation  available  for  SSI 
readmissions  occurring  other  than  at  the 
index  hospitals,  and  for  providing  the 
opportunity  for  us  to  clarify  our  plans 
regarding  these  readmissions.  We  will 
use  claims  data  to  assess  how  frequently 
this  situation  arises  in  hospitals 
sampled  for  validation.  However,  we  do 
not  intend  to  use  our  claims-based 
analysis  of  SSI  readmissions  to  hospitals 
other  than  the  index  hospital  for 
Hospital  IQR  validation-related  payment 
determination  at  this  time.  We  agree 
that  it  would  be  premature  to  develop 
validation  procedures  to  address  this 
situation.  We  believe  that  our  best 


approach  is  to  partner  with  other  federal 
and  State  agencies  interested  in 
developing  a  valid  methodology  for 
post-discharge  surveillance.  We  thank 
the  commenters  for  the  suggestion 
regarding  using  our  CoP  to  require  post¬ 
discharge  surveillance  and  will  consider 
this  suggestion. 

After  consideration  of  the  public 
comments  we  received,  for  the  FY  2015 
payment  determination  and  future  years 
we  are  finalizing  as  proposed  our 
proposal  to  exclude  from  SSI  validation 
cases  identified  during  readmission  to 
hospitals  other  than  the  index  hospital. 

(iii)  Sample  Size  per  Hospital  for  HAI 
Validation 

After  identifying  the  three  separate 
sets  of  candidate  events  for  CLABSI, 
CAUTI,  and  SSI,  we  will  combine  the 
lists  and  remove  any  duplicates  for  a 
given  episode  of  care.  Removing 
duplicates  is  a  standard  statistical 
practice  which  is  important  for  the 
accuracy  of  the  estimates.^o^  Next,  we 
proposed  to  draw  a  random  sample  of 
12  candidate  events  per  quarter  from 
which  to  assess  reliability  of  HAI 
reporting  for  the  FY  2015  payment 
determination  and  subsequent  years. 
Over  four  quarters,  this  would  yield  a 
sample  size  of  48  candidate  events  per 
year.  Whenever  a  sample  is  used  to 
estimate  a  statistic  such  as  reliability  for 


107  “Duplicate  listings”  in  Kish  L.  Survey 
Sampling,  John  Wiley  &  Sons,  New  York:  1995,  pp. 
58-59. 
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the  entire  population  of  events,  that 
estimate  is  said  to  be  made  with  error, 
commonly  referred  to  as  the  margin  of 
error.  For  hospitals  with  480  or  more 
candidate  HAI  events  each  year,  and 
assuming  a  relatively  constant  number 
of  candidates  per  quarter,  the  annual 
sample  size  will  be  sufficient  to  estimate 
a  score  of  75  percent  with  a  margin  of 
error  plus  or  minus  10  points  with  90 
percent  confidence.  We  believe  this  is 
the  smallest  sample  size  that  would  be 
sufficient  to  identify  hospitals  that  are 
reporting  HAI  data  poorly  and  have  480 
or  more  candidate  events. 

However,  if  there  are  fewer  than  480 
candidate  events  per  year,  the  finite 
population  correction  applies,  such  that 
the  margin  of  error  will  decrease  as  the 
total  number  of  candidate  events  per 
year  gets  smaller.’”®  Based  on  our 
analysis  of  CLABSI  data  previously 
reported  under  the  Hospital  IQR 
Program,  estimating  the  relative 
occurrence  of  CLABSI.  CAUTI,  and  SSI, 
and  allowing  for  the  fact  that  there  may 
be  many  candidates  for  every  confirmed 
HAI.  we  expect  that  most  hospitals  will 
have  fewer  than  480  candidate  HAI 
events  per  year  (or  120  per  quarter), 
which  will  allow  us  to  estimate  a  score 
of  75  percent  for  these  hospitals  with  a 
margin  of  error  even  less  than  plus  or 
minus  10  points  with  90  percent 
confidence.  In  the  event  that  a  hospital 
has  12  or  fewer  candidate  HAIs  in  a 
given  quarter,  it  is  still  possible  to 
produce  accurate  estimates  of  reliability. 
In  quarters  inwhich  a  hospital  has  12 
or  fewer  candidate  HAI  events,  we 
proposed  to  select  all  candidates,  which 
will  allow  us  to  measure  reliability 
without  any  margin  of  error.  These 
quarterly  estimates  will  have  no 
sampling  error  because  we  will  not  be 
drawing  a  sample,  but  rather  will  be 
using  the  entire  population  for  that 
quarter.  If  a  hospital  has  12  or  fewer 
cases  in  every  quarter,  we  may  estimate 
reliability  of  HAI  reporting  for  the  year 
without  any  margin  of  error.  If  a 
hospital  has  no  candidate  events  in  the 
year,  we  would  not  be  able  to  estimate 
a  reliability  rate.  Therefore,  as  discussed 
in  section  VIll.A.6.a.(4)  of  this  preamble, 
we  would  not  attempt  to  estimate  an 
HAI  score  for  hospitals  with  0  cases.  We 
invited  public  comment  on  these 
proposed  sample  sizes. 

Comment:  Some  commenters  stated 
that  the  sample  size  of  27  per  quarter 
per  hospital  for  validation,  including  15 
for  the  clinical  process  of  care  measures, 
which  has  not  changed,  and  12  for  HAI 
measures,  was  excessive  and  diverted 


'“*"2.6  The  finite  population  correction.” 
Cochran  WG.  Sampling  Techniques,  third  edition, 
lohn  Wiley  &  Sons.  New  York.  1977,  pp.  24-25. 


time  which  could  be  spent  on  quality 
improvement  towards  reporting  and 
validation.  One  commenter  requested 
clarification  as  to  how  increasing  the 
sample  size  from  18  to  27  would  reduce 
burden  on  hospitals. 

Response:  We  did  not  mean  to  imply 
that  increasing  the  quarterly  sample  size 
from  18  to  27  records  would  decrease 
burden  for  individual  hospitals  that 
participate  in  validation  in  a-particular 
year.  Instead,  our  proposal  in  section 
(insert  reference]  below  to  reduce  the 
number  of  hospitals  included  in  the 
targeted  validation  sample  is  intended 
to  reduce  the  overall  burden  of  our 
validation  process  because  it  will  result 
in  fewer  hospitals  being  validation  each 
year.  We  understand  that  some  medical 
charts  are  voluminous,  but  given  that 
we  reimburse  hospitals  for  the  cost  of 
photocopying,  including  labor  (42  CFR 
476.78(c))  we  do  not  believe  that  the 
burden  resulting  from  photocopying  27 
records  pei;  quarter  will  be  excessive,  or 
divert  resources  from  quality 
improvement  to  validation. 

Comment:  Two  commenters 
expressed  the  opinion  that  selecting  all 
candidate  HAIs  in  hospitals  with  12  or 
fewer  candidate  events  per  quarter  is  a 
flawed  process  that  requires  further 
study. 

Response:  We  disagree  with  the 
commenters  that  selecting  all  candidate 
events  when  a  hospital  has  12  or  fewer 
candidate  HAI  events  for  a  particular 
quarter  is  a  flawed  process.  Unlike 
selecting  a  sample  of  a  population, 
which  could  result  in  sampling  or 
random  errors,  selecting  an  entire 
population  as  we  will  do  for  hospitals 
with  12  or  fewer  candidate  HAI  events 
in  a  particular  quarter  has  no  such 
sampling  or  random  error.  Our 
statistical  experts  have  no  reservations 
about  selecting  the  entire  population  of 
records  with  candidate  HAIs  when  there 
are  fewer  than  12  per  quarter.  The 
discipline  of  sampling  statistics  was 
developed  to  address  the  problem  that 
many  populations  are  too  large  to  study 
in  their  entirety,  however,  in  the  event 
the  entire  population  is  selected,  as 
opposed  to  a  sample  of  the  population, 
the  resulting  estimate  will  have  no 
sampling  (random)  error.’””  While  every 
estimate  suffers  from  potential 
inaccuracies  arising  from  non-sampling 
errors  such  as  incomplete  enumeration 
of  the  population  or  simple  variation 
from  year  to  year,’^  the  estimates 
obtained  from  studying  all  candidate  • 
episodes  of  care  with  HAIs  will  be  at 
least  as  accurate  as  that  obtained  from 


109 “Population  values  and  statistics”,  in  Kish  L, 
Survey  Sampling,  Wiley  Classics  Library  Edition. 
New  York:  1995,  page  9. 


a  sample,  and  therefore  this  process  is 
not  flawed. 

After  consideration  of  the  public 
comments  we  received,  for  the  FY  2015 
payment  determination  and  subsequent 
years  we  are  finalizing  our  proposal  to 
use  a  sample  size  of  12  records  per 
hospital  per  quarter  for  hospitals  with 
more  than  12  candidate  events  per 
quarter,  and  using  all  records  with 
candidate  events  in  hospitals  with  12  or 
fewer  records  with  candidate  events  in 
a  quarter.  We  did  not  receive  any  public 
comments  regarding  our  proposal  not  to 
estimate  an  HAI  score  for  hospitals  with 
0  candidate  events  per  year  for  the  FY 
2015  payment  determination  and 
subsequent  years,  and  accordingly,  we 
are  finalizing  that  policy  as  proposed. 

(4)  Validation  Scoring  for  Chart- 
Abstracted  Clinical  Process  of  Care 
Measures  and  HAI  Measures 

As  noted  in  section  VIII.A.6.a(l)  of 
this  preamble,  HAIs  occur  rarely  relative 
to  the  clinical  process  of  care  measures. 
The  rarity  of  HAIs  creates  problems  for 
validation  scoring  of  this  measure  set. 

To  produce  an  overall  score  that 
combines  the  scores  for  the  individual 
measure  sets,  CMS  computes  a  weighted 
average  of  each  measure  set  score  for 
each  quarter.””  The  weight  applied  to 
each  measure  set  is  proportionate  to  the 
occurrence  of  records  that  were 
submitted  to  the  Warehouse  for  that 
measure  set.  Because  CLABSI,  CAUTI, 
and  SSI  occur  rarely,  we  anticipate  that 
the  total  number  6f  records  targeted  for 
validation  of  these  measures  will 
account  for  much  less  than  25  percent 
of  the  combined  total  of  all  records 
submitted  to  the  Warehouse. 
Consequently,  if  the  scores  for  HAI  were 
combined  with  the  other  measure  sets, 
a  hospital  could  potentially  report 
incorrectly  for  all  HAI  targeted  records, 
and  still  meet  our  established  reliability 
criterion  of  75  percent,  thus  passing 
validation.  This  would  mean  that  our 
process  would  fail  to  offer  proper 
quality  control  for  the  HAI  measure  set. 
Although  HAIs  are  rare,  we  believe  that 
validation  of  HAI  reporting  is  critical 
because  it  supports  HHS’  priority  to 
reduce  these  infections. 

For  all  of  these  reasons,  we  proposed 
separate  scoring  processes  for  the  HAI 
and  chart-abstracted  clinical  process  of 
care  measure  sets,  and  to  require 
hospitals  to  receive  passing  scores  on 
both  processes  to  pass  validation  for  the 
FY  2015  payment  determination  and 
subsequent  years.  We  proposed  changes 


"““Confidence  Interval  Calculation”,  http:// 
www.qualitynet.otg/dcs/ContentServeT?c=PageSr 
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to  our  regulations  at  §  412.140(d)(2)  to 
address  this  proposed  requirement.  In 
particular,  our  regulation  currently 
states  that  “A  hospital  meets  the 
validation  requirement  with  respect  to  a 
fiscal  year  if  it  achieves  a  75-percent 
score  as  determined  by  CMS.”  VVe 
proposed  to  change  this  language  to 
state:  “A  hospital  meets  the  validation 
requirement  with  respect  to  a  fiscal  year 
if  it  achieves  a  passing  score,  as 
determined  by  CMS,  on  applicable 
measure  sets.”  We  proposed  to  define 
“passing  score”  to  mean  a  score  of  75- 
percent  on  both  of  the  chart-abstracted 
clinical  process  of  care  and  HAI 
measure  set  groupings  that  apply  to  the 
hospital.  The  proposed  computation 
and  evaluation  of  passing  for  these 
separate  scores  are  described  further 
below. 

Comment:  Several  commenters 
supported  requiring  hospitals  to  receive 
passing  scores  for  both  measure  sets. 

Response:  We  thank  these 
commenters  for  their  support,  but  have 
revised  this  proposal  based  on 
comments  described  below. 

Comment:  Two  commenters 
expressed  concern  about  the  proposal  to 
include  two  scores.  While  agreeing  with 
the  proposed  approach  of  assessing  the 
clinical  process  of  care  score  separate 
from  the  HAI  score,  these  commenters 
opposed  a  requirement  to  pass  both 
scores  on  their  own,  particularly 
because  the  HAI  score  would  be  so  new. 
The  same  commenters  believed  that  the 
proposed  process  would  give  hospitals 
too  many  opportunities  to  fail. 

Response:  We  agree  that  our  proposal 
requiring  hospitals  to  receive  passing 
scores  on  the  clinical  process  of  care 
and  HAI  measure  sets  would  provide 
too  many  opportunities  for  hospitals  to 
fail  validation.  In  particular,  the 
proposed  process  would  weigh  the  HAI 
measure  and  clinical  process  of  care 
measures  scores  equally  and  require 
hospitals  to  pass  both  scores,  even 
though  only  3  of  the  24  measures  that 
will  be  validated  for  FY  2015  are  HAI 
measures,  while  the  remaining  21 
measures  are  clinical  process  of  care. 
The  proposed  requirement  for  two 
passing  scores,  even  though  one  score 
would  be  based  on  validation  of  just  3 
measures  while  another  would  be  based 
on  validation  of  21  measures,  would 
increase  opportunities  for  failure  by 
eliminating  the  chance  for  hospitals  to 
compensate  for  poor  performance  on 
one  set  of  measures  with  strong 
performance  on  the  other  set  of 
measures. 

Therefore,  after  consideration  of  the 
public  comments  we  received,  we  are 
not  finalizing  the  proposal  to  require 
hospitals  to  receive  passing  scores  on 


each  of  the  clinical  process  of  care  and 
HAI  measure  sets,  nor  are  we  changing 
our  regulations  at  §  412.140(d)(2)  to 
account  for  this  proposal.  Instead,  for 
the  FY  2015  payment  determination  and 
subsequent  years,  we  will  calculate  a 
total  score  reflecting  a  weighted  average 
of  each  of  the  two  individual  scores. 
Hospitals  will  be  required  to  receive  a 
total  score  of  75  percent,  consistent  with 
our  regulations  at  §  412.140(d)(2),  to 
pass  validation. 

For  the  FY  2015  payment 
determination  and  subsequent  years,  the 
HAI  and  clinical  process  of  care 
measures  sets’  scores  will  be  weighted 
proportionate  to  the  number  of 
measures  validated  in  each  set.  For  the 
FY  2015  payment  determination,  there 
are  24  total  measures  that  will  be 
validated,  21  of  which  are  clinical 
process  of  care  measures  and  3  of  which 
are  HAI  measures.  Therefore,  the 
clinical  process  of  care  measures  would 
account  for  87.5%  (21/24)  of  the  total 
validation  score  and  the  HAI  measures 
would  account  for  12.5%  (3/24)  of  the 
total  validation  score.  We  will  adjust 
these  percentages  as  necessary  in  future 
years  to  reflect  the  numbers  and  types 
of  measures  we  are  validating.  We 
believe  using  this  weighting  scheme 
while  also  calculating  separate  scores 
for  the  HAI  and  clinical  process  of  care 
measure  sets  will  allow  us  to 
meaningfully  validate  both  types  of 
measures  while  avoiding  unduly 
penalizing  hospitals  for  their  reporting 
on  one  of  the  two  measure  sets. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28057)  for  the 
chart-abstracted  clinical  process  of  care 
measures,  we  did  not  propose  any 
changes  to  the  methodology  for 
reviewing  charts,  computing  the  score 
for  each  measure  set,  computing  a 
summary  score  across  all  measure  sets, 
or  computing  the  variance  around  these 
summary  scores.  This  process  was 
described  in  the  FY  2011  IPPS/LTCH 
PPS  final  rule  (75  FR  50226). 

Comment:  One  commenter  observed 
that  the  validation  process  for  measures 
that  assess  time  from  admission  to 
discharge  “seems  very  stringent.”  The 
commenter  observed  that  if  there  is  a 
discrepancy  of  even  1  minute  between 
the  time  reported  for  the  Hospital  IQR 
Program  by  the  hospital  for  those 
measures  and  the  time  identified  when 
the  measures  are  validated,  the  hospital 
would  fail  validation  for  these 
measures. 

Response:  We  agree  with  the 
commenter  that  requiring  time  values  to 
match  exactly  is  not  realistic  based  on 
our  historical  experience  with  clinical 
data  abstraction,  the  recognition  that 
hospital  clocks  may  vary  from  system  to 


system  such  that  the  same  time  may  be 
recorded  differently  depending  on  the 
source,  and  the  limited  clinical 
significance  of  small  deviations  in  time. 
We  note  that  this  particular  concera 
affects  the  validation  score  for  FY  2014 
payment  determination  as  well  as  for 
future  years  [because  the  ED  throughput 
measures  will  be  validated  beginning 
with  this  year?]. 

Accordingly,  after  considering  the 
public  comments  we  received,  for  the 
FY  2014  payment  determination  and 
future  years  when  scoring  the  ED 
throughput  measures  (ED-1:  “Median 
time  from  emergency  department  arrival 
to  time  of  departure  from  the  emergency 
room  for  patients  admitted  to  the 
hospital”  and  ED-2:  “Median  time  from 
admit  decision  to  time  of  departure  from 
the  emergency  department  for 
emergency  department  patients 
admitted  to  the  inpatient  status”),  we 
will  not  require  these  measures  to  have 
matching  numerator  and  denominator 
states.  Instead,  for  scoring  of  these  ED 
throughput  measures,  we  will  allow  a  5 
minute  variance  between  the  time 
abstracted  by  the  hospital  and  that 
abstracted  by  CDAC. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule,  for  the  FY  2015  payment 
determination  and  subsequent  years  (77 
FR  28057),  we  proposed  to  use  the  same 
basic  approach  to  CLABSI  scoring  that 
we  finalized  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51647),  but  to 
modify  this  scoring  process  to  include 
consideration  of  all  three  HAI  measures 
siihultaneously.  For  example,  if  a 
sampled  record  is  determined  to  include 
a  CLABSI  event  and  no  CAUTI  or  SSI 
events,  and  one  CLABSI  event  was 
reported  to  NHSN,  we  proposed  to 
assign  the  record  a  score  of  1/1.  If  a 
sampled  record  had  two  independent 
episodes  of  CLABSI,  CAUTI,  or  SSI,  or 
a  combination  of  infections,  both  events 
would  have  to  be  reported  to  NHSN  to 
receive  a  score  of  1/1.  Similarly,  if  no 
events  were  reported  to  NHSN  and  the 
medical  record  indicated  there  were  no 
events,  we  proposed  that  the  record 
would  receive  a  score  of  1/1.  We 
proposed  to  assign  a  score  of  0/1  to  a 
record  if  no  event  was  reported  to 
NHSN  and  at  least  one  CLABSI,  CAUTI, 
or  SSI  was  detected,  or  if  an  event  was 
reported  but  for  the  wrong  infection.  For 
example,  if  an  SSI  was  reported  to 
NHSN  as  a  CLABSI,  the  record  would 
receive  a  0/1.  We  also  proposed  to 
assign  a  score  of  0/1  to  a  record  if  an 
event  was  reported  to  NHSN  for 
CLABSI,  CAUTI,  or  SSI,  and  the  CMS 
contractor  determined  that  there  was  no 
such  event. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28057)  for  the  FY 
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2015  payment  determination  and 
subsequent  years,  we  proposed  a 
slightly  different  process  for  requesting 
medical  records  for  SSI.  Specifically,  we 
proposed  that  when  a  candidate  SSI  is 
identified  based  on  a  readmission 
diagnosis,  CDAC  would  request  two 
records  per  candidate  SSI  event.  This 
proposal  is  necessary  because  many 
SSIs  are  not  diagnosed  until  after 
patient  discharge.  In  these 
circumstances,  the  hospital  might  first 
become  aware  of  the  SSI  upon 
readmission.  Therefore;  the  information 
needed  to  evaluate  the  presence  or 
absence  of  an  SSI  for  these  candidate 
events  would  be  divided  across  two 
records:  (1)  the  medical  record  for  the 
hospitalization  during  which  surgeiy' 
was  performed:  and  (2)  the  medical 
record  for  the  readmission  to  treat  the 
candidate  infection.  Therefore,  we 
further  proposed  for  the  FY  2015 
payment  determination  and  subsequent 
years  that  when  a  candidate  SSI  is 
identified  based  on  a  readmission 
diagnosis,  we  evaluate  the  occurrence  of 
an  SSI  event  related  to  the  index 
hospitalization  using  data  in  both 
records.  In  contrast,  we  proposed  to 
limit  evaluation  of  CLABSl  and  CAUTI 
to  the  record  for  the  index 
hospitalization.  VVe  proposed  these 
changes  to  incorporate  CAUTI  and  SSI 
into  HAI  scoring,  which  were  not  part 
of  previous  validation  efforts.  We 
invited  comments  on  these  proposals. 

Comment:  A  few  commenters  noted 
that  hospitals  need  time  and  feedback  to 
learn  how  to  abstract  new  data 
elements,  and  that  the  proposed 
validation  process  does  not  provide 
hospitals  with  a  grace  period  during 
which  they  may  better  learn  the  rules 
for  abstracting  new  elements.  A 
commenter  urged  CMS  to  release 
CLABSl  validation  results  publicly  so 
that  all  might  learn  from  the  experience. 

Response:  VVe  agree  that  an  important 
purpose  of  validation  is  to  educate 
hospitals  on  how  to  improve  their 
reporting  processes.  As  with  other 
Hospital  IQR  Program  measures,  CAUTI 
and  SSI  were  added  to  the  Hospital  IQR 
Program  in  the  year  before  are  being 
added  to  the  Hospital  IQR  Program 
validation  program.  Therefore,  hospitals 
will  have  three  quarters  (Q1-Q3  2012) 
in  which  to  develop  experience 
reporting  CAUTI  and  SSI  before  they 
will  be  validated  on  these  measures.  In 
addition,  like  all  IQR  program  data, 
CAUTI  and  SSI  data  are  publicly 
reported.  It  is  therefore  important  to 
begin  validation  soon  after  new 
measures  are  added  to  the  Hospital  IQR 
Program. 

In  all  years,  we  will  work  with  CDC, 
our  State  QIOs,  and  our  national 


validation  support  contractor  to  widely 
disseminate  lessons  learned  from  HAI 
validation  efforts  on  a  timely  basis. 
Hospitals  will  benefit  either  from  direct 
participation  in  the  CLABSl  validation 
process  for  the  FY  2014  payment 
determination,  or  through  dissemination 
of  lessons  learned  to  help  them  improve 
when  reporting  their  CLABSl  and  other 
NHSN  data  for  the  FY  2015  payment 
determination.  Similarly,  hospitals  not 
validated  for  the  FY  2015  payment 
determination  will  receive  education  in 
the  form  of  lessons  learned  to  help  them 
improve  their  own  reporting  processes 
on  all  three  NHSN  measures. 

Comment:  Two  commenters 
expressed  concern  that  a  hospital’s 
probability  of  failure  is  unfairly 
increased  by  giving  hospitals  a 
maximum  of  1  point  for  each  candidate 
HAI  sampled  instead  of  giving  hospitals 
a  maximum  of  3  points  per  sampling 
candidate  HAI,  one  for  each  properly 
reported  infection. 

Response:  We  agree  that  giving 
hospitals  up  to  3  points  instead  of  1  per 
record  sampled  would  increase  the 
probability  of  success  on  individual 
cases  for  particular  hospitals,  but 
disagree  that  we  should  adopt  this 
approach  on  the  grounds  that  it  does  not 
accurately  reflect  the  incidence  of  these 
infections.  Although  a  patient  may 
conceivably  acquire  both  a  CLABSl  and 
a  CAUTI,  this  is  very  rare.  An 
individual  HAI  event  can  either  be 
CLABSl  or  CAUTI,  but  it  can  never  be 
both.  In  addition,  overlap  between 
CLABSl  and  SSI  and  CAUTI  and  SSI  is 
rare.  Therefore,  we  anticipate  that  most 
records  sampled  will  have  at  most  one 
infection.  Were  we  to  give  each  record 
up  to  3  points,  we  would  essentially  be 
offering  hospitals  a  score  of  2  for  every 
opportunity  that  we  have  to  evaluate 
them  on  reporting  of  the  third  infection. 
In  other  words,  to  adopt  a  denominator 
of  3  per  sampled  record  would  give 
hospitals  a  base  score  of  67  percent, 
without  having  to  do  anything  correctly. 
Given  that  the  requisite  score  for 
passing  validation  is  75%,  we  believe 
this  would  be  an  inappropriately  lenient 
standard. 

Comment:  Some  commenters 
supported  the  review  of  two  medical 
records  to  assess  SSL 

Response:  We  thank  the  commenters 
for  their  support. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  as  proposed,  the  scoring 
process  for  CLABSl,  CAUTI,  and  SSI  for 
the  FY  2015  payment  determination  and 
subsequent  years.  We  are  also  finalizing 
for  the  FY  2015  payment  determination 
and  future  years,  the  proposal  to  request 
two  medical  records  per  candidate  SSI 


event  when  a  candidate  SSI  is  identified 
based  on  a  readmission  diagnosis. 

The  process  finalized  above  in  this 
section  will  be  used  to  create  a  mean 
HAI  score  for  each  hospital.  The  mean 
will  equal  the  number  of  HAI  records 
correctly  classified  divided  by  the  total 
number  of  HAI  records  scored.  As 
described  in  section  VIII.A.6.a.(3)  of  this 
preamble,  a  sample  of  up  to  12  records 
is  to  be  drawn  quarterly,  for  an  annual 
sample  of  up  to  48.  The  approach  of 
dividing  the  year  into  4  quarters  and 
drawing  an  independent  random  sample 
from  each  is  known  as  stratified  random 
sampling.  When  the  validation  sample 
includes  all  of  the  candidate  HAI  events 
that  a  hospital  generates  in  a  year, 
reliability  is  measured  without  error.  In 
this  case,  the  upper  bound  of  the 
confidence  interval  will  be  exactly  the 
same  as  the  estimate  of  reliability. 
However,  when  this  score  is  based  on 
only  a  sample  of  records  containing 
candidate  HAIs,  we  must  compute  a 
variance  around  this  mean.  We 
proposed  to  compute  the  confidence 
interval  by  applying  the  appropriate 
formula  for  the  variance  of  a  proportion 
in  a  stratified  random  sample.^^^ 

We  received  no  comments  directly  on 
this  proposal.  However,  this  proposal  is 
sensible  only  in  the  context  of  the 
earlier  proposal  to  require  hospitals  to 
receive  passing  scores  on  both  the 
clinical  process  of  care  and  HAI 
measures.  As  we  are  not  finalizing  the 
proposal  to  receive  two  passing  scores, 
we  must  also  modify  this  one.  Rather 
than  computing  a  confidence  interval 
for  the  HAI  measure  set  specifically,  we 
are  finalizing  the  process  to  apply  the 
appropriate  formula  for  the  variance  of 
a  proportion  in  a  stratified  random 
sample  as  proposed.  We  will  then 
obtain  a  total  variance  for  the  combined 
clinical  process  of  care  and  HAI  scores 
using  the  appropriate  formula  for  the 
variance  of  the  weighted  sum  of  two 
independent  random  variables. ”2  a 
single  confidence  interval  will  be 
computed  based  on  this  total  variance. 

(5)  Criteria  To  Evaluate  Whether  a  Score 
Passes  or  Fails 

Historically,  we  have  used  two 
criteria  for  passing  validation  in  the 
Hospital  IQR  Program,  which  were 
described  in  FY  2011  IPPS/LTCH  PPS 
final  rule  (75  FR  50226); 


“Section  5.10  Stratified  sampling  for 
proportions”  in  Cochran  WG.  Sampling 
Techniques,  third  edition.  John  Wilev  and  Sons, 
New  York.1977,  pp.  107-108. 

“Equation  5—40,  in  Section,  5—4  Linear 
combination  of  two  random  variables”  in 
Wonnacott  TH  and  Wonnacott  RJ,  “Introductory 
Statistics  for  Business  and  Economics,  second 
edition,  John  Wilev  and  Sons,  New  York,  1977,  pp. 
131. 
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•  Require  all  Hospital  IQR  Program 
participating  hospitals  selected  for 
validation  to  attain  at  least  a  75-percent 
validation  score  per  quarter  to  pass  the 
validation  requirement. 

•  Use  the  upper  bound  of  a  one-tailed 
95  percent  confidence  interval  to 
estimate  the  validation  score. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28057),  we 
proposed  for  the  FY  2015  payment 
determination  and  subsequent  years  to 
compute  validation  scores  for  each  of 
the  chart-abstracted  and  HAI  measure  • 
sets  by  combining  the  data  across  all 
four  quarters,  instead  of  by  considering 
the  quarters  separately.  We  proposed 
what  we  believed  was  a  change  in  our 
current  policy  because  4  quarters  of  data 
combined  can  provide  a  more  accurate 
estimate  of  reliability  than  could  be 
attained  from  a  single  quarter. 

We  would  like  to  clarify  that  what  we 
characterized  in  the  FY  2013  IPPS/ 

LTCH  PPS  proposed  rule  as  a  proposal 
is  actually  consistent  with  our  current 
policy,  which  was  finalized  in  the  FY 
2011  IPPS/LTCH  PPS  final  rule  (75  FR 
50226).  We  stated  in  that  rule  that  we 
would  require  Hospital  IQR  Program 
“participating  hospitals  selected  for 
validation  to  attain  at  least  a  75-percent 
validation  score  per  quarter  to  pass  the 
validation  requirement,”  which  could 
suggest  that  we  are  requiring  hospitals 
to  pass  validation  on  a  quarterly  basis. 

In  actuality,  we  finalized  a  policy  in  that 
rule  to  calculate  “"an  annual  confidence 
interval,”  or  to  require  hospitals  to  pass 
validation  annually,  not  quarterly. 
Accordingly,  what  we  presented  in  the 
FY  2013  IPPS/LTCH  PPS  proposed  rule 
as  a  proposal — computing  annual 
validation  scores  by  combining  data 
across  all  four  quarters — is  consistent 
with  our  current  policy. 

Comment:  Some  commenters 
expressed  preference  for  a  quarterly 
score,  because  the  commenters  valued 
receiving  timely  feedback  regarding 
their  hospitals’  performance. 

Response:  We  thank  the  commenters 
for  the  opportunity  to  clarify  our  current 
process.  We  will  continue  to  provide 
hospitals  with  feedback  regarding  the 
performance  on  validation  on  a 
quarterly  basis.  However,  we  will  also 
continue  to  evaluate  a  hospital’s 
validation  score  by  combining  data 
across  all  quarters  included  in  the 
validation  year  and  by  computing  a 
confidence  interval  once  annually  for 
the  basis  of  a  payment  determination 
only. 

After  consideration  of  the  public 
comments  we  received,  we  are 
continuing  for  the  FY  2015  payment 
determination  and  future  years  our 
current  policy  of  providing  hospitals 


with  feedback  quarterly  and  producing 
a  single  annual  confidence  interval  per 
hospital. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28057)  we 
proposed  that  if  a  hospital  has  no 
candidate  CLABSl,  CAUTI,  or  SSI  in  the 
year  to  be  validated  or  a  hospital  has 
been  excepted  from  NHSN  reporting  for 
all  three  HAIs,  it  will  only  be  required 
to  achieve  a  75  percent  score  for  the 
chart-abstracted  clinical  process  of  care 
measures  to  pass  validation.  We  made 
this  proposal  because,  in  these 
instances,  no  HAI  score  can  be 
computed. 

We  did  not  receive  any  public 
comments  on  this  proposal  and, 
therefore,  we  are  finalizing  this  process 
as  proposed. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  for  the  FY  2015  payment 
determination  and  subsequent  years,  we 
proposed  to  replace  the  use  of  a  one- 
tailed  95  percent  confidence  interval 
with  a  two-tailed  90  percent  confidence 
interval.  The  reason  for  this  proposal  is 
so  that  we  may  identify  hospitals 
passing  our  annual  75  percent  threshold 
that  also  have  scores  within  the 
statistical  margin  of  error  for  not  passing 
this  annual  requirement.  The  upper 
bound  of  a  two-tailed  90  percent 
confidence  interval  is  exactly  the  same 
number  as  the  upper  bound  of  a  one- 
tailed  95  percent  confidence  interval. 
Therefore,  this  proposal  will  have  no 
impact  on  the  number  of  hospitals  in 
the  base  annual  sample  that  pass  or  fail 
validation.  The  Government 
Accountability  Office  (GAO)  has  noted 
that  CMS  does  not  have  a  methodology 
to  address  hospitals,  for  which  “the 
statistical  margin  of  error  for  their 
accuracy  included  both  passing  and 
failing  levels.”  por  data  included  in 
the  GAO  report,  one-quarter  to  one-third 
of  hospitals  fell  into  this  category.  GMS 
has  subsequently  taken  steps  to  address 
other  GAO  concerns,  which  has  reduced 
the  percentage  of  hospitals  that  neither 
passed  nor  failed  validation  to  7  percent 
in  the  FY  2012  payment  determination. 

Nonetheless,  we  believe  that  there  is 
value  in  looking  more  closely  at  the 
remainder  of  these  hospitals.  For  the  FY 
2015  payment  determiriation  and 
subsequent  years,  we  proposed  to 
identify  those  hospitals  which  have 
neither  passed  nor  failed,  using  a  two- 
tailed  confidence  interval.  In  addition, 
for  the  purpose  of  payment 
determination  iuFY  2015  and 
subsequent  years,  we  proposed  to 


'•^Government  Accountability  Office.  “Hospital 
Quality  Data.  CMS  needs  more  rigorous  methods  to 
ensure  reliability  of  publicly  released  data”.  GAO- 
06-54,  January  2006. 


continue  to  pass  these  hospitals,  while 
also  targeting  these  hospitals  for 
validation  the  next  year,  which  we 
finalize  in  section  VIII. G. 6. c.  of  this 
preamble. 

If,  as  in  previous  years,  our  only 
concern  was  iii  hospitals  with  an  upper 
bound  for  the  reliability  rate  below  75 
percent,  we  would  have  95  percent 
confidence  in  the  upper  bound. 

However,  because  we  proposed  to 
identify  hospitals  for  which  “the 
statistical  margin  of  error  for  their 
accuracy  included  both  passing  and 
failing  levels,”  we  must  consider  both 
an  upper  and  lower  confidence  bound. 
Therefore,  the  same  interval  provides 
only  90  percent  confidence  (5  percent  of 
samples  will  have  lower  interval  bounds 
based  on  the  sample  that  are  higher  than 
the  actual  reliability  for  the  population 
and  5  percent  will  have  upper  interval 
bounds  that  are  lower  than  the  actual 
reliability  rate  for  the  population). 
Computing  a  two-tailed  interval  and 
adjusting  its  confidence  level  from  95  to 
90  percent  is  the  only  way  to  maintain 
the  computation  for  the  upper  bound 
using  the  same  formula  as  that  used  in 
previous  years  and  also  calculate  the 
lower  boundi°-ii'*  which  will  allow  us 
to  identify  hospitals  that  would 
otherwise  neither  pass  nor  fail 
validation.  We  invited  public  comment 
on  this  proposal. 

Comment:  Two  commenters 
expressed  concern  that  the  proposed 
change  would  make  passing  validation 
more  difficult. 

Response:  As  stated  above,  the 
formula  for  the  proposed  two-tailed  90 
percent  confidence  interval  is  identical 
to  the  formula  for  the  one-tailed  95 
percent  confidence  interval  now  used. 
Therefore,  this  change  will  not 
negatively  impact  hospitals  in  any  given 
year,  but  it  will  allow  us  to  accomplish 
the  other  policy  goals  that  we  have 
outlined  above. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  this  process  as  proposed  for 
the  FY  2015  payment  determination  and 
subsequent  years. 

b.  Number  and  Manner  of  Selection  for 
Hospitals  Included  in  the  Base  Annual 
Validation  Random  Sample 

As  finalized  in  the  FY  2011  IPPS/ 
LTGH  PPS  final  rule  (75  FR  50225- 
50227),  validation  of  chart-abstracted 
measures  in  the  Hospital  IQR  Program 
uses  a  base  annual  random  sample  of 
800  hospitals.  In  the  FY  2013  IPPS/ 


"■•“Cbapter  8  Interval  estimation”  in  Wonnanut 
TH,  Wonnacott  RJ.  Introductory  statistics  for 
business  and  economics,  2nd  edition.  1977,  John 
Wiley  &  Sons.  New  York,  pp.  199-201,  231-232. 
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LTCH  PPS  proposed  rule  (77  FR  28058), 
for  the  FY  2015  payment  determination 
and  subsequent  years,  we  proposed  to 
reduce  the  total  base  sample  size  of 
hospitals  included  in  the  annual 
validation  random  sample  from  800  to 
400.  One  of  our  goals  in  targeting  a 
certain  number  of  hospitals  for  our  base 
annual  random  sample  is  to  estimate  the 
total  percentage  of  hospitals  that  have 
been  reporting  unreliable  data  for  the 
Hospital  IQR  Program.  The  minimum 
sample  size  required  to  assess  the 
percentage  of  hospitals  in  the  Hospital 
IQR  Program  that  have  been  reporting 
unreliable  data  depends  on  the  expected 
percentage  of  hospitals  that  fail 
validation.  Because  a  very  high 
percentage  of  Hospital  IQR  Program 
hospitals  pass  validation  (more  than  99 
percent  of  the  hospitals  in  the  FY  2012 
payment  determination),  we  believe  that 
we  can  reduce  burden  on  hospitals  by 
selecting  fewer  hospitals  for  the  base 
annual  random  sample  without 
adversely  affecting  our  estimate  of  this 
percentage.  We  did  not  propose  to 
change  the  criteria  for  selecting  the 
annual  validation  random  sample 
because  we  believe  that  these  criteria 
are  appropriate  for  sample  selection. 

We  proposed  no  change  to  the  criteria 
for  selecting  the  annual  validation 
random  sample,  w'hich  w'e  provided  for 
informational  purposes.  The  finalized 
definition  of  a  hospital  eligible  for 
validation,  as  provided  in  the  FY  2011 
IPPS/LTCH  PPS  Final  rule  (75  FR  50227) 
are  the  subset  of  subsection  (d)  hospitals 
who  successfully  submitted  “at  least 
one  (IQR)  case  for  the  third  calendar 
quarter  of  the  year  two  years  prior  to  the 
year  to  which  the  validation.”  For 
example,  for  the  FY  2015  payment 
determination,  we  would  select  the 
sample  in  early  2013,  and  all  Hospital 
IQR  Program-eligible  hospitals  that 
submitted  at  least  one  Hospital  IQR  case 
for  third  quarter  2012  discharges  would 
be  eligible  to  be  selected  for  validation. 
We  invited  comments  on  these 
proposals. 

Comment:  We  received  many 
comments  in  support  of  this  proposal. 

Response:  We  tnank  these 
commenters  for  their  support. 

Comment:  A  few  commenters  raised 
concern  that  hospitals  already  go  too 
many  years  without  feedback  regarding 
their  performance.  In  contrast,  another 
commenter  suggested  that  hospitals 
should  not  have  to  undergo  validation  at 
all  more  often  than  once  every  3  years 
unless  a  problem  was  uncovered  during 
the  validation  process. 

Other  commenters  expressed  concern 
that  CMS  could  not  guarantee  reliability 
(for  example,  what  the  hospital 
submitted  matches  what  is  observed  by 


CDAC)  across  all  hospitals  and  asked  for 
clarification  regarding  how  CMS 
planned  to  approach  this  problem. 

Response:  Although  we  could 
conduct  validation  on  every  hospital 
every  year,  such  an  approach  to 
reliability  assessment  uses  significantly 
more  CMS  and  hospital  resources  than 
necessary.  Conducting  validation  on  any 
individual  hospital  less  frequently 
reduces  burden,  which  we  consider  to 
be  very  important.  The  basic  premise 
behind  random  sampling  is  that  one  can 
learn  something  about  all  hospitals  by 
gathering  data  on  just  a  subset  of 
hospitals.  Using  an  estimated  passing 
rate  of  99  percent,  our  power 
calculations  indicate  that  with  400 
hospitals,  we  can  be  highly  confident 
that  least  98  percent  of  all  hospitals  in 
the  IPPS  population  are  achieving  the 
requisite  reliability  score.  Hospitals  that 
would  like  to  learn  more  about  common 
pitfalls  associated  with  quality  reporting 
may  receive  this  from  their  QIO  and 
Hospital  IQR  Program  validation 
support  contractor. 

We  cannot  exclude  hospitals  from 
validation  if  they  have  been  selected  in 
the  previous  3  years  as  suggested  by  one 
commenter,  because  we  are  required  by 
section  1886(b)(3)(B)(xii)  of  the  Act  to 
randomly  select  hospitals  to  validate  the 
Hospital  IQR  measures  as  a  whole.  We 
believe  that  random  sampling  requires 
all  hospitals  to  revievv  data  accuracy, 
because  all  hospitals  are  eligible  to  be 
selected  in  our  annual  random  sample. 
We  have  a  validation  support  contractor 
who  provides  QIOs  with  feedback 
regarding  common  pitfalls  identified 
during  the  validation  process.  Moreover, 
these  QIOs  have  a  contractual  obligation 
with  CMS  to  educate  hospitals  regarding 
Hospital  IQR  Program  requirements. 
Therefore,  each  individual  hospital  has 
access  to  education  about  the  Hospital 
IQR  Program  process,  regardless  of 
whether  it  is  selected  for  validation. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  process  to  reduce  the  base 
annual  random  sample  from  800  to  400 
as  described  above  for  the  FY  2015 
payment  determination  and  subsequent 
years. 

c.  Targeting  Criteria  for  Selection  of 
Supplemental  Hospitals  for  Validation 

We  have  established  policies  for 
supplementation  to  the  base  annual 
random  sample  of  hospitals.  In 
particular,  our  supplemental  validation 
sample  includes  all  hospitals  that  fail 
validation  in  the  previous  year  (75  FR 
50227  through  50229),  a  policy  that  we 
do  not  intend  to  change.  We  also 
finalized  a  policy  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51645 


through  51646),  that  the  validation 
sample  drawn  for  the  FY  2015  payment 
determination  and  subsequent  years 
will  include  in  the  fourth  year  all 
hospitals  not  randomly  occurring  in  the 
sample  in  the  previous  3  years.  We  have 
reassessed  this  policy. 

We  believe  that  we  have  identified  an 
approach  with  comparable  benefits  to 
reliability  which  would  have  a  smaller 
total  burden  to  hospitals,  and  at  less 
cost  to  CMS.  Based  on  chance  alone,  we 
would  expect  that  about  1,500  (slightly 
less  than  half  of  all  IPPS-eligible) 
hospitals  would  not  have  been  sampled 
in  the  previous  3  years.  Of  these,  less 
than  200  would  be  expected  to  be 
randomly  selected  as  part  of  the  base 
validation  sample  of  400  hospitals  for 
the  FY  2015  payment  determination. 
Accordingly,  this  means  that  for  the  FY 
2015  payment  determination,  the 
supplemental  sample  size  would  be 
about  1,300  hospitals.  To  increase  the 
sample  size  by  1,300  hospitals  in  a 
single  year  is  unnecessarily 
burdensome:  we  believe  we  can  have 
the  same  influence  on  hospitals  that 
have  not  been  recently  validated  simply 
by  increasing  their  probability  of 
selection  through  targeting  in 
subsequent  years.  In  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28058), 
therefore,  for  the  FY  2015  payment 
determination  and  subsequent  years,  we 
proposed  to  discontinue  our  policy  of 
including  hospitals  in  the  supplemental 
validation  sample  in  the  fourth  year  that 
have  not  been  validated  in  the  previous 
3  years.  We  proposed,  however  to  use 
the  lack  of  recent  validation  as  one  of 
several  targeting  criteria  for  a 
supplemental  random  sample  described 
further  below.  For  the  FY  2015  payment 
determination  and  subsequent  years,  we 
proposed  to  add  targeting  criteria  as  a 
supplement  to  the  base  random  sample 
of  up  to  200  additional  hospitals.  We 
believe  that  this  proposal  would 
improve  data  quality  by  increased 
targeting  of  hospitals  with  possible  or 
confirmed  past  data  quality  issues.  As 
finalized  in  the  FY  2011  IPPS/LTCH 
PPS  final  rule,  the  supplement  will 
include  all  hospitals  that  fail  validation 
in  the  previous  year.  We  invited  public 
comment  on  the  proposal  to  include  a 
targeted  sample,  and  to  use  the 
following  as  criteria  for  targeting  the 
additional  hospitals: 

•  Any  hospital  with  abnormal  or 
conflicting  data  patterns.  An  example  of 
abnormal  data  pattern  would  be  if  a 
hospital  has  extremely  high  or 
extremely  low  values  for  a  particular 
measure.  Consistent'  with  the  Hospital 
OQR  Program,  we  proposed  to  define  an 
extremely  high  or  low  value  as  one  that 
falls  more  than  3  standard  deviations 
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from  the  mean  (76  FR  74485).  An 
example  of  a  conflicting  data  pattern 
would  be  if  two  records  were  identified 
for  the  same  patient  episode  of  care  but 
the  data  elements  were  mismatched  for 
primary  diagnosis.  Primary  diagnosis  is 
just  one  of  many  fields  that  should 
remain  constant  across  measure  sets  for 
an  episode  of  care.  Other  examples  of 
fields  that  should  remain  constant 
across  measure  sets  are  patient  age  and 
sex.  Any  hospital  not  included  in  the 
base  validation  annual  sample  and  with 
statistically  significantly  more  abnormal 
or  conflicting  data  patterns  per  record 
than  would  be  expected  based  on 
chance  alone  (p  <.05),  would  be 
included  in  the  population  of  hospitals 
targeted  in  the  supplemental  sample. 

•  Any  hospital  with  rapidly  changing 
data  patterns.  For  this  targeting 
criterion,  we  proposed  to  define  a 
rapidly  changing  data  pattern  as  a 
hospital  which  improves  its  quality  for 
one  or  more  measure  sets  (that  is,  AMI, 
HF,  PN,  SCIP,  ED,  IMM,  or  HAI)  by  , 
more  than  2  standard  deviations  from 
one  year  to  the  next,  and  also  has  a 
statistically  significant  difference  in 
improvement  (one-tailed  p  <.05). 

•  Any  hospital  that  submits  data  to 
NHSN  after  the  Hospital  IQR  Program 
data  submission  deadline  has  passed. 

•  Any  hospital  that  joined  the 
Hospital  IQR  Program  within  the 
previous  3  years,  and  which  has  not 
been  previously  validated. 

•  Any  hospital  that  has  not  been 
randomly  selected  for  validation  in  any 
of  the  previous  3  years. 

Comment:  Some  commenters  favored 
the  proposal  to  target  hospitals  based  on 
the  criteria  described  above. 

Response:  We  agree  that  these 
proposed  policies  will  be  useful. 

Comment:  Commenters  expressed 
concern  that  for  hospitals  failing 
validation,  the  amount  of  time  elapsing 
between  the  determination  and  the 
deadline  for  submitting  records  in  the 
following  year  may  not  be  sufficient  to 
improve  the  hospital’s  performance. 

Response:  We  disagree  that  the  time 
between  the  determination  that  a 
hospital  has  failed  and  the  time  it  has 
to  submit  data  for  the  following  year 
would  present  difficulties  for  hospitals, 
because  a  hospital  has  no  reason  to  wait 
until  it  receives  a  failing  payment 
determination  to  improve  its  reporting. 
As  described  above  in  this  section,  we 
provide  feedback  on  validation 
quarterly,  and  QIOs  are  available  to 
provide  education  and  feedback  to 
hospitals  regardless  of  their  quarterly 
scores.  A  poorly  performing  hospital 
should  receive  feedback  after  validation 
of  the  very  first  quarter  in  a  validation 
year.  This  feedback  would  come  long 


before  the  next  year’s  reporting  process 
would  start.  For  example,  a  hospital  will 
receive  all  feedback  on  data  submitted 
in  the  4th  quarter  of  2012  by  the  end  of 
October  2013,  but  would  not  be  required 
to  complete  submission  of  data  for  the 
4th  quarter  of  2013  until  May  2314. 

Comment:  One  commenter  questioned 
whether  reserving  one-third  of  the 
sample  for  targeted  validation  “would 
diminish  the  randomization  and  thus 
diminish  the  validation  process.’’ 

Response:  As  described  above,  we 
approached  the  problem  of  sample  size 
for  the  base  annual  random  sample  by 
considering  the  power  needed  to  assess 
reliability,  which  we  determined  to  be 
400.  The  random  sample  size  needed  is 
unaffected  by  the  size  of  our  targeted 
validation  sample.  Compared  with  the 
current  policy,  which  was  finalized  for 
the  FY  2015  payment  determinations 
and  subsequent  years  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule  (76  FR  51645 
through  51646),  and  which  targeted  all 
hospitals  not  included  in  the  three 
previous  years,  the  new  proposal  to 
target  up  to  200  hospitals  includes  a 
much  lower  ratio  of  ‘targeted’  to  random 
sampling.  Moreover,  the  sample  targeted 
under  current  policy  is  less  informative 
than  the  proposed  targeted  sample 
because  the  current  process  does  not 
identify  and  target  hospitals  most  likely 
to  need  validation  based  on  data 
previously  submitted.  Accordingly,  we 
do  not  believe  that  reserving  one  third 
of  the  sample  for  targeted  validation 
reduces  the  integrity  of  the  validation 
process,  and  in  fact,  we  believe  it  will 
strengthen  validation. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  this  targeting  proposal  for  the 
FY  2015  payment  determination. 

For  the  FY  2016  payment 
determination  and  subsequent  years,  we 
proposed  to  add  to  the  targeting  criteria 
proposed  for  the  2015  payment 
determination  by  identifying  hospitals 
that  passed  validation  in  the  previous 
year,  but  had  a  two-tailed  confidence 
interval  that  included  75  percent. 
Relative  to  hospitals  whose  confidence 
interval  lies  entirely  above  the  target 
reliability  rate  of  75  percent,  a 
confidence  interval  that  includes  75 
percent  would  indicate  a  higher  level  of 
uncertainty  as  to  the  reliability  of  data 
for  that  particular  hospital.  This 
proposal  is  related  to  the  proposal  to 
produce  a  two-sided  confidence  interval 
(discussed  in  section  VIII.A.6.b  of  this 
preamble).  It  is  intended  to  respond  to 
concerns  that  CMS  does  not  have  a 
methodology  to  address  hospitals,  for 
which  “the  statistical  margin  of  error  for 
their  accuracy  included  both  passing 
and  failing  levels.”  The  reason  that  we 


proposed  implementation  of  this 
criterion  beginning  with  the  2016 
payment  determination  is  that  it  is  not 
feasible  to  implement  this  change  until 
after  we  implement  changes  to  the 
confidence  interval,  as  described  in 
section  VIII.A.6.b.  of  this  preamble. 

We  received  no  comments  on  this 
proposal,  and  therefore,  we  are 
.finalizing  this  proposal  to  add  a 
targeting  criterion  for  the  supplemental 
sample  of  hospitals  that  passed 
validation  in  the  previous  year,  but  had 
a  two-tailed  confidence  interval  that 
included  75  percent.  This  process  will 
begin  with  the  FY  2016  payment 
determination  and  continue  in 
subsequent  years. 

As  noted  above,  the  established 
procedure  for  drawing  the  base  random 
sample  involves  selection  of  hospitals 
“early”  in  the  calendar  year  two  years 
prior  to  the  payment  determination  FY 
2011  IPPS/LTCH  PPS  final  rule  (75  FR 
50227).  For  example,  the  base  sample 
for  the  FY  2015  payment  determination 
will  be  drawn  early  in  2013.  We 
proposed  that  the  selection  of  hospitals 
targeted  in  the  supplemental  sample  for 
the  FY  2015  payment  determination 
occur  after  the  FY  2014  payment 
determination:  this  will  separate  the 
timing  of  selection  of  base  and 
supplemental  samples.  We  proposed  to 
do  so  because  CMS  may  need  extra  time 
to  review  hospital  data  before 
identifying  the  hospitals  to  include  in 
the  supplemental  sample.  Moreover, 
information  regarding  a  hospital’s  status 
as  failing  or  passing  is  not  known  at  the 
time  the  base  sample  is  drawn. 

We  received  no  comments  on  this 
proposal,  and  we  are  finalizing  as 
proposed  the  process  to  separate  the 
timing  for  drawing  the  base  and 
supplemental  samples.  We  provide  the 
reader  with  the  validation  timeline  for 
finalized  in  the  FY  20111  IPPS/LTCH 
PPS  final  rule  (75  FR  50219)  for  the  FY 
2013  payment  determination  and 
subsequent  years  for  informational 
purposes  only.  We  did  not  propose  any 
changes  or  invite  comment  on  this 
timeline.  The  quarters  included  in  the 
validation  effort  for  each  year’s  payment 
determination  will  be  the  fourth 
calendar  quarter  of  the  year  that  occurs 
2  years  before  the  payment 
determination  and  the  first  3  calendar 
quarters  of  the  following  calendar  year. 
For  example,  for  the  FY  2015  payment 
determination,  the  quarters  included  in 
validation  would  be  the  fourth  quarter 
of  calendar  year  2012  through  the  third 
quarter  of  calendar  year  2013. 
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7.  Data  Accuracy  and  Completeness 
Acknowledgement  Requirements  for  the 
FY  2015  Payment  Determination  and 
Subsequent  Years 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28059),  we 
proposed  to  require  hospitals  to 
continue  to  electronically  acknowledge 
their  data  accuracy  and  completeness 
once  annually.  For  the  FY  2014 
payment  determination,  the  submission 
deadline  for  the  Data  Accuracy  and 
Completeness  Acknowledgement  was 
aligned  with  the  final  submission 
quarter  for  each  fiscal  year.  We 
proposed  to  continue  this  approach  for 
FY  2015  and  subsequent  years.  For 
example,  we  proposed  that  the 
submission  deadline  for  the  Data 
Accuracy  and  Completeness 
Acknow'ledgement  would  be  May  15, 
2014,  with  respect  to  the  time  period  of 
January  1,  2013,  through  December  31, 
2013.  We  invited  public  comment  on 
this  proposal. 

We  received  no  comments  on  this 
proposal:  therefore,  we  are  finalizing 
our  proposal  to  align  the  Data  Accuracy 
and  Completeness  Acknowledgement 
with  the  final  submission  quarter  for 
each  fiscal  year  for  FY  2015  and 
subsequent  years. 

8.  Public  Display  Requirements  for  the 
FY  2015  Payment  Determination  and 
Subsequent  Years 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51650),  we  continued,  for 
the  FY  2014  payment  determination  and 
subsequent  vears,  the  approach  we 
adopted  in  the  FY  2011  IPPS/LTCH  PPS 
final  rule  (75  FR  50230)  for  public 
display  requirements  for  the  FY  2012 
pavment  determination  and  subsequent 
years.  In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28059),  we  did  not 
propose  any  changes  to  these 
requirements. 

The  Hospital  IQR  Program  quality 
measures  are  typically  reported  on  the 
Hospital  Compare  Web  site  at:  http:// 
www.hospitalcompare.hhs.gov,  but  on 
occasion  are  reported  on  other  CMS 
Web  sites.  We  require  that  hospitals  sign 
a  Notice  of  Participation  form  when 
they  first  register  to  participate  in  the 
Hospital  IQR  Program.  Once  a  hospital 
has  submitted  a  form,  the  hospital  is 
considered  to  be  an  active  Hospital  IQR 
Program  participant  until  such  time  as 
the  hospital  submits  a  withdrawal  form 
to  CMS  (72  FR  47360).  Hospitals  signing 
this  form  agree  that  they  will  allow  us 
to  publicly  report  the  quality  measures 
included  in  the  Hospital  IQR  Program. 

We  will  continue  to  display  quality 
information  for  public  viewing  as 
required  by  section 


1886n3)(3)(B)(viii)(VII)  of  the  Act.  Before 
we  display  this  information,  hospitals 
will  be  permitted  to  review  their 
information  as  recorded  in  the  QIO 
Clinical  Warehouse. 

9.  Reconsideration  and  Appeal 
Procedures  for  the  FY  '2015  Payment 
Determination 

The  Hospital  IQR  Program 
reconsideration  and  appeals 
requirements  were  adopted  in  the  FY 
2012  IPPS/LTCH  PPS  final  rule  (76  FR 
51650  through  51651)  and  are  found  at 
42  CFR  412.140(e)  of  our  regulations. 
The  form  for  reconsiderations  and  a 
detailed  description  of  the 
reconsideration  process  are  available  on 
the  QualityNet  Web  site  at:  http:// 
w'w^v. qualitynet.org/  >  Hospitals- 
Inpatient  >  Hospital  Inpatient  Quality 
Reporting  Program  >  APU 
Reconsiderations. 

10.  Hospital  IQR  Program  Disaster 
Extensions  or  Waivers 

The  Hospital  IQR  Program  disaster 
extensions  or  w'aiver  requirements  were 
adopted  in  the  FY  2012  IPPS/LTCH  PPS 
final  rule-(76  FR  51650  through  51652) 
and  can  be  found  at  42  CFR  412.140(e) 
and  (c)(2),  respectively.  The  forms  and 
a  detailed  description  of  the  extension 
or  waiver  process  are  available  on  the 
QualityNet  Web  site  at:  http:// 
www.qualitynet.org/  >  Hospitals- 
Inpatient  >  Hospital  Inpatient  Quality 
Reporting  Program. 

11.  Electronic  Health  Records  (EHRs) 

a.  Background 

Starting  with  the  FY  2006  IPPS  final 
rule,  we  have  encouraged  hospitals  to 
take  steps  toward  the  adoption  of  EHRs 
(also  referred  to  in  previous  rulemaking 
documents  as  electronic  medical 
records)  that  will  allow  for  reporting  of 
clinical  quality  data  from  the  EHRs 
directly  to  a  CMS  data  repository  (70  FR 
47420  through  47421).  We  sought  to 
prepare  for  future  EHR  submission  of 
quality  measures  by  sponsoring  the 
creation  of  electronic  specifications  for 
quality  measures  under  consideration 
for  the  Hospital  IQR  Program. 

b.  HITECH  Act  EHR  Provisions 

The  HITECH  Act  (Title  IV  of  Division 
B  of  the  ARRA,  together  with  Title  XIII 
of  Division  A  of  the  ARRA)  authorizes 
payment  incentives  under  Medicare  for 
the  adoption  and  use  of  certified  EHR 
technology  beginning  in  FY  2011. 
Hospitals  are  eligible  for  these  payment 
incentives  if  they  meet  requirements  for 
meaningful  use  of  certified  EHR 
technology,  which  include  reporting  on 
quality  measures  using  certified  EHR 
technology.  With  respect  to  the 


selection  of  quality  measures  for  this 
purpose,  under  section  1886(n)(3)(A)(iii) 
of  the  Act,  as  added  by  section  4102  of 
the  HITECH  Act,  the  Secretary  shall 
select  measures,  including  clinical 
quality  measures,  that  hospitals  must 
provide  to  CMS  in  order  to  be  eligible 
for  the  EHR  incentive  payments.  With 
respect  to  the  clinical  quality  measures, 
section  1886(n)(3)(B)(i)  of  the  Act 
requires  the  Secretary  to  give  preference 
to  those  clinical  quality  measures  that 
have  been  selected  for  the  Hospital  IQR' 
Program  under  section 
1886(b)(3)(B)(viii)  of  the  Act  or  that 
have  been  endorsed  by  the  entity  with 
a  contract  with  the  Secretary  under 
section  1890(a)  of  the  Act.  All  measures 
must  be  proposed  for  public  comment 
prior  to  their  selection,  except  in  the 
case  of  measures  previously  selected  for 
the  Hospital  IQR  Program  under  section 
1886(b)(3)(B)(viii)  of  the  Act. 

We  continue  to  believe  there  are 
important  synergies  with  respect  to  the 
two  programs.  We  believe  the  financial 
incentives  under  the  HITECH  Act  for 
the  adoption  and  meaningful  use  of 
certified  EHR  technology  by  hospitals 
will  encourage  the  adoption  and  use  of 
certified  EHRs  for  the  anticipated  future 
reporting  of  clinical  quality  measures 
under  the  Hospital  K^R  Program. 
Through  the  EHR  Incentive  Programs 
we  expect  that  the  anticipated  future 
submission  of  quality  data  through 
EHRs  will  provide  a  foundation  for 
establishing  the  capacity  of  hospitals  to 
send,  and  for  CMS  to  receive,  quality 
measures  via  hospital  EHRs  for  certain 
Hospital  IQR  Program  measures  in  the 
future. 

The  HITECH  Act  requires  that  the 
Secretary  seek  to  avoid  redundant  and 
duplicative  reporting,  with  specific 
reference  to  the  Hospital  IQR  Program 
for  eligible  hospitals.  To  the  extent  that 
quality  measures  are  included  in  both 
the  Hospital  IQR  Program  and  the  EHR 
Incentive  Programs,  this  would  mean 
that  the  Hospital  IQR  Program  would 
need  to  transition  to  use  of  certified 
EHR  technology  rather  than  manual 
chart  abstraction.  We  are  considering 
what  the  most  practical  approach  to 
effect  such  a  transition  might  be.  One 
option  is  to  select  a  date  after  which 
chart-abstracted  data  would  no  longer 
be  used  in  the  Hospital  IQR  Program 
where  it  is  possible  to  report  the  data 
via  certified  EHR  technology.  This 
would  require  sufficient  advance  notice 
to  hospitals  for  hospitals  to  report  the 
data  via  certified  EHR  technology.  At 
that  point,  we  believe  that  it  is  likely 
that  nearly  all  IPPS  hospitals  will  have 
implemented  certified  EHR  technology 
as  incentivized  by  the  HITECH  Act. 
Another  option  would  be  to  allow 
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hospitals  to  submit  the  same  measure 
for  the  Hospital  IQR  Program  based  on 
either  chart-abstraction  or,  when 
available,  EHR-based  reporting.  This 
would  require  extensive  testing  to 
ensure  equivalence  given  that  the  data 
for  the  Hospital  IQR  Program  supports 
both  the  public  reporting  of  such 
information  and  the  Hospital  VBP 
Program.  We  are  concerned  that  this 
option  would  not  be  feasible. 

Ultimately,  we  do  not  anticipate 
having  two  different  sets  of  clinical 
quality  measures  for  the  EHR  Incentive 
Programs  and  the  Hospital  IQR  Program. 
Rather,  we  anticipate  a  single  set  of 
hospital  clinical  quality  measures,  most 
of  which  we  anticipate  would  be 
electronically  specified.  We  envision  a 
reporting  infrastructure  for  electronic 
submission  as  an  additional  reporting 
mechanism  in  the  future,  and  will  strive 
to  align  the  hospital  quality  initiative 
programs  to  seek  to  avoid  redundant 
and  duplicative  reporting  of  quality 
measures  for  hospitals.  We  note  that 
some  important  Hospital  IQR  Program 
quality  measures  such  as  HCAHPS 
experience  of  care  measures  are  based 
on  survey  data  and  do  not  lend 
themselves  to  EHR  reporting.  Similarly, 
certain  outcome  quality  measures,  such 
as  the  current  Hospital  IQR  Program 
readmission  measures,  are  based  on 
claims  data  rather  than  clinical  data. 
Thus,  not  all  Hospital  IQR  Program 
quality  measures  will  necessarily  be 
capable  of  being  submitted  through 
EHRs.  As  a  consequence,  not  all 
Hospital  IQR  Program  quality  measures 
would  necessarily  be  appropriate  for 
inclusion  in  the  EHR  Incentive 
Programs. 

We  note  that  the  provisions  in  this 
proposed  rule  do  not  implicate  or 
implement  any  HITECH  statutory 
provisions.  Those  provisions  are  the 
subject  of  separate  rulemaking  and 
public  comment. 

Comment:  Many  commenters  strongly 
supported  CMS’s  direction  to  move 
toward  EHR-based  reporting  for  quality 
measures.  Commenters  shared  our 
vision  to  implement  a  single  set  of 
hospital  clinical  quality  measures,  most 
of  which  would  be  electronically 
specified.  Commenters  supported  the 
alignment  of  measures  across  public 
reporting  programs  using  EHR 
technology.  A  commenter  believed'that 
use  of  certified  EHR  technology  would 
be  widespread  by  2015  arhong  hospitals. 
One  commenter  stated  that  some 
hospitals  will  still  be  unprepared  for 
EHR-based  reporting  by  2015  and 
commenter  noted  that  implementing 
EHR-based  reporting  prematurely  may 
negate  quality  improvement  efforts.  One 
commenter  recommended  postponing 


EHR-based  reporting  until  all  hospitals 
have  reached  Stage  3  of  meaningful  use 
under  the  HITECH  Act  EHR  Incentive 
Program. 

Response:  We  appreciate  the  support 
of  our  intention  to  move  toward  EHR- 
based  reporting  for  quality  measures. 

We  also  believe  that  large  numbers  of 
hospitals  would  be  able  to  report  quality 
measures  electronically  from  EHRs, 
which  are  currently  chart-abstracted. 

We  expect  in  the  future  to  propose  a 
specific  date  for  transition  from  chart- 
abstracted  to  EHR-based  measures  for 
the  Hospital  IQR  Program.  We  expect 
this  to  be  facilitated  by  the  EHR 
Incentive  Program,  which  has  proposed 
certain  clinical  quality  measures  that 
align  with  the  Hospital  IQR  Program, 
and  the  related  electronic  reporting  pilot 
for  hospitals  (see  75  FR  74489). 

Comment:  Many  commenters 
supported  a  defined  strategy  to  effect  a 
transition  from  chart-abstraction  to 
EHR-based  submissions.  Several 
commenters  indicated  that  they  would 
like  to  have  the  option  to  submit  data 
either  using  chart-abstractions  or  via 
EHR  but  cautioned  that  extensive  pre¬ 
implementation  testing  and  validation 
of  e-measures  for  accuracy  are  crucial. 
One  commenter  encouraged  CMS  to 
engage  in  more  e-meagure  pilot  testing. 
While  many  commenters  supported 
EHR  submission  as  the  sole  mechanism 
for  data  submission,  commenters  added 
that  the  existence  of  a  transition  period, 
which  accommodates  both  of  the  data 
collection  mechanism,  is  necessary. 

Response:  We  have  not  decided  the 
best  approach  to  transitioning  from 
chart-abstracted  measures  to  EHR-based 
reporting.  We  agree  that  significant 
testing  is  needed  to  assure  accuracy  of 
EHR-based  reporting.  We  do  not  believe 
that  is  practical  to  provide  alternative 
options  for  the  Hospital  IQR  Program 
with  some  hospitals  reporting  based  on 
chart  abstracted  measures  while  others 
use  EHR-based  reporting,  where  such 
measures  are  publicly  reported  and  are 
the  basis  for  value  based  purchasing. 
Ultimately,  we  believe  a  transition, 
when  feasible,  needs  to  be  . 
accomplished  by  all  hospitals  for  the 
Hospital  IQR  Program. 

Comment:  A  few  commenters 
suggested  registry-based  reporting  as  an 
alternative  alongside  with  EHR-based 
technology  for  hospitals. 

Response:  We  support  the  use  of 
registries.  As  stated  above,  however,  we 
do  not  believe  it  is  practical  to  have 
alternative  measures  data  sources  due  to 
the  degree  of  testing  that  would  be 
necessary  to  assure  equivalence  of 
results. 


B.  PPS-Exempt  Cancer  Hospital  Quality 
Reporting  (PCHQR)  Program 

1.  Statutory  Authority 

Section  3005  of  the  Affordable  Care 
Act  added  new  subsections  (a)(l)(W) 
and  (k)  to  section  1866  of  the  Act. 

Section  1866(k)  of  the  Act  establishes  a 
quality  reporting  program  for  a  hospital 
described  in  section  1886(d)(l)(B)(v)  of 
the  Act  (hereafter  referred  to  as  a  “PPS- 
Exempt  Cancer  Hospital”  or  “PCH”). 
Section  1866(k)(l)  of  the  Act  states  that, 
for  FY  2014  and  each  subsequent  fiscal 
year,  a  PCH  shall  submit  data  to  the 
Secretary  in  accordance  with  section 
1866(k)(2)  of  the  Act  with  respect  to 
such  a  fiscal  year.  Section  1866(k)(2)  of 
the  Act  provides  that,  for  FY  2014  and 
each  subsequent  fiscal  year,  each 
hospital  described  in  section 
1886(d)(l)(B)(v)  of  the  Act  shall  submit 
data  to  the  Secretary  on  quality 
measures  specified  under  section 
1866(k)(3)  of  the  Act  in  a  form  and 
manner,  and  at  a  time,  specified  by  the 
Secretary.  ' 

Section  1866(k)(3)(A)  of  the  Act 
requires  that  any  measure  specified  by 
the  Secretary  must  have  been  endorsed 
by  the  entity  with  a  contract  under 
section  1890(a)  of  the  Act,  unless  an 
exception  under  section  1866(k)(3)(B)  of 
the  Act  applies.  The  National  Quality 
Forum  (NQF)  currently  holds  this 
contract.  The  NQF  is  a  voluntary, 
consensus-based,  standard-setting 
organization  with  a  diverse 
representation  of  consumer,  purchaser, 
provider,  academic,  clinical,  and  other 
health  care  stakeholder  organizations. 
The  NQF  was  established  to  standardize 
healthcare  quality  measurement  and 
reporting  through  its  consensus 
development  processes.  We  have 
generally  adopted  NQF-endorsed 
measures  in  our  reporting  programs. 
However,  section  1866(k)(3)(B)  of  the 
Act  provides  an  exception.  Specifically, 
it  provides  that,  in  the  case  of  a 
specified  area  or  medical  topic 
determined  appropriate  by  the  Secretary 
for  which  a  feasible  and  practical 
measure  has  not  been  endorsed  by  the 
entity  with  a  contract  under  section 
1890(a)  of  the  Act,  the  Secretary  maw 
specify  a  measure  that  is  not  so 
endorsed  as  long  as  due  consideration  is 
given  to  measures  that  have  been 
endorsed  or  adopted  by  a  consensus 
organization  identified  by  the  Secretary. 
Under  section  1866(k)(3)(C)  of  the  Act,' 
the  Secretary  must  publish  the  measure 
selection  for  PCHs  no  later  than  October 
1,  2012,  with  respect  to  FY  2014. 

Section  1866(k)(4)  of  the  Act  requires 
the  Secretary  to  establish  procedures  for 
making  public  the  data  submitted  by 
PCHs  unSer  the  PCHQR  Program.  Such 
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procedures  must  ensure  that  a  PCH  has 
the  opportunity  to  review  the  data  that 
is  to  be  made  public  with  respect  to  the 
P('H  prior  to  such  data  being  made 
public.  The  Secretary  must  report 
quality  measures  of  process,  structure, 
outcome,  patients’  perspective  on  care, 
efficiency,  and  costs  of  care  that  relate 
to  services  furnished  by  PCHs  on  the 
CMS  Internet  Web  site. 

Comment:  Several  commenters 
supported  the  PCHQR  Program,  and 
some  commenters  encouraged  PCHs  to 
participate  in  "public  reporting 
programs.” 

Response:  We  appreciate  the 
commenters  for  their  support. 

Comment:  Several  commenters  stated 
that  there  will  be  a  2-percent  point 
reduction  to  a  PCH's  rate-of-increase 
limit  if  the  PCH  fails  to  report  the 
PCHQR  quality  measures. 

Response:  \Ve  did  not  propose  in  the 
FY  2013  IPPS/LTCH  proposed  rule  to 
adopt  a  policy  on  what  the  consequence 
would  be  if  a  PCH  failed  to  report  the 
quality  measures  specified  under  the 
PCHQR  Program.  We  plan  to  address 
this  issue  in  future  rulemaking. 

2.  Covered  Entities 

Section  1886(d)(lKB)(v)  of  the  Act 
excludes  particular  cancer  hospitals 
from  payment  under  the  IPPS.  This  final 
rule  covers  only  those  PPS-excluded 
cancer  hospitals  meeting  eligibility 
criteria  specified  in  42  CFR  412.23(f). 

3.  Quality  Measures  for  PCHs  for  the  FY 
2014  Program  and  Subsequent  Program 
Years 

a.  Considerations  in  the  Selection  of  the 
Quality  Measures 

Section  1866(k)(3)(A)  of  the  Act 
requires  that  any  measure  specified  by 
the  Secretary  must  have  been  endorsed 
by  the  entity  with  a  contract  under 
section  189b(a)  of  the  Act.  unless 
section  1866(k)(3)(B)  of  the  Act  applies. 
Section  1866(kK3)(B)  of  the  Act  states 
that,  in  the  case  of  a  specified  area  or 
medical  topic  determined  appropriate 
by  the  Secretary  for  which  a  feasible  and 
practical  measure  has  not  been  endorsed 
by  the  entity  with  a  contract  under 
section  1890(a)  of  the  Act,  the  Secretary 
may  specify  a  measure  that  is  not  so 
endorsed  as  long  as  due  consideration  is 
given  to  measures  that  have  been 
endorsed  or  adopted  by  a  consensus 
organization  identified  by  the  Secretary. 

We  have  taken  a  number  of  principles 
into  consideration  w'hen  developing 
measures  for  the  PCHQR  Program,  and 
many  of  these  principles  are  modeled 
on  those  we  use  for  measure 
development  under  the  Hospital  IQR 
Program: 


•  Public  reporting  should  rely  on  a 
mix  of  standards,  outcomes,  process  of 
care  measures,  and  patient  experience  of 
care  measures,  including  measures  of 
care  transitions  and  changes  in  patient' 
functional  status. 

•  The  measure  set  should  evolve  so 
that  it  includes  a  focused  core  .set  of 
measures  appropriate  to  cancer 
hospitals  that  reflects  the  level  of  care 
and  the  most  important  areas  of  service 
furnished  by  those  hospitals.  The 
measures  should  address  gaps  in  the 
quality  of  cancer  care. 

•  We  also  considered  input  solicited 
from  the  public.  For  in.stance,  CMS  held 
a  Listening  Session  on  September  8. 

2011  for  the  purpose  of  receiving  input 
from  consumers,  advocacy  groups,  and 
providers  on  the  measures  under 
consideration  for  the  PCHQR  Program 
and  other  program  implementation 
issues. 

•  We  considered  suggestions  and 
input  from  a  PCH  Technical  Expert 
Panel  (TEP),  convened  by  a  CMS 
measure  development  contractor,  which 
rated  potential  PCH  quality  measures  for 
importance,  scientific  soundness, 
usability,  and  feasibility.  The  TEP 
membership  includes  health-care 
providers  specializing  in  the  treatment 
of  cancer,  cancer  researchers,  consumer 
and  patient  advocates,  disparities 
experts,  and  representatives  from  payer 
organizations. 

Like  the  Hospital  IQR  Program,  the 
PCHQR  Program  also  supports  the 
National  Quality  Strategy,  national 
priorities,  HHS  Strategic  Plans  and 
Initiatives,  and  CMS  Strategic  Plans,  as 
well  as  takes  into  consideration  the 
recommendations  of  the  Measure 
Application  Partnership  (MAP)  and 
strives  for  burden  reduction  whenever 
possible.  We  refer  readers  to  the 
discussion  of  these  topics  in  section 
VIII. A. 3. a.  of  the  preamble  of  this  final 
rule  on  “Additional  Considerations  in ' 
Expanding  and  Updating  Quality 
Measures”  under  the  Hospital  IQR 
Program. 

Comment:  For  burden  reduction 
purposes,  a  commenter  encouraged  the 
use  of  existing  registries  and  data 
sources  to  expand  the  PCHQR  Program, 

Response:  We  appreciate  the  . 
commenter  for  the  sugge.stions.  We  took 
the  issue  of  burden  into  consideration 
when  selecting  the  measures  to  propose 
to  include  in  the  PCHQR  Program  for  FY 
2014  and  subsequent  program  years, 
and  if  feasible,  we  will  work  to  develop 
data  collection  methods  that  further 
minimize  the  burden  on  PCHs. 


h.  PCHQR  Program  Quality  Measures  for 
the  FY  2014  Program  and  Subsequent 
Program  Years 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28061),  we 
proposed  to  adopt  five  quality  measures 
for  the  FY  2014  program  and  subsequent 
program  years.  Specifically,  we 
proposed  to  adopt  two  CDC/NHSN- 
based  HAl  quality  measures  (outcome 
measures):  (1)  Central  Line-Associated 
Bloodstream  Infection  (CLABSI);  and  (2) 
Catheter-Associated  Urinary  Tract 
Infection  (CAUTI):  and  three  cancer 
process  of  care  measures:  (1)  Adjuvant 
chemotherapy  is  considered  or 
administered  within  4  months  (120 
days)  of  surgery  to  patients  under  the 
age  of  80  with  AJCC  III  (lymph  node 
positive)  colon  cancer;  (2)  Combination 
chemotherapy  is  considered  or 
administered  within  4  months  (120 
days)  of  diagnosis  for  women  under  70 
with  AJCC  Tic,  or  Stage  II  or  III 
hormone  receptor  negative  breast 
cancer;  and  (3)  Adjuvant  hormonal 
therapy. 

All  five  of  these  proposed  measures 
were  reviewed  by  the  MAP,  and  were 
recommended  for  inclusion  in  the 
PCHQR  Program.  For  details  regarding 
MAP  input,  please  refer  to  the  MAP 
Annual  Pre-Rulemaking  Final  Report, 
which  can  be  accessed  at:  http://www. 
quolityf orum.org/Setting_Priorities/  ' 
Partnership /Measure _Applications_ 
Partnership. aspx. 

(1)  CDC/NHSN-Based  Healthcare- 
Associated  Infection  (HAI)  Measures 

HAIs  are  among  the  leading  causes  of 
death  in  the  United  States.  CDC 
estimates  that  as  many  as  2  million 
infections  are  acquired  each  year  in 
hospitals  and  result  in  approximately 
90,000  deaths  per  year.^^^  It  is  estimated 
that  more  Americans  die  each  year  from 
HAIs  than  from  auto  accidents  and 
homicides  combined.  HAIs  not  only  put 
the  patient  at  risk,  but  also  increase  the 
number  of  days  of  hospitalization 
required  for  patients  and  add 
considerable  health  care  costs. 

The  reduction  of  HAIs  is  a  priority  for 
HHS,  as  evidenced  by  HHS’s  2009 
publication  of  an  Action  Plan  to  Prevent 
HAIs.  This  Plan  is  available  on  the  HHS 
Web  site  at:  http://www.hhs.gov/ash/ 
initiati ves/hai/action plan/.  T o 
maximize  the  efficiency  and  improve 
the  coordination  of  HAI  prevention 
efforts  across  the  Department,  HHS 
established  in  2008  a  senior-level 


•’^McKibben  L,  Horan  T,  Guidance  on  public 
reporting  of  healthcare-associated  infections: 
Recommendations  of  the  Healthcare  Infection 
Control  Practices  Advisory  Committee.  AJIC  2005; 
33:217-26. 
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Steering  Committee  for  the  Prevention 
of  HAIs.  In  2009,  a  Steering  Committee, 
which  included  scientists  and  program 
officials  across  the  Government, 
developed  the  HHS  Action  Plan  to 
Prevent  HAIs,  providing  a  roadmap  for 
HAI  prevention  in  acute  care  hospitals. 

In  the  first  iteration  of  the  Action  Plan, 
the  Steering  Committee  chose  to  focus 
on  infections  in  acute  care  hospitals 
because  the  associated  morbidity  and 
mortality  were  most  severe  in  that 
setting  and  the  scientific  information  on 
prevention  and  the  capacity  for  measure 
improvement  was  most  complete.  Thus, 
prevention  of  HAIs  in  acute  care 
hospitals  beca'me  the  first  phase  of  the 
Action  Plan,  and  it  focuses  on  six  high 
priority  HAI-related  areas. 

HAIs  are  largely  preventable  with 
widely  publicized  interventions  such  as 
better  hygiene  and  advanced 
scientifically  tested  techniques  for 
surgical  patients.  Therefore,  the  public 
reporting  of  HAIs  has  been  of  great 
interest  to  many  health  care  consumers 
and  advocacy  organizations  because  it 
'promotes  awareness  and  permits  health 
care  consumers  to  choose  the  hospitals 
with  lower  HAI  rates,  as  well  as  gives 
hospitals  an  incentive  to  improve 
infection  control  efforts.  We  note  that 
the  House  Committee  on  Appropriations 
asked  in  a  2009  Report  that  CMS 
include  in  its  “pay  for  reporting”  system 
for  subsection  (d)  hospitals  two 
infection  control  measures,  one  of 
which  was  a  central  line-associated 
bloodstream  infections  measure  (H.  Rep. 
No.  111-220,  at  159  (2009)).  In  the 
Report,  the  Committee  stated  that  “[i]f 
the  measures  are  included  in  Hospital 
Compare,  the  public  reporting  of  the 
data  is  likely  to  reduce  HAI  occurrence, 
an  outcome  demonstrated  in  previous 
research.” 

In  the  FY  2013  IPPS/LTCH  proposed 
rule,  we  proposed  to  adopt  two  NQF- 
endorsed  HAI  measures  for  the  FY  2014 
PCHQR  Program  and  subsequent 
program  years:  (1)  National  Healthcare 
Safety  Network  (NHSN)  Central  Line- 
Associated  Bloodstream  Infection 
(CLABSI)  Outcome  Measure;  and  (2) 
National  Healthcare  Safety  Network 
(NHSN)  Catheter-Associated  Urinary 
Tract  Infection  (CAUTI)  Outcome 
Measure.  These  proposed  measures 
were  developed  by  the  CDC  and  are 
currently  collected  by  the  CDC  via  the 
NHSN.  We  proposed  to  adopt  these  two 
measures  for  several  reasons.  First,  we 
believe  that  these  measures  support  the 
National  Quality  Strategy  priority  of 
patient  safety  as  these  measures  focus 
on  serious  infections  that  can  prolong 
patient  hospital  stays  and  increase  the 


risk  of  mortality.!^®  Second,  the 
Technical  Expert  Panel  (TEP)  convened 
by  our  measure  development  contractor 
identified  CLABSI  and  CAUTI  as  high 
priority  quality  issues  for  PCHs  because 
they  address  an  important  area  of 
quality  measurement  and  have  potential 
to  promote  improved  outcomes.  Third, 
the  MAP  reviewed  these  HAI  measures 
and  supported  inclusion  of  them  in  the 
PCHQR  Program  because  they  address 
the  National  Quality  Strategy’s  priority 
of  safer  care  (see  MAP  Annual  Pre- 
Rulemaking  Final  Report  at:  http://\vw\v. 
qualityforum.org/SettingPriorities/^ 
Partnership/Measure_AppUcations_ 
Partnership. aspx). 

Fourth,  these  two  HAI  measures  foster 
alignment  with  other  our  quality 
reporting  programs.  In  the  FY  2011 
IPPS/LTCH  PPS  final  rule,  we  adopted 
the  CLABSI  measure  for  the  Hospital 
IQR  Program.  The  CLABSI  measure  is 
currently  being  collected  as  part  of  the 
FY  2013  Hospital  IQR  Program  measure 
set,  and  data  submission  on  the  measure 
began  with  January  2011  events.^i’’  In 
the  Hospital  IQR  Program,  collection  of 
this  measure  is  limited  to  ICU  locations. 
This  measure  also  has  been  adopted  for 
the  FY  2014  payment  determination 
under  the  LTCHQR  Program.  For  the 
LTCHQR  Program,  data  collection  for 
this  measure  extends  to  all  inpatient 
locations  in  the  LTCH. 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule,  we  adopted  the  Catheter 
Associated  Urinary  Tract  Infection 
(CAUTI)  rate  per  1,000  urinary  catheter 
days  for  Intensive  Care  Unit  Patients 
measure  for  both  the  FY  2014  Hospital 
IQR  and  LTCHQR  measure  sets.  In  the 
Hospital  IQR  Program,  collection  of  this 
measure  is  limited  to  ICU  locations;  for 
the  LTCHQR  Program,  collection  of  this 
measure  extends  to  all  inpatient 
locations  except  neonatal  ICUs.  This 
measure  is  a  high  priority  HAI  measure 
that  is  included  among  the  prevention 
metrics  established  in  the  HHS  Action 
Plan  to  Prevent  HAIs,  which,  as  we 
noted  above,  underscores  the 
importance  of  reducing  HAIs. 

We  proposed  to  collect  data  for  these 
two  HAI  measures  via  the  NHSN,  which 
is  a  secure,  Internet-based  surveillance 
system  maintained  and  managed  by  the 
CDC,  and  can  be  used  by  many  types  of 
health  care  facilities  in  the  United 
States,  including  acute  care  hospitals, 
cancer  hospitals,  long  term  care 
hospitals,  psychiatric  hospitals, 
rehabilitation  hospitals,  outpatient 


’i**CDC/NHSN  Manual.  Device-Associated 
Module,  CLABSI  Event.  Available  at  http:// 
www.cdc.gov/nhsn/PDFs/pscManuaI/4PSC_CLABS 
current.pdf,  accessed  on  January  20,  2011. 

The  CDC  captures  HAI  data  based  on  the  onset 
of  an  event,  rather  than  based  on  the  discharge  date. 


dialysis  centers,  and  ambulatory  surgery 
centers.  The  NHSN  enables  health  care 
facilities  to  collect  and  use  data  about 
HAIs,  adherence  to  clinical  practices 
known  to  prevent  HAIs,  the  incidence 
or  prevalence  of  multidrug-resistant 
organisms  within  their  organizations, 
and  other  adverse  events. 

Some  States  use  the  NHSN  as  a  means 
for  health  care  facilities  to  submit 
patient-level  data  on  measures 
mandated  through  their  specific  State 
legislation.  Currently,  28  States  require 
hospitals  to  report  HAIs  using  the 
NHSN,  and  the  CDC  provides  support  to 
more  than  5,000  hospitals  that  are  using 
the  NHSN. 

NHSN  data  collection  occurs  via 
manual  data  entry  into  a  Web-based  tool 
hosted  by  the  CDC  provided  without 
charge  to  providers  and  via  electronic 
reporting  by  providers  directly  to 
NHSN.  The  NHSN  Agreement  to 
Participate  and  Consent  Form  specifies 
the  purposes  to  which  NHSN  data  are 
put,  including  enabling  providers,  such 
as  cancer  hospitals,  to  report  data  via 
NHSN  to  CMS  in  fulfillment  of  CMS’s 
quality  measurement  reporting 
requirements  for  those  data. 

In  addition,  we  understand  from  the 
CDC  that  data  submission  for  HAI 
measures  through  electronic  health 
record  technology  (EHRs)  may  be 
possible  in  the  near  future,  and  this 
would  further  reduce  the  reporting 
burden  for  PCHs. 

Comment:  Two  commenters 
supported  using  the  CDC/NHSN  as  a 
data  collection  mechanism  for  the  two 
proposed  HAI  measures  because  it  is 
less  burdensome  than  chart  abstraction. 

Response:  We  agree  that  the  NHSN 
data  collection  mechanism  is  less 
burdensome  than  chart  abstraction  and 
aligns  with  HAI  measures  in  other 
quality  reporting  programs. 

(A)  Central  Line-Associated  Blood 
Stream  Infections  Measure  ((CLABSI), 
NQF  #0139) 

The  proposed  CLABSI  measure  was 
originally  developed  by  CDC  to  assess 
the  percentage  of  ICU  and  high-risk 
nursery  patients  who,  over  a  certain 
amount  of  days,  acquired  central  line 
catheter-associated  bloodstream 
infections.  CDC  recently  updated  this 
measure  to  expand  the  care  setting  to  all 
inpatient  settings  (not  just  ICUs).  As 
indicated  previously,  the  measure  has 
been  renamed  the  National  Healthcare 
Safety  Network  (NHSN)  Central  Line- 
Associated  Bloodstream  Infection 
(CLABSI)  Outcome  Measure  and  we 
proposed  to  adopt  this  measure  for  use 
for  the  FY  2014  program  and  subsequent 
program  years.  This  measure  is 
considered  an  outcome  measure  by  the 
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NQF  because  it  assesses  the  results  of 
the  quality  of  care  provided  to  patients; 
it  is  risk-adjusted  in  that  the  observed 
infection  rate  for  a  particular  location  or 
locations  in  a  hospital  is  compared  to  an 
expected  infection  rate  for  those 
locations  (which  is  calculated  using 
national  NHSN  data  for  those  locations 
in  a  predictive  model).  Measure 
specifications  may  be  accessed  at: 
http://www.cdc.gov/nhsn/PDFs/psc 
ManuaI/4PSC_CLABScurrent.pdf. 

A  central  line  is  a  catheter  that  health 
care  providers  often  place  in  a  large  vein 
in  the  neck,  chest,  or  groin  to  give 
medication  or  fluids  or  to  collect  blood 
for  medical  tests.  Many  patients  are 
discharged  from  short-term  acute  care 
hospital  intensive  care  units  (ICUs)  or 
ICU  stepdown  units  with  these  central 
lines  in  place. 

Bloodstream  infections  are  usually 
serious  infections  typically  causing  a 
prolongation  of  hospital  stay  and 
increased  cost  and  risk  of  mortality.’ 

An  estimated  248,000  bloodstream 
infections  occur  in  U.S.  hospitals  each 
year.”®  Furthermore,  despite  the 
preventability  of  these  infections, 
CLABSIs  result  in  thousands  of  deaths 
each  year  and  billions  of  dollars  in 
added  costs  to  the  U.S.  health  care 
system.  CDC  is  providing  guidelines  and 
tools  to  the  health  care  community  to 
help  reduce  central  line  catheter- 
associated  bloodstream  infections. 
CLABSIs  can  be  prevented  through 
proper  management  of  the  central  line. 
CDC’s  Healthcare  Infection  Control 
Practices  Advisory  Committee  (CDC/ 
HIC.PAC)  Guidelines  for  the  Prevention 
of  Intravascular  Catheter-Related- 
Infections  recommends  evidence-based 
central  line  insertion  practices  known  to 
reduce  the  risk  of  subsequent  central 
line-associated  bloodstream 
infection. ’20  These  include  hand¬ 
washing  by  inserters,  use  of  maximal 
sterile  barriers  during  insertion,  proper 
use  of  a  skin  antiseptic  prior  to 
insertion,  and  allowing  that  skin 
antiseptic  to  dry  before  catheter 
insertion.  Despite  the  scientific 
evidence  supporting  these  practices, 
several  reports  suggest  that  adherence  to 


”®CDC/NHSN  Manual.  Device- Associated 
Module,  CLABSI  Event.  Available  at  http:// 
www.cdc.gov/nhsn/PDFs/pscManuaI/ 
4PSCjCLABScunent.pdf.  accessed  on  |anuar\’  20, 
2011. 

'  Klevens  RM.  Edw'ard  }R.  et  al.  Estimating 
health  care-associated  infections  and  deaths  in  U.S. 
hospitals.  2002.  Public  Health  Reports  2007; 
122:160-166. 

120  O'Grady  NP.  Alexander  M,  Dellinger  EP, 
Gerberding  jL.  Heard  SO.  Maki  DG,  et  al.. 
Guidelines  for  the  prevention  of  intravascular 
catheter-related  infections.  MMWR  2002;  51  (No. 
RR-10:l-26). 


these  practices  remains  low  in  U.S. 
hospitals. 

This  measure  is  NQF-endorsed  and, 
therefore,  meets  the  requirement  of 
section  1866(k)(3)(A)  of  the  Act,  which 
states  that  quality  measures  selected  for 
the  PCHQR  Program  must  be  endorsed 
by  the  entity  with  a  contract  under 
section  189b(a)  of  the  Act. 

VVe  invited  public  comment  on  our 
proposal  to  adopt  the  NHSN  Central 
Line- Associated  Bloodstream  Infection 
(CLABSI)  outcome  measure  for  the 
PCHQR  Program  for  collection  in  both 
ICU  and  non-ICU  locations  for  the  FY 
2014  program  and  subsequent  program 
years. 

Commenf;  Two  commenters 
supported  the  inclusion  of  this  measure 
in  the  PCHQR  program.  A  commenter 
supported  the  recently  updated  measure 
specifications  to  include  non-ICU 
locations. 

Response:  VVe  thank  the  commenters 
for  the  support  of  the  measure  and  its 
expansion  into  non-ICU  locations.  VVe 
believe  the  measure  expansion  beyond 
ICU  locations  will  provide  a  more 
comprehensive  picture  of  how  prevalent 
CLABSIs  are  throughout  a  PCH. 

Comment:  One  commenter  opposed 
the  inclusion  of  the  CLABSI  measure  in 
its  current  form.  The  commenter  was 
concerned  that  this  measure  may 
mislead  consumers  about  the  quality  of 
care  provided  at  cancer  centers.  The 
commenter  asserted  that  cancer  patients 
while  under  treatment  often  have 
comprised  immune  systems,  w'hich 
cause  them  to  be  more  prone  to  contract 
HAIs  such  as  CLABSI.  The  commenter 
also  pointed  out  that  stem  cell 
transplantation  can  sometimes  cause 
bacteria  from  the  gastrointestinal  tract  to 
enter  the  bloodstream  and  cause 
infection.  The  commenter  strongly 
urged  CMS  to  delay  the  adoption  of  this 
measure  until  the  measure  is  stratified 
and  risk-adjusted  based  on  stakeholder 
input. 

Response:  While  we  recognize  the 
complexity  of  treating  hospital-acquired 
infections  in  patients  with  compromised 
immune  systems,  we  also  believe  it  is 
important  to  track  HAI  rates  at  all 
hospitals  for  all  patients — regardless  of 
whether  they  are  immune-compromised 
or  not.  The  current  NQF-endorsed 
CLABSI  measure  does  not  contain 
adjustments  for  immune-compromised 
patients.  For  all  hospitals,  CLABSI  is 
stratified  by  CDC-specified  ICU  and 
Specialty  Care  Area  (SCA)  locations, 
and  oncology  locations  would  be 
included  as  SCAs,  making  the  measure 
appropriate  for  PCHs. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  CLABSI  measure  (NQF 


#0139)  for  the  PCHQR  Program  for  FY 
2014  and  subsequent  program  years. 

(B)  Catheter  Associated  Urinary  Tract 
Infection  Measure  ((CAUTI),  NQF 
#0138) 

The  catheter-associated  urinary  tract 
infection  (CAUTI)  measure  was 
developed  by  CDC  to  measure  the 
percentage  of  patients  with  CAUTIs  in 
the  ICU  context.  CDC  has  recently 
updated  the  specifications  of  this 
measure  to  include  all  inpatient  settings 
(not  just  ICUs).  This  measure  has  been 
renamed  as  National  Healthcare  Safety 
Network  (NHSN)  Catheter-Associated 
Urinary  Tract  Infection  (CAUTI) 

Outcome  Measure,  and  we  proposed  to 
adopt  this  measure  for  use  in  the  FY 
2014  program  and  subsequent  program 
years.  This  measure  is  considered  an 
outcome  measure  as  it  relates  to  the 
results  of  the  quality  of  care  provided  to 
patients;  it  is  risk  adjusted  by  which  the 
observed  infection  rate  for  a  particular 
location  in  a  hospital  is  compared  to  an 
expected  infection  rate  calculated  based 
on  the  specific  location  within  other 
facilities  that  report  to  the  NHSN. 
Measure  specifications  may  be  accessed 
at:  http://www.cdc.gov/nhsn/PDFs/ 
pscManuaI/7pscCAUTIcurrent.pdf. 

The  urinary  tract  is  the  most  common 
site  of  HAIs,  accounting  for  more  than 
30  percent  of  infections  reported  by 
acute  care  hospitals.’^’  Healthcare- 
associated  urinary  tract  infections 
(UTIs)  are  commonly  attributed  to 
catheterization  of  the  urinary  tract. 
CAUTI  can  lead  to  such  complications 
as  cystitis,  pyelonephritis,  gram¬ 
negative  bacteremia,  prostatitis, 
epididymitis,  and  orchitis  in  males  and, 
less  commonly,  endocarditis,  vertebral 
osteomyelitis,  septic  arthritis, 
endophthalmitis,  and  meningitis  in  all 
patients.  Complications  associated  with 
CAUTI  cause  discomfort  to  the  patient, 
prolonged  hospital  stay,  and  increased 
cost  and  mortality.  Each  year,  more  than 
13,000  deaths  are  associated  with 
UTIs. ’22  Prevention  of  CAUTIs  is 
discussed  in  the  CDC/HICPAC 
document.  Guideline  for  Prevention  of 
Catheter-associated  Urinary-  Tract 
Infections,  which  includes 
recommendations  for  proper  insertion 
techniques,  including  hand  washing, 
insertion  by  trained  staff,  use  of  sterile 
gloves,  drapes,  sponges  and  antiseptic 


’2'  Klevens  RM,  Edward  JR,  et  al..  Estimating 
health  care-associated  infections  and  deaths  in  U.S. 
hospitals.  2002.  Public  Health  Reports  2007; 
122:160-166. 

>22  Wong  ES.,  Guideline  for  prevention  of 
catheter-associated  urinary  tract  infections.  Infect 
Control  1981;  2:126-30. 
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or  sterile  solution  for  cleaning  and 
lubricant  jelly  for  insertion. 

UTIs  are  a  major  cause  of  morbidity 
and  mortality.  The  HHS  Action  Plan  to 
Prevent  HAIs  identified  catheter 
associated  urinary  tract  infections  as  the 
leading  type  of  HAI  that  is  largely 
preventable,  and  the  occurrence  of 
which  can  be  drastically  reduced  in 
order  to  reduce  adverse  health  care 
related  events  and  avoid  excess  costs. 

This  measure  is  NQF’-endorsed  and, 
therefore,  meets  the  requirement  of 
section  1866(k)(3)(A)  of  the  Act,  which 
states  that  quality  measures  selected  for 
the  PCHQR  Program  be  endorsed  by  the 
entity  with  a  contract  under  section 
1890(a)  of  the  Act,  unless  section 
1866(k)(3)(B)  of  the  Act  applies. 

VVe  invited  public  comment  on  our 
proposal  to  adopt  the  NHSN  Catheter- 
Associated  Urinary  Tract  Infection 
(CAUTI)  outcome  measure  for  the 
PCHQR  Program  for  collection  in  both 
ICU  and  non-ICU  locations  within  a 
facility  to  align  with  the  recently- 
expanded  NQF-endorsed  measure 
specifications  for  the  FY  2014  program 
and  subsequent  program  years. 

Comment;  Two  commenters 
supported  the  inclusion  of  this  measure 
in  the  PCHQR  program. 

Response:  We  thank  the  commenters 
for  the  support  of  this  measure. 

Comment:  One  commenter  opposed 
the  inclusion  of  the  CAUTI  measure  in 
its  current  form.  The  commenter  was 
concerned  that  this  measure  may 
mislead  consumers  about  the  quality  of 
care  provided  at  cancer  centers.  The 
commenter  asserted  that  cancer  patients 
while  under  treatment  often  have 
comprised  immune  systems  which 
cause  them  to  be  more  prone  to  contract 
hospital-acquired  infections  such  as 
CAUTI.  The  commenter  strongly  urged 
CMS  to  delay  the  implementation  of  this 
measure  until  the  measure  is  stratified 
and  risk-adjusted  based  on  stakeholders 
input. 

Response:  While  we  recognize  the 
complexity  of  treating  HAIs  in  patients 
with  compromised  immune  systems, 
such  as  those  treated  at  PPS-exempt 
cancer  hospitals,  we  also  believe  it  is 
important  to  track  HAI  rates  at  all 
hospitals  for  all  patients — regardless  of 
whether  they  are  immune-compromised 
or  not.  The  current  NQF-endorsed 
CAUTI  measure  does  not  contain 
adjustments  for  immune-compromised 
patients.  For  all  hospitals,  CAUTI  is 
stratified  by  CDC-specified  ICU  and 
Specialty  Care  Area  (SCA)  locations. 


Gould  CV,  Umscheid  CA,  Aganval  RK,  Kuntz 
G.  Pegues  DA.  et  al..  Guideline  for  prevention  of 
catheter-associated  urinary  tract  infections.  Infect 
Control  2009;  31:319-326. 


and  oncology  locations  would  be 
included  as  SCAs,  making  the  measure 
appropriate  for  PCHs. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  CAUTI  measure  (NQF 
#0138)  for  the  PCHQR  Program  for  FY 
2014  and  subsequent  program  years. 

(2)  Cancer-Specific  Measures 

We  proposed  to  adopt  three  measures 
related  to  the  treatment  of  colon  cancer 
and  two  types  of  breast  cancer  (hormone 
receptor-negative  and  hormone 
receptor-positive).  Specifically,  these 
proposed  measures  are:  (i)  Adjuvant 
chemotherapy  is  considered  or 
administered  within  4  months  (120 
days)  of  surgery  to  patients  under  the 
age  of  80  with  A)CC  III  (lymph  node 
positive)  colon  cancer  (NQF  #0223);  (ii) 
Combination  chemotherapy  is 
considered  or  administered  within  4 
months  (120  days)  of  diagnosis  for 
wmmen  under  70  with  AJCC  Tic,  or 
Stage  II  or  III  hormone  receptor  negative 
breast  cancer  (NQF  #0559):  and  (iii) 
Adjuvant  hormonal  therapy  (NQF 
#0220).  The  proposed  measures  were 
developed  by  the  American  College  of 
Surgeons/Commission  on  Cancer. 

We  proposed  to  adopt  these  three 
cancer  treatment-related  quality 
measures  for  several  reasons.  First, 
trends  in  national  cancer  incidence  rates 
suggest  that  breast  and  colon  cancer  will 
become  two  of  the  more  common 
diagnoses  '^4  and  these  cancers  are 
highly  prevalent  among  Medicare 
beneficiaries.  We  believe  the  high 
incidence  of  these  types  of  cancer 
creates  an  opportunity  for 
measurements  to  make  an  impact  on  the 
quality  of  cancer  care.  Second,  these 
measures  support  the  National  Quality 
Strategy’s  priority  to  promote  the  most 
effective  prevention  and  treatment 
practices  for  the  leading  causes  of 
mortality  due  to  cancer.  Third,  the  TEP 
convened  by  our  measure  development 
contractor  identified  the  treatment  of 
breast  and  colon  cancer  as  high  priority 
quality  issues  for  PCHs  due  to  the  high 
incidence  of  these  types  of  cancers  and 
rated  these  measures  highest  compared 
to  other  potential  program  measures 
based  on  an  assessment  of  the 
importance,  scientific  acceptability, 
usability,  and  feasibility  of  these 
measures.  Also,  participants  in  a  CMS- 
convened  Listening  Session  on 
September  8,  2011  expressed  support 
for  the  proposed  measures.  The 
transcript  for  this  Listening  Session  can 
he  found  at:  http://www.cms.gov/ 

Hos pitalQuali  tyin  i  ts/ 


Siegel  R,  Naishadham  D,  Jemal  A.  Cancer 
statistics,  2012.  CA  Cancer  J  Clin  2012;  62:10-29. 
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Fourth,  the  MAP  reviewed  these  cancer- 
specific  measures  and  supported 
inclusion  of  these  measures  in  the 
PCHQR  Program.  All  of  the  three 
proposed  cancer-specific  measures  are 
NQF-endorsed;  therefore  they  satisfy  the 
requirement  of  section  1866(k)(3)(A)  of 
the  Act  relating  to  the  selection  of 
endorsed  measures  for  the  PCHQR 
Program.  Furthermore,  section 
1866(k)(4)  of  the  Act  provides  that 
quality  measures  reported  in  the  PCHQR 
Program  should  assess  process, 
structure,  outcome,  patients’  perspective 
on  care,  efficiency,  and  costs  of  care  that 
relate  to  PCHs.  We  believe  these  three 
proposed  cancer-specific  measures  meet 
the  above  statutory  criteria,  as  they  track 
important  processes  in  the  treatment  of 
colon  and  breast  cancer. 

Although  these  measures  are  not 
currently  reported  in  other  HHS 
programs,  they  are  reported  by  over 
1,500  cancer  programs  as  part  of  their 
accreditation  by  the  Commission  on 
Cancer,  a  program  of  the  American 
College  of  Surgeons  (see  http:// 
www.facs.org/cancer/ncdb/index.html), 
further  indicating  their  importance  as 
the  Commission  on  Cancer  has  taken  a 
leading  role  in  establishing  national 
standards  to  ensure  quality  in  the 
provision  of  cancer  care. 

We  proposed  that  PCHs  would  submit 
the  data  needed  to  calculate  these 
measures  to  a  CMS  contractor. 

(A)  Adjuvant  Chemotherapy  Is 
Considered  or  Administered  Within  4 
Months  (120  days)  of  Surgery  to  Patient 
Under  the  Age  of  80  With  AJCC  III 
(Lymph  Node  Positive  Colon  Cancer) 
(NQF  #0223) 

This  proposed  measure  examines 
whether  adjuvant  chemotherapy  is 
delivered  within  a  specified  period  of 
time  after  a  diagnosis  of  colon  cancer. 
Specifically,  it  looks  at  the  proportion  of 
patients  18-79  wdth  AJCC  Stage  III 
(lymph  node  positive)  colon  cancer  for 
whom  adjuvant  chemotherapy  is 
considered  or  administered  within  4 
months  of  diagnosis.  Stage  III  colon 
cancer  is  colon  cancer  that  has  spread 
outside  the  colon  to  one  or  more  lymph 
nodes.  The  adjuvant  chemotherapy 
measure  is  a  process  measure  as  it 
addresses  whether  a  defined  treatment 
was  delivered  to  a  patient;  the  measure 
is  not  risk  adjusted.  That  is,  the  measure 
does  not  attempt  to  account  for  hospital 
patient  populations  or  other  differences 
between  hospitals.  Rather,  it  only 
assesses  the  specific  process  was 
performed.  Detailed  specifications  for 
this  proposed  measure  can  he  accessed 
on  the  Web  site  of  the  measure  steward, 
the  American  College  of  Surgeons  at: 
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http:/ /w’w'w.facs.org/cancer/ncdb/ 
colonmeasures.pdf.  Additionally,  CMS 
will  provide  a  link  to  the  Specifications 
Manual  on  the  QualitvNet  Weh  site. 

Colorectal  cancer  plays  a  sizeable  role 
in  affecting  both  health  and  health  care 
costs  in  the  United  States.  The 
American  Cancer  Society  estimates  that 
51,690  Americans  will  die  of  colorectal 
cancer  in  2012  According  to  the 
National  Cancer  Institute,  more  than 
S14.1  billion  was  spent  on  colorectal 
cancer  in  2010. 

Appropriate  treatment  may  improve 
survival  rates  and  reduce  the  likelihood 
of  costly  recurrence.  Strong  evidence 
suggests  that  treating  Stage  III  colon 
cancer  patients  with  adjuvant 
chemotherapy  improves  overall  survival 
and  disease-free  survival. In  addition 
to  being  supported  by  evidence,  this 
measure  is  consistent  with  the  National 
Comprehensive  Cancer  Network’s 
(NCCN)  guidelines  for  the  treatment  of 
colon  cancer  (COL-4:  T3-4,  Nl-2,  MO), 
which  recommend  that  colon  cancer 
patients  should  receive  adjuvant 
chemotherapy. 

Section  1866(k)(3)(A)  of  the  Act 
requires  quality  measures  selected  for 
the  PCHQR  Program  to  be  endorsed  by 
the  entity  with  a  contract  under  section 
1890(a)  of  the  Act,  unless  1866(k)(3)(B) 
applies.  This  measure  is  NQF-endorsed 
and  therefore,  it  meets  the  statutory 
endorsement  requirements. 

We  invited  public  comment  on  our 
proposal  to  adopt  the  adjuvant 
chemotherapy  is  considered  or 
administered  within  4  months  (120 
days)  of  surgery  to  patient  under  the  age 
of  80  with  AJCC  III  (lymph  node 
positive  colon  cancer)  measure  for  the 
PCHQR  Program  for  the  FY  2014 
program  and  subsequent  program  years. 

Comment:  Many  commenters 
supported  the  inclusion  of  this  measure 
and  noted  that  it  is  already  widely  used 
in  PCHs. 

Response:  We  appreciate  the  support 
for  this  measure. 

After  consideration  of  the  public 
comment  we  received,  we  are  frnalizing 
our  adoption  of  the  adjuvant 
chemotherapy  is  considered  or 
administered  within  4  months  (120 
days)  of  surgery  to  patients  under  the 
age  of  80  with  AJCC  III  (lymph  node 
positive  colon  cancer)  measure  (NQF 


Siegel  R,  Naishadham  D.  Jemal  A.  Cancer 
statistics,  2012.  CA  Cancer  J  Clin  2012;  62:10-29. 

>26  Mariotto  AB.  Yabroff  KR.  Shao  Y.  Feuer  EJ. 
and  Brown  ML.  Projections  of  the  Cost  of  Cancer 
Care  in  the  United  States:  2010-2020.  JNCI  2011; 
103:117-128. 

>22  Andre  T.  Boni  C.  Navarro  M,  et  at.  Improved 
Overall  Survival  With  Oxaliplatin,  Fluorouracil, 
and  Leucovorin  as  Adjuvant  Treatment  in  Stage  II 
or  III  Colon  Cancer  in  the  MOSIAC  Trial.  J  Clin  One 
2009;  27:3109-3116. 


#0223)  for  FY  2014  and  subsequent 
program  years. 

(B)  Combination  Chemotherapy  is 
Considered  or  Administered  Within  4 
Months  (120  days)  of  Diagnosis  for 
Women  under  70  With  AJCC  Tic,  or 
Stage  II  or  III  Hormone  Receptor 
Negative  Breast  Cancer  (NQF  #0559) 

This  proposed  measure  assesses  the 
proportion  of  women  ages  18-69  who 
have  their  first  diagnosis  of  breast 
cancer  at  AJCC  Stage  IC,  II  or  III  and 
whose  primary  tumor  is  hormone 
(estrogen  and  progesterone)  receptor 
negative  for  whom  combination 
chemotherapy  is  considered  or 
administered  within  4  months  of 
diagnosis.  Hormone  receptor  negative 
means  that  hormones,  such  as  estrogen, 
do  not  drive  tumor  growth.  This 
measure  is  a  process  measure  as  it 
addresses  whether  a  defined  treatment 
was  delivered  to  a  patient;  the  measure 
is  not  risk  adjusted  in  that  the  measure 
does  not  attempt  to  account  for 
differences  in  hospital  patient 
populations  or  other  differences 
between  hospitals.  Detailed 
specifications  for  this  proposed  measure 
can  be  accessed  on  the  Web  site  of  the 
measure  steward,  the  American  College 
of  Surgeons,  at:  http://\v'iviv.facs.org/ 
cancer/ncdb/breastmeasures.pdf.  In 
addition,  CMS  will  provide  a  link  to  the 
Specifications  Manual  on  the 
QualityNet  Web  site. 

The  number  of  deaths  from  breast 
cancer  has  declined  while  spending  has 
increased.  The  American  Cancer  Society 
estimates  that  39,510  Americans  will 
die  of  breast  cancer  in  2012.^28 
Spending  on  breast  cancer  care  is  higher 
than  for  any  other  type  of  cancer. 
According  to  the  National  Cancer 
Institute,  more  than  $16.5  billion  was 
spent  on  breast  cancer  care  in  2010.^29 
Evidence  shows  that  treating  hormone 
receptor  negative  breast  cancer  patients 
with  combination  chemotherapy  is 
associated  with  a  reduced  risk  of  relapse 
or  death.  120  This  measure  is  also 
consistent  with  NCCN’s  guidelines  for 
the  treatment  of  invasive  breast  cancer 
(BINV-4,  7-8),  which  recommend 
adjuvant  chemotherapy  for  patients 
with  hormone  receptor  negative  tumors. 


>26  Siegel  R.  Naishadham  D,  Jemal  A.  Cancer 
statistics,  2012.  CA  Cancer  J  Clin  2012:  62:10-29. 

'2» Mariotto  AB,  Yahroff  KR,  Shao  Y,  Feuer  EJ, 
and  Brown  ML.  Projections  of  the  Cost  of  Cancer 
Care  in  the  United  States:  2010-2020.  J  Natl  Cancer 
Inst  2011;  103:117-128. 

>20  Fisher  B,  Jeong  JH,  Anderson  S,  et  al.: 
Treatment  of  axillary  lymph  node-negative, 
estrogen  receptor-negative  hreast  cancer:  Updated 
findings  from  National  Surgical  Adjuvant  Breast 
and  Bowel  Project  clinical  trials.  J  Natl  Cancer  Inst 
96  (24):  1823-31,  2004. 


and  therefore  the  measure  aligns  with 
recognized  standards  of  treatment. 

This  measure  is  NQF-endorsed  and, 
therefore,  it  meets  the  requirements 
under  section  1866(k)(3)(A)  of  the  Act 
which  states  that  quality  measures 
selected  for  the  PCHQR  Program  be 
endorsed  by  the  entity  with  a  contract 
under  section  1890(a)  of  the  Act,  unless 
section  1866(k)(3)(B)  of  the  Act  applies. 

We  invited  public  comment  on  our  ’ 
proposal  to  adopt  the  combination 
chemotherapy  is  considered  or 
administered  within  4  months  (120 
days)  of  diagnosis  for  women  under  70 
with  AJCC  Tic,  or  Stage  II  or  III 
hormone  receptor  negative  breast  cancer 
(NQF  #0559)  quality  measure  for  the 
PCHQR  Program  for  the  FY  2014 
program  and  subsequent  program  years. 

Comment:  One  commenter  supported 
the  inclusion  of  this  measure  and  noted 
that  it  is  already  widely  used  in  PCHs. 

Response:  We  appreciate  the  support 
for  this  measure. 

After  consideration  of  the  public 
comment  we  received,  we  are  finalizing 
our  adoption  of  the  combination 
chemotherapy  is  considered  or 
administered  within  4  months  (120 
days)  of  diagnosis  for  women  under  70 
with  AJCC  Tic,  or  Stage  II  or  III 
hormone  receptor  negative  breast  cancer 
measure  (NQF  #0559)  for  FY  2014  and 
subsequent  program  years. 

(C)  Adjuvant  Hormonal  Therapy  (NQF 
#0220) 

This  proposed  measure  assesses 
whether  recommended  treatment  is 
delivered  within  a  specified  period  of 
time  from  a  patient’s  breast  cancer 
diagnosis.  Specifically,  it  tracks  the 
proportion  of  eligible  women  18  years 
or  older  who  have  their  first  diagnosis 
of  breast  cancer  at  AJCC  Tic  or  Stage  II 
or  III  and  whose  primary  tumor  is 
hormone  (estrogen  or  progesterone) 
receptor  positive  breast  cancer  for 
whom  tamoxifen  or  a  third  generation 
aromatase  inhibitor  is  considered  or 
administered  within  1  year  of  diagnosis. 
Hormone  receptor  positive  means  that 
estrogen  or  progesterone  promotes  the 
growth  of  cancer  cells.  This  measure  is 
a  process  measure  as  it  relates  to 
whether  a  defined  treatment  was 
furnished  to  a  patient;  it  is  not  risk 
adjusted.  Detailed  specifications  for  this 
proposed  measure  can  be  accessed  on 
the  Web  site  of  the  measure  steward,  the 
American  College  of  Surgeons,  at: 
h  ttp://  www.facs.org/cancer/ncdb/ 
breastmeasures.pdf.  Additionally,  we 
will  provide  a  link  to  the  Specifications 
Manual  on  the  QualityNet  Web  site. 

The  American  Cancer  Society 
estimates  that  two-thirds  of  breast 
cancer  cases  are  hormone  receptor 
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positive. ^31  stated  previously, 

appropriate  and  effective  treatment  is 
important  to  both  the  health  and  cost 
outcomes  of  breast  cancer  care.  The 
measure  is  consistent  with  NCCN’s 
guidelines  (BINV-5,  6  and  9  and  BINV- 
E)  for  the  treatment  of  invasive  breast 
cancer,  which  recommend  hormone 
therapy  for  patients  with  hormone 
receptor  positive  breast  cancer,  and  with 
the  American  Society  of  Clinical 
Oncology’s  (ASCO)  Update  on  adjuvant 
endocrine  therapy  for  women  with 
hormone  receptor  positive  breast  cancer. 
The  ASCO  guideline  cites  a  wide  body 


of  supporting  evidence  for  this  method 
of  treatment. 

This  measure  is  NQF-endorsed  and 
therefore,  it  meets  the  requirement 
under  section  1866(kK3)(A)  of  the  Act, 

'  which  states  that  quality  measures 
selected  for  the  PCHQR  Program  be 
endorsed  by  the  entity  with  a  contract 
under  section  1890(a)  of  the  Act,  unless 
section  1866{k)(3)(B)  of  the  Act  applies. 

We  invited  public  comment  on  our 
proposal  to  adopt  the  adjuvant 
hormonal  therapy  measure  for  the 
PCHQR  Program  for  the  FY  2014 
program  and  subsequent  program  years. 

Comment:  Many  commenters 
supported  the  inclusion  pf  this  measure 


and  noted  that  it  is  already  widely  used 
in  PCHs. 

Response:  We  appreciate  the  support 
for  this  measure. 

After  consideration  of  the  public 
comment  we  received,  we  are  finalizing 
the  adjuvant  hormonal  therapy  measure 
(NQF  #0220)  for  FY  2014  and 
subsequent  program  years. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  all  five  measures  as  proposed 
for  the  FY  2014  PCHQR  Program  and 
subsequent  program  years.  The 
measures  we  are  adopted  are  shown 
below. 


Topic 

Final  measures  for  PCHQR  program  beginning  with  FY  2014  program  and  subsequent  program  years 

Safety  and  Healthcare  Acquired  In¬ 
fections — HAI. 

Cancer-Specific  Treatments  . 

•  (NQF#0139)  NHSN  Central  Line-Associated  Bloodstream  Infection  (CLABSI)  Outcome  Measure. 

•  (NQF#0138)  NHSN  Catheter-Associated  Urinary  Tract  Infections  (CAUTI)  Outcome  Measure. 

•  (NQF#0223)  Adjuvant  Chemotherapy  is  considered  or  administered  within  4  months  (120  days)  of  sur¬ 
gery  to  patients  under  the  age  of  80  with  AJCC  III  (lymph  node  positive)  colon  cancer. 

•  (NQF#0559)  Combination  Chemotherapy  is  considered  or  administered  within  4  months  (120  days)  of  di¬ 
agnosis  for  women  under  70  with  AJCC  Tic,  or  Stage  II  or  III  hormone  receptor  negative  breast  cancer. 

•  (NQF#0220)  Adjuvant  Hormonal  Therapy. 

4.  Possible  New  Quality  Measure  Topics 
for  Future  Years 

We  seek  to  develop  a  comprehensive 
set  of  quality  measures  to  be  available 
for  widespread  use  for  informed 
decision-making  and  quality 
improvement  in  the  cancer  hospital 
setting.  Therefore,  through  future 
rulemaking,  we  intend  to  propose  new 
measures  that  help  us  further  our  goal 
of  achieving  better  health  care  and 
improved  health  for  Medicare 
beneficiaries  who  obtain  cancer  services 
through  the  widespread  dissemination 
and  use  of  performance  information.  In 
addition,  we  are  considering  initiating  a 
call  for  input  to  assess  the  following 
measure  domains:  clinical  quality  of 
care,  care  coordination,  patient  safety, 
patient  and  caregiver  experience  of  care, 
population/community  health  and 
efficiency.  We  believe  this  approach 
will  promote  better  cancer  care  while 
bringing  the  PCHQR  Program  in  line 
with  other  established  quality  reporting 
and  pay  for  performance  programs  such 
as  the  Hospital  IQR  Program,  the 
Hospital  OQR  Program,  the  ESRD  QIP, 
and  others  within  CMS’  purview. 

•  We  welcomed  public  comment  and 
suggestions  for  these,  or  other, 
measurement  areas. 

Comment:  One  commenter  urged 
CMS  to  expand  the  PCHQR  Program  to 
include  measures  regarding  patient- 
centered  outcomes  specific  to  oncology, 
quality  of  life,  and  functional 


assessment.  Specifically,  the  commenter 
recommended  the  Comfortable  Dying: 
Pain  Brought  to  a  Comfortable  Level 
Within  48  Hours  of  Initial  Assessment 
(NQF  #0209)  and  Proportion  Receiving 
Chemotherapy  in  the  Last  14  Days  of 
Life  (NQF  #0210)  measures.  Further,  the 
commenter  noted  CMS  should  expand 
the  PCHQR  Program  to  include 
measures  for  additional  cancer  types. 
Specifically,  the  commenter 
recommended  the  Recording  of  Clinical 
Stage  for  Lung  Cancer  (and  Esophageal 
Cancer  Resection  (NQF  #0455)  and 
Recording  of  Performance  Status  Prior 
to  Lung  Esophageal  Cancer  Resection 
(NQF  #0457)  measures. 

Response:  We  appreciate  the 
commenter  for  the  suggestions  and  will 
take  them  into  consideration  for  future 
measure  selection. 

Comment:  One  commenter 
recommended  the  development  or 
adoption  of  a  measure  to  address  the 
risk  of  febrile  neutropenia  in  cancer 
patients  undergoing  myelosuppressive 
chemotherapy  since  this  is  consistent 
with  a  measure  gap  identified  by  NQF. 

Response:  We  thank  the  commenter 
for  the  suggestion  and  will  take  it  into 
consideration  for  future  measure 
selection. 

Comment:  One  commenter  suggested 
a  measure  to  detect  early  diagnosis  of 
cancer.  Another  commenter  requested 
that  CMS  focus  on  measures  that 
provide  data  on  risk-adjusted  state- 
specific  survival  curves  for  various 


types  of  cancer  and  report  these 
measures  in  three  separate  perspectives: 
stage,  overall  survival,  and  disease-free 
survival. 

Response:  We  agree  with  the 
commenters  that  these  are  important 
aspects  in  cancer  detection  and 
treatment.  We  thank  the  commenters  for 
the  suggestions  and  will  take  them  into 
consideration  for  future  measure 
selection. 

5.  Maintenance  of  Technical 
Specifications  for  Quality  Measures 

Many  of  the  quality  measures  used  in 
different  Medicare  and  Medicaid 
reporting  programs  are  NQF-endorsed. 
As  part  of  its  regular  maintenance 
process  for  endorsed  performance 
measures,  the  NQF  requires  measure 
stewards  to  submit  annual  measure 
maintenance  updates  and  undergo 
maintenance  of  endorsement  review 
every  3  years.  In  the  measure 
maintenance  process,  the  measure 
steward  (owner/developer)  is 
responsible  for  updating  and 
maintaining  the  currency  and  relevance 
of  the  measure  and  will  confirm  existing 
or  minor  specification  changes  to  NQF 
on  an  annual  basis.  NQF  solicits 
information  from  measure  stewards  for 
annual  reviews  and  in  order  to  review 
measures  for  continued  endorsement  in 
a  specific  3-year  cycle. 

Through  NQF’s  measure  maintenance 
process,  NQF  endorsed  measures  are 
sometimes  updated  to  incorporate 


American  Cancer  Society.  Breast  Cancer  BreastCancer/DetailedGuide/breast-cancer-treating- 

Hormone  Therapy.  http://www.cancer.org/Cancer/  hormone-therapyLastrevisedOl/06/2012. 
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changes  that  we  believe  do  not  notifications  to  PCHQR  Program-  consider  to  be  substantive  would  be 


substantially  change  the  nature  of  the 
measure.  Examples  of  such  changes 
could  be  updated  diagnosis  or 
procedure  codes,  changes  to  exclusions 
to  the  patient  population,  definitions,  or 
extension  of  the  measure  endorsement 
to  apply  to  other  settings.  We  believe 
these  types  of  maintenance  changes  are 
distinct  from  more  substantive  changes 
to  measures  that  result  in  what  are 
considered  new  or  different  measures, 
and  that  they  do  not  trigger  the  same 
agency  obligations  under  the 
Administrative  Procedure  Act.  In  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28066),  we  proposed  that  if  the  NQF 
updates  an  endorsed  measure  that  we 
have  adopted  for  the  PCHQR  Program  in 
a  manner  that  we  consider  to  not 
substantially  change  the  nature  of  the 
measure,  we  would  use  a  subregulatory 
process  to  incorporate  those  updates  to 
the  measure  specifications  that  apply  to 
the  program.  Specifically,  we  would 
revise  the  Specifications  Manual  so  that 
it  clearly  identifies  the  updates  and 
provide  links  to  where  additional 
information  on  the  updates  can  be 
found.  We  would  also  post  the  updates 
on  the  CMS  QualityNet  Web  site  at 
https://\\'\uv.QiialityNet.org.  We  would 
provide  sufficient  lead-time  for  PCHs  to 
implement  the  changes  w'here  changes 
to  the  data  collection  systems  would  be 
necessary. 

We  w’ould  continue  to  use  the 
rulemaking  process  to  adopt  changes  to 
measures  that  we  consider  to 
substantially  change  the  nature  of  the 
measure.  We  believe  that  this  proposal 
adequately  balances  our  need  to 
incorporate  NQF  updates  to  NQF- 
endorsed  PCH  measures  in  the  most 
expeditious  manner  possible,  while 
preserving  the  public’s  ability  to 
comment  on  updates  that  so 
fundamentally  change  an  endorsed 
measure  that  it  is  no  longer  the  same 
measure  that  we  originally  adopted.  We 
invited  public  comment  on  this 
proposal. 

VVe  also  proposed  to  provide  a 
Specifications  Manual  that  will  contain 
links  to  measure  specifications,  data 
abstraction  information,  data 
submission  information,  and  other 
information  necessary  for  PCHs  to 
participate  in  the  PCHQR  Program.  This 
Specifications  Manual  would  be  posted 
on  the  QualityNet  Web  site  at:  https:// 
w'ww.QualityNet.org.  We  would 
maintain  the  technical  specifications  for 
the  quality  measures  by  updating  this 
Manual  periodically,  which  wmuld 
include  detailed  ipstructions  for  PCHs 
to  use  when  collecting  and  submitting 
data  on  the  required  measures.  These 
updates  would  be  accompanied  by 


participating  users,  providing  sufficient 
time  between  the  change  and  effective 
dates  in  order  to  allow  users  to 
incorporate  changes  and  updates  to  the 
measure  specifications  into  data 
collection  systems.  We  would  revise  the 
Specifications  Manual  and  provide  links 
to  reflect  such  endorsement  changes 
which  also  would  be  posted  on  the 
QualityNet  Web  site  at:  https:// 

WWW. Qua  I  ityNet.org.  We  invited  public 
comment  on  the  previously  described 
proposed  policy  on  maintenance  of 
technical  specifications  for  quality 
measures. 

Comment:  One  commenter  objected  to 
the  proposed  subregulatory  process  to 
incorporate  updates  arising  from  NQF 
maintenance  review  on  an  endorsed 
measure  adopted  for  the  PCHQR 
Program.  The  commenter  believed  CMS 
should  provide  an  opportunity  for  the 
public  to  comment  on  the  updates. 

Response:  The  NQF  regularly 
maintains  its  endorsed  measures 
through  annual  and  triennial  reviews, 
which  may  result  in  the  NQF  making 
updates  to  the  measures.  We  believe 
that  it  is  important  to  have  in  place  a 
subregulatory  process  to  incorporate 
nonsubstantive  updates  made  by  the 
NQF  into  the  measure  specifications  we 
have  adopted  for  the  PCHQR  Program  so 
that  these  measures  remain  up-to-date. 
We  also  recognize  that  some  changes  the 
NQF  might  make  to  is  endorsed 
measures  are  substantive  in  nature  and 
might  not  be  appropriate  for  adoption 
using  a  subregulatory  process. 

Therefore,  after  consideration  of  the 
public  comments  we  received,  we  are 
finalizing  a  policy  under  which  we  will 
use  a  subregulatory  process  to  make 
nonsubstantive  updates  to  NQF- 
endorsed  measures  used  for  the  PCHQR 
Program.  With  respect  to  what 
constitutes  a  substantive  versus 
nonsubstantive  change,  we  expect  to 
make  this  determination  on  a  case-by-  . 
case  basis.  Examples  of  nonsubstative 
changes  to  measures  might  include 
updated  diagnosis  or  procedure  codes, 
medication  updates  for  categories  of 
medications,  broadening  of  age  ranges, 
and  exclusions  for  a  measure  (such  as 
the  addition  of  a  hospice  exclusion  to 
the  30-day  mortality  measures  used  in 
the  Hospital  IQR  and  Hospital  VHP 
Programs).  We  also  believe  that 
nonsubstantive  changes  might  include 
updates  to  NQF-endorsed  measures 
based  upon  changes  to  guidelines  upon 
which  the  measure  are  based. 

We  will  continue  to  use  rulemaking  to 
adopt  substantive  updates  made  by  the 
NQF  to  the  endorsed  measures  we  have 
adopted  for  the  PCHQR  Program. 
Examples  of  changes  that  we  might 


those  in  which  the  changes  are  so 
significant  that  the  measure  is  no  longer 
the  same  measure,  or  when  a  standard 
of  performance  assessed  by  a  measure 
becomes  more  stringent  (for  example, 
changes  in  acceptable  timing  of 
medication,  procedure/process,  or  test 
administration).  Another  example  of  a 
substantive  change  would  be  where  the 
NQF  has  extended  its  endorsement  of  a 
previously  endorsed  measure  to  a  new 
setting,  such  as  extending  a  measure 
from  the  inpatient  setting  to  hospice. 

We  also  note  that  the  NQF  process 
incorporates  an  opportunity  for  public 
comment  and  engagement  in  the 
measure  maintenance  process. 

These  policies  regarding  what  is 
considered  substantive  versus 
nonsubstantive  changes  would  apply  to 
all  PCHQR  Program  measures. 

After  consideration  of  the  public 
comments  we  received,  we  are  adopting 
a  policy  for  making  updates  to  PCHQR 
Program  measures  as  explained  in  the 
response  to  the  comment  above. 

6.  Public  Display  Requirements  for  the 
FY  2014  Program  and  Subsequent 
Program  Years 

Section  1866(k)(4)  of  the  Act  requires 
the  Secretary  to  establish  procedures  for 
making  the  data  submitted  under  the 
PCHQR  Program  available  to  the  public. 
Such  procedures  shall  ensure  that  a 
PCH  has  the  opportunity  to  review  the 
data  that  is  to  be  made  public  with 
respect  to  the  hospital  prior  to  such  data 
being  made  public.  Section  1866(k)(4)  of 
the  Act  also  provides  that  the  Secretary 
shall  report  quality  measures  of  process, 
structure,  outcome,  patients’  perspective 
on  care,  efficiency,  and  costs  of  care  that 
relate  to  services  furnished  in  such 
hospital  on  the  CMS  Web  site.  In  order 
to  meet  these  requirements,  in  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28066),  we  proposed  to  publicly 
display  the  submitted  data  on  the 
Hospital  Compare  Web  site  [http:// 
wi\'w. hospitaIcompare.hhs.gov/).  Before 
the  data  are  publicly  displayed,  we 
proposed  that  PCHs  will  have  the 
opportunity  to  review  their  data  prior  to 
the  public  reporting  of  the  measure  rates 
consistent  with  section  1866(k)(4)  of  the 
Act.  We  proposed  that  PCHs  have  the 
opportunity  to  review  their  data  30  days 
prior  to  the  public  reporting  of  the 
measure  rates  because  that  aligns  with 
our  established  preview  process  under 
the  Hospital  IQR  Program. 

The  Hospital  Compare  Web  site 
serves  to  encourage  consumers  to  work 
with  their  doctors  and  hospitals  to 
discuss  the  quality  of  care  hospitals 
provide  to  patients,  thereby  providing 
an  additional  incentive  to  hospitals  to 
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improve  the  quality  of  care  that  they 
furnish. 

However,  some  information  that  may 
not  be  relevant  to  or  easily  understood 
by  beneficiaries  and  information  for 
which  there  are  unresolved  display 
issues  or  design  considerations  that  may 
not  make  them  suitable  for  inclusion  on 
the  Hospital  Compare  Web  site  may  be 
made  available  on  other  CMS  Web  sites, 
such  as  http ://wT^'w.cms. gov  and/or 
http://www.qualitynet.org.  In  such 
circumstances,  affected  parties  would  be 
notified  via  CMS  listservs,  CMS  email 
blasts,  and  QualityNet  announcements 
regarding  the  release  of  confidential 
hospital-specific  preview  reports  to 
individual  hospitals  followed  by  the 
posting  of  data  on  a  CMS  Web  site  other 
than  Hospital  Compare. 

We  invited  public  comment  on  the 
previously  described  proposals 
regarding  the  public  display  of  quality 
measures. 

After  consideration  of  the  public 
comments  we  received  we  are  adopting 
our  proposals,  without  modification, 
regarding  the  public  display  of  data 
submitted  under  the  PCHQR  Program. 

7.  Form,  Manner,  and  Timing  of  Data 
Submission  for  FY  2014  Program  and 
Subsequent  Program  Years 

a.  Background 

Section  1866(k)(2)  of  the  Act  requires 
that,  for  the  FY  2014  program  and  each 
subsequent  program  year,  each  PCH 
must  submit  to  the  Secretary  data  on 
quality  measures  specified  under 
section  1866(kK3)  of  the  Act  in  a  form 
and  manner,  and  at  a  time  as  specified 
by  the  Secretary. 

The  complete  data  submission 
requirements  and  submission  deadlines 
will  be  posted  on  the  QualityNet  Web 
site  at;  http://www.QuaIityNet.org/.  In 
general,  in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28067),  we 
proposed  that  PCHs  submit  data  to  the 
CDC  for  the  HAI  measures  (CLABSI  and 
CAUTI),  and  the  CMS  contractor  for  the 
three  cancer-specific  measures 
(Adjuvant  Chemotherapy  for  Stage  III 
Colon  Cancer;  Combination 
Chemotherapy  for  AJCC  Tic  or  Stage  II 
or  III  Hormone  Receptor-Negative  Breast 
Cancer;  and  Adjuvant  Hormonal 
Therapy).  As  described  below,  we 
proposed  to  utilize  the  data  submission 
and  reporting  standard  procedures  that 
have  been  established  by  CDC  for  NHSN 
participation  in  general  and  for 
submission  of  the  proposed  H/ 1 
measures  to  NHSN.  We  refer  readers  to 
the  CDC’s  Web  site  for  detailed  data 
submission  and  reporting  procedures. 
We  also  proposed  procedures  for  PCHs 
to  follow  when  submitting  data  on  the 


three  proposed  cancer-specific 
measures. 

b.  Procedural  Requirements  for  FY  2014 
Program  and  Subsequent  Program  Years 

In  order  to  participate  in  the  PCHQR 
Program  for  the  FY  2014  program  and 
subsequent  program  years,  we  proposed 
that  PCHs  must  comply  with  the 
procedural  requirements  outlined  in 
this  section.  We  stated  that  we  have 
aligned  these  proposed  procedural 
requirements  with  the  Hospital  IQR 
Program  to  the  extent  possible  to 
streamline  the  procedural  requirements 
across  different  types  of  providers.  In 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  (77  FR  28067),  we  proposed  that 
BCHs  must  do  the  following:  _ 

•  Register  with  QualityNet  prior  to 
reporting  and  regardless  of  the  method 
used  for  submitting  the  data. 

•  Identify  QualityNet 
Administrator(s)  who  will  follow  the 
registration  process  located  on  the 
QualityNet  Web  site  [http:// 

WWW. QuaIityNet.org) . 

•  Complete  an  online  Data  Accuracy 
and  Completeness  Acknowledgement 
(DACA)  via  QualityNet,  which  states 
that  the  quality  measure  results  and  any 
and  all  data  including  numerator  and 
denominator  data  provided,  are  accurate 
and  complete.  We  proposed  that, 
beginning  with  the  FY  2015  program, 
the  deadline  for  submitting  the  DACA 
would  be  August  31  of  the  preceding 
fiscal  year.  For  more  information  on 
DACA,  please  refer  to  the  section  below 
entitled,  “Data  Accuracy  and 
Completeness  Acknowledgement 
(DACA)  Requirements  for  the  FY  2014 
Program  and  Subsequent  Program 
Years.” 

•  Enroll  in  CDC/NHSN  and  register 
with  the  CMS  contractor  collecting  the 
cancer-specific  measures  prior  to 
reporting. 

We  strongly  encouraged  PCHs  to 
complete  an  online  Notice  of 
Participation  (NOP)  via  QualityNet.  This 
form  would  grant  CMS  written 
authorization  from  the  PCH  to  publicly 
report  the  PCH’s  measure  rate  on  a  CMS 
Web  site.  We  believe  that  requiring 
PCHs  to  complete  this  form  will  inform 
and  educate  them  about  program  and 
other  related  requirements. 


Proposed  CMS  Notice  of  • 
Participation  Timeframe 


Program  year 

Notice  of  Participation 

(fiscal  year) 

(NOP)  deadline 

FY  2014  . 

August  15,  2013. 

FY2015  . 

August  15,  2014. 

Subsequent  Fiscal 

August  15  of  the  pre- 

Years. 

ceding  fiscal  year. 

Comment:  One  commenter  supported 
NHSN  and  CMS  QualityNet  enrollment 
and  registration  prior  to  data 
submission. 

Response:  We  appreciate  the 
commenter  for  the  support  of  our 
proposal. 

Comment:  Several  commenters  urged 
CMS  to  use  American  College  of 
Surgeons  (ACoS)  to  serve  as  the  CMS 
contractor  for  the  following  reasons:  10 
out  of  11  PCHs  are  currently  submitting 
the  cancer-specific  measures  to  ACoS; 
ACoS  is  the  cancer-specific  measures 
developer  and  maintains  the  rights  to 
these  measures;  and  ACoS  has  in  place 
sound  methodologies  for  data  validation 
and  measure  calculations.  One 
commenter  stated  that  the  PCHQR 
Program  data  submission  requirement 
could  pose  a  “sizeable  expense  for  each 
participating  institution  and  a 
significant  time  investment.” 

Response:  We  recognize  the  concerns 
surrounding  the  burden  of  participating 
in  the  PCHQR  Program  and  the 
possibility  that  PCHs  might  be  reporting 
similar  or  the  same  cancer-specific 
measure  data  to  two  different  entities. 

We  are  currently  procuring  the  services 
of  a  contractor  to  collect  the  cancer- 
specific  measure  data.  We  intend  to 
align  as  much  as  possible  with  the  ACoS 
data  infrastructure  and  reporting  format 
in  an  effort  to  minimize  the  reporting 
burden,  because  we  recognize  that  this 
is  the  process  already  being  used  by  the 
majority  of  PCHs  to  report  this  data. 

Comment:  Commenters  asked  for 
more  information  regarding  registering 
with  the  CMS  contractor  and  the  flow  of 
data  from  the  PCHs  to  CMS’  QualityNet 
Web  site. 

Response:  We  intend  to  procure  a 
CMS  contractor,  which  will  collect  the 
cancer-specific  measure  data  from  the 
PCHs,  calculate  the  measure  rates,  and 
submit  those  rates  to  CMS.  Once  we 
have  procured  a  contractor,  PCHs  will 
have  to  register  with  the  contractor  prior 
to  the  time  when  they  begin  to  submit 
cancer-specific  measure  data.  We 
anticipate  awarding  a  contract  in  the  fall 
of  2012,  and  will  outline  more  detailed 
instructions  at  that  time. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  procedural  requirements 
for  the  FY  2014  program  and  subsequent 
program  years. 

c.  Reporting  Mechanisms  for  the  FY 
2014  Program  and  Subsequent  Program 
Years 


53564 


Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


For  the  purpose  of  reporting  quality 
measures  under  the  PCHQR  Program, 
we  proposed  to  adopt  the  following  data 
submission  mechanisms.  In  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule  (77  FR 
28067),  with  respect  to  the  proposed 
HAl.measures  (CLABSI  and  CAUTI),  we 
proposed  that  PCHs  submit  the  data  to 
the  CDC  through  the  NHSN  database.  • 
We  proposed  to  use  the  data  submission 
and  reporting  standard  procedures  that 
have  been  set  forth  by  CDC  for  NHSN 
participation  in  general  and  for 
submission  of  the  proposed  HAl 
measures  to  NHSN.  We  refer  readers  to 
the  CDC’s  Web  site  (http://\\'w\v.cdc.gov/ 
nhsn/)  for  detailed  data  submission  and 
reporting  procedures.  After  the  final 
submission  deadline  has  passed,  CMS 
will  obtain  the  PCH-specific 
calculations  that  have  been  generated  bv 
the  NHSN  for  the  PCHQR  Program. 

With  respect  to  the  three  proposed 
cancer-specific  measures,  we  proposed 
that  PCHs  submit  the  data  to  the  CMS 
contractor.  The  CMS  contractor  would 
then  calculate  the  quality  measures  rates 
and  submit  those  rates  to  CMS  on  a 
quarterly  basis. 

We  invited  public  comment  on  our 
proposed  reporting  mechanisms. 

(1)  Reporting  Mechanism  for  the  HAI 
Measures 

We  proposed  to  adopt  a  quarterly 
submission  process  for  the  proposed 


HAI  measures— CLABSI  AND  CAUTI— 
that  uses  a  reporting  mechanism  similar 
to  the  one  finalized  for  the  Hospital  IQR 
program  (75  FR  50223)  starting  with 
October  1,  2012  infection  events.  We 
have  successfully  implemented  this 
reporting  mechanism  in  the  Hospital 
IQR  program  and  intend  to  use  similar 
reporting  mechanism  to  collect  data  for 
the  PCHQR  Program.  We  welcomed 
public  comment  on  this  proposal. 

Comment:  One  commenter  supported 
reporting  HAI  measures  to  NHSN. 

Response:  We  appreciate  the 
commenter’s  support. 

(2)  Reporting  Mechanism  for  the  Cancer- 
Specific  Measures 

We  proposed  to  collect  the  three 
cancer-specific  measures  data  using  a 
CMS  contractor  starting  with  the  FY 
2014  program.  Similar  to  the  reporting 
mechanism  we  proposed  to  adopt  the 
proposed  HAI  measures,  we  anticipate 
that  PCHs  would  report  their  measure 
data  to  the  contractor,  which  would 
then  calculate  the  measure  rates  and 
submit  those  rates  to  CMS.  We  stated 
that  if  these  proposed  measures  were 
finalized,  we  would  publish  the 
technical  specifications  and  file  layouts 
necessary  for  reporting  in  enough  time 
to  enable  PCHs  to  incorporate  any 
necessary  changes  to  their  information 
systems.  We  invited  public  comment  on 
our  proposed  reporting  requirements. 


Comment:  A  commenter  suggested 
leveraging  existing  ACoS  data  reporting 
requirements  to  reduce  financial  burden 
because  the  PCHQR  program  could  pose 
a  “sizeable  expen.se  for  each 
participating  institution  and  a 
significant  time  investment.” 

Response:  We  understand  that  the 
PCHQR  Program  will  create  a  new 
reporting  burden  for  PCHs,  and  as  we 
have  stated  above,  one  of  our  goals  is  to 
minimize  that  burden  as  much  as 
possible.  For  that  reason,  we  intend  to 
align  the  data  collection  process  for  the 
cancer-specific  measures  after  the 
process  currently  used  by  the  ACoS,  the 
measure  steward  for  these  measures, 
because  we  recognize  that  this  is  the 
process  already  being  used  by  the 
majority  of  PCHs  to  report  this  data. 

After  consideration  of  the  public 
comment  we  received,  we  are  finalizing 
the  data  reporting  mechanisms 
described  above. 

d.  Data  Submission  Timelines  for  the  FY 
2014  Program  and  Subsequent  Program 
Years 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28067  through 
28068),  we  proposed  that  PCHs  must 
adhere  to  certain  timelines  in  reporting 
their  measure  data. 


Proposed  PCHQR  Data  Submission  Timelines 


Time  line 
(calendar  year) 

Quality  measures  * 

CMS  submission  deadline  - 

04  (October-December  2012)  . 

01  (January-March  2013)  . 

(NQF  #0139)  NHSN  CLABSI  Outcome  Measure**  . 

(NQF  #0138)  NHSN  CAUTI  Outcome  Measure**  . 

(NQF  #0223)  Adjuvant  Chemotherapy  is  considered  or  administered 
within  4  months  (120  days)  of  surgery  to  patients  under  the  age  of 
80  with  AJCC  Stage  III  (lymph  node  positive)  colon  cancer*. 

(NQF  #0559)  Combination  Chemotherapy  is  considered  or  adminis-  i 
tered  within  4  months  (120  days)  of  diagnosis  for  women  under  70  i 
with  AJCC  Tic,  or  Stage  II  or  III  hormone  receptor  negative  Breast  i 
Cancer*. 

(NQF  #0220)  Adjuvant  Hormonal  Therapy  ’  . 

(NQF  #0139)  NHSN  CLABSI  Outcome  Measure**  . 

(NQF  #0138)  NHSN  CAUTI  Outcome  Measure**  .  i 

May  15,  2013. 

May  15,  2013. 

August  15,  2013. 

August  15,  2013. 

May  15,2014. 

August  15,  2013. 

August  15,  2013. 

(NQF  #0223)  Adjuvant  Chemotherapy  is  considered  or  administered  i 
within  4  months  (120  days)  of  surgery  to  patients  under  the  age  of 
80  with  AJCC  Stage  III  (lymph  node  positive)  colon  cancer* . 

(NQF  #0559)  Combination  Chemotherapy  is  considered  or  adminis- 
.  tered  within  4  months  (120  days)  of  diagnosis  for  women  under  70 
with  AJCC  Tic,  or  Stage  II  or  III  hormone  receptor  negative  Breast 
Cancer*. 

i  (NQF  #0220)  Adjuvant  Hormonal  Therapy  *  . 

November  15,  2013. 

November  15,  2013. 

1  August  15,  2014. 

Subsequent  calendar  quarters . 

i  (NQF  #0139)NHSN  CLABSI  Qutcome  Measure**  . 

1 

'  November  15  of  each  respective 
year. 

(NQF  #0138)  NHSN  CAUTI  Qutcome  Measure**  . 

1  November  15  of  each  respective 
year. 

(NQF  #0223)  Adjuvant  Chemotherapy  is  considered  or  administered 
within  4  months  (120  days)  of  surgery  to  patients  under  the  age  of 
80  with  AJCC  Stage  III  (lymph  node  positive)  colon  cancer* . 

;  February  15  of  each  respective 
i  year. 
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Proposed  PCHQR  Data  Submission  Timelines— Continued 


Time  line 
(calendar  year) 

Quality  measures* 

CMS  submission  deadline 

■ 

(NQF  #0559)  Combination  Chemotherapy  is  considered  or  adminis¬ 
tered  within  4  months  (120  days)  of  diagnosis  for  women  under  70 
with  AJCC  Tic,  or  Stage  II  or  III  hormone  receptor  negative  Breast 
Cancer • . 

February  15  of  each  respective 
year. 

(NQF  #0220)  Adjuvant  Hormonal  Therapy  +  . 

November  15  of  each  respective 
year. 

*  Referred  to  as  the  HAI  and  Cancer-Specific  Treatment  Quality  Measures. 
**  HAI  event  occurred  in  applicable  quarter. 

*  Initial  diagnosis  in  applicable  quarter. 


VVe  stated  that  our  principal  rationale 
for  these  proposed  timeframes  is  to  align 
the  HAI  measure  submission  deadlines 
with  existing  CMS  deadlines  to  collect 
the  same  quality  measure  information. 
We  also  seek  to  align  our  timeframes 
with  those  of  the  ACoS,  which 
separately  collects  the  same  type  of 
cancer-specific  measure  data  from  many 
PCHs.  By  aligning  these  deadlines  by 
measure,  we  strive  to  reduce  the 
reporting  burden  by  using  information 
already  collected  by  many  PCHs  in  their 
own  quality  measurement  and 
improvement  efforts.  The  proposed 
quarterly  CDC/NHSN  submission 
timeframes  and  deadlines  also  match 
the  existing  Hospital  IQR  quarterly 
submission  timeframes  for  the  same  HAI 
measures.  In  the  case  of  the  three 
cancer-specific  quality  measures,  we 
also  believe  that  these  proposed 
submission  timeframes  will  give  PCHs 
enough  time  to  measure  follow-up 
chemotherapy  (4  months  following  the 
cancer  diagnosis)  and  hormone  therapy 
visits  (12  months  following  the  cancer 
surgery),  as  well  as  identify  and  correct 
discordant  submitted  data  (2  months  for 
the  two  proposed  chemotherapy 
measures,  and  3  months  for  the 
proposed  adjuvant  hormone  therapy 
measure). 

We  invited  public  comment  on  the 
proposed  data  submission  methods  and 
timelines. 

Comment:  One  commenter  pointed 
out  that  PCHs  may  not  have  adequate 
time  to  submit  HAI  data  by  May  15, 

2013  because  PCHs  may  not  be  familiar 
with  the  data  reporting  processes  and 
the  reliability  and  validity  of  measures 
will  not  be  fully  tested  in  the  new 
settings  such  as  the  PCHs. 

Response:  In  further  assessing  the 
proposed  data  submission  timeline,  we 
agree  with  the  commenter’s  concerns. 
We  have  also  been  informed  by  CDC 
that  modifications  to  its  IT 
infrastructure  (for  example,  defining 
and  mapping  new  locations)  are  on¬ 
going  and  will  not  be  completed  in  time 
for  the  proposed  first  quarter  of  data 
submission  (Q4  of  2012  [October- 


December,  2012]).  Therefore,  in 
response  to  this  comment,  we  will 
finalize  a  one  quarter  data  collection 
period  for  the  two  HAI  measures 
(CLABSI  and  CAUTI)  for  purposes  of 
the  FY  2014  PCHQR  Program.  PCHs  will 
be  required  to  report  data  on  this 
measure  for  1st  quarter  2013  events  (that 
is,  January  1-March  31,  2013  events), 
and  that  data  will  be  due  to  the  CDC  on 
or  before  August  15,  201. 

We  believe  that  the  reliability  and 
validity  of  these  two  HAI  measures  is 
sufficient  for  purposes  of  the  PCHQR 
Program.  This  reliability  and  validity 
has  been  demonstrated  through 
collection  of  these  measures  in  the 
Hospital  IQR  Program,  and  existing  HAI 
reporting  mandates  in  over  20  States. 
The  NQF  also  endorsed  these  measures, 
and  the  MAP  recommended  these 
measures  for  purposes  of  PCHQR  data 
collection. 

We  also  strive  to  align  data  collection 
processes,  public  reporting  of  data, 
outreach,  and  education  to  PCHs  with 
the  Hospital  IQR  Program  and  other 
quality  reporting  programs  to  the  extent 
feasible  and  clinically  appropriate. 

Comment:  One  commenter  believed 
that  this  proposed  reporting  timeline 
violates  the  statute  and  its  intent.  The 
commenter  viewed  two  provisions  of 
the  statute  authorizing  the  PCHQR 
Program  as  relevant:  the  provision  in 
section  1866(k)(2)  of  the  Act,  which 
requires  that  for  FY  2014  and  each 
subsequent  fiscal  year,  PCHs  “shall 
submit  to  the  Secretary  data  on  quality 
measures  specified  under  paragraph 
(3)”;  and  the  provision  in  section 
1866(k)(3)(C)  of  the  Act  which  requires 
the  Secretary  to  publish  the  measures 
applicable  with  respect  to  fiscal  year 
2014  by  October  1,  2012.  The 
commenter  believed  that  it  was 
unreasonable  for  CMS  to  conclude  that 
Congress,  in  enacting  this  provision, 
would  require  the  Secretary  to 
announce  the  measures  on  the  date  that 
the  measurement  would  begin.  The 
commenter  believed  that  Congress 
intended  for  the  measures  to  be 
announced  with  sufficient  lead  time — a 


minimum  of  two  years — for  the  PCHs  to 
begin  reporting.  The  commenter  urged 
CMS  to  adopt  a  delay  in  mandatorv 
reporting  and  to  start  mandatory 
measurement  reporting  no  earlier  than 
October  1,  2014. 

Response:  We  believe  that  our 
proposals  are  consistent  with  sections 
1866(k)(2)  and  (k)(3)(C)  of  the  Act,  and 
note  that  they  are  consistent  with  our 
approach  we  have  taken  in  a  number  of 
other  new  quality  reporting  programs, 
including  the  Long-Term  Care  Hospital 
Quality  Reporting  (LTCHQR)  Program 
and  the  Inpatient  Rehabilitation 
Hospital  (IRF)  Quality  Reporting 
Program. 

How'ever,  we  recognize  that  it  may  be 
difficult  for  PCHs  to  start  reporting  the 
cancer-specific  measure  data  starting 
with  4th  calendar  quarter  2012  data 
because  we  do  not  expected  to  award  a 
contract  for  the  collection  of  this  data 
until  fall  2012.  We  believe  that  deferring 
the  initial  data  reporting  period  until 
January  1,  2013  for  the  cancer-specific 
measure  data  addresses  this  concern,  as 
well  as  makes  the  starting  quarter  for 
data  collection  consistent  with  that  we 
are  finalizing  for  the  HAI  measures. 
Accordingly,  we  are  finalizing  that  the 
reporting  period  will  begin  on  January 
1,  2013  for  all  measures.  This  change  is 
reflected  in  the  table  below. 

Comment:  Some  commenters  asked 
CMS  to  provide  more  information  about 
the  timeline  for  data  submission  and  the 
frequency  of  public  data  displayed 
under  the  PCHQR  Program  for  all 
measures.  Commenters  also  requested 
alignment  of  the  data  submission 
timeline  with  that  used  for  the  Hospital 
IQR  Program  measures. 

Response:  We  agree  that  the  quality 
information  displayed  on  the  Hospital 
Compare  Web  site  increases  the 
transparency  of  the  quality  of  care 
provided  at  PCHs  and  we  appreciate  the 
commenters  for  their  support. 

We  recognize  that  we  update  many 
measures,  including  the  two  HAI 
measures,  on  a  quarterly  basis  under  the 
Hospital  IQR  Program.  Because  acute 
care  hospitals  already  report  HAI  data 
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on  a  quarterly  basis  for  purposes  of  the 
Hospital  IQR  Program,  we  believe  that 
quarterly  reporting  of  HAI  data  is  also 
feasible  for  PCHs.  VVe  seek  to  align  our 
public  reporting  and  data  collection 
frequency  of  PCH  HAI  data  with 
Hospital  IQR  Program  quarterly  updates 
of  HAI  data.  VVe  believe  that  requiring 
quarterly  data  submissions  beginning 
with  1st  calendar  quarter  2013 
discharges  will  provide  the  public  with 
more  current  information  on  the 
Hospital  Compare  Web  site  than  our 
current  annual  data  submission 
proposal. 

VVe  also  intend  to  provide  the  public 
with  the  most  currently  available 
information  on  the  three  cancer-specific 
measures.  VVe  recognize  that  the  ACoS 
currently  collects  data  for  these 
measures  on  a  quarterly  basis.  VVe 
believe  that  our  data  collection  schedule 
for  the  cancer-specific  measures  should 
align  with  some  of  the  measures 
currently  reported  on  the  Hospital 
Compare  Web  site,  which  is  on  a 
quarterly  basis.  Data  for  many  Hospital 
IQR  and  OQR  chart-abstracted  process 
of  care  measures  are  collected  using 
quarterly  submission  deadlines,  and 
measure  rates  are  publicly  displayed  on 
the  Hospital  Compare  Web  site  using 
quarterly  updates  to  reflect  the  most 
current  data. 

VVe  believe  that  quarterly  data 
collection  of  both  HAI  and  cancer- 
specific  measure  data  is  not  unduly 
burdensome  for  PCHs  because  we 
understand  that  the  vast  majority  of 


PCHs  are  currently  reporting  these  data 
to  the  CDC  and  ACoS  on  at  least  a  . 
quarterly  basis.  VVe  believe  that  aligning 
the  data  collection  frequency  and 
deadlines  with  other  programs 
collecting  similar  information  has  the 
potential  to  reduce  the  data  reporting 
burden  for  PCHs. 

Accordingly,  we  are  finalizing  that 
beginning  with  the  FY  2014  PCHQR 
Program,  PCHs  will  be  required  to 
submit  data  on  a  quarterly  basis.  For 
purposes  of  the  FY  2014  program,  the 
only  data  that  we  will  require  is  1st 
quarter  2013  data,  with  that  data  being 
due  by  August  15,  2013  for  the  two  HAI 
measures,  and  November  15,  2013  for: 

(1)  Adjuvant  chemotherapy  is 
considered  or  administered  within  4 
months  (120  days)  of  surgery  to  patients 
under  the  age  of  80  with  AJCC  III 
(lymph  node  positive)  colon  cancer 
measure:  and  (2)  Combination 
chemotherapy  is  considered  or 
administered  within  4  months  (120 
days)  of  diagnosis  for  women  under  70 
with  AJCC  Tic,  or  Stage  II  or  III 
hormone  receptor  negative  breast  cancer 
measure.  Data  will  be  due  on  May  15, 
2014  for  the  adjuvant  hormonal  therapy 
measure.  VVe  are  changing  the  due  date 
for  the  adjuvant  hormonal  therapy 
measure  because  the  measure  is 
specified  to  include  an  assessment  of 
the  12-month  therapeutic  effect  from  the 
time  of  diagnosis  to  hormonal  therapy. 

PCHs  will  aLso  be  required  to  submit 
data  on  all  measures  on  a  quarterly 
basis,  and  data  will  be  due  on  or  before 


the  deadlines  shown  in  Table  1  below. 
We  are  revising  these  deadlines  because 
the  timelines  are  in  alignment  with 
some  of  the  current  measures  reported 
on  the  Hospital  Compare  Web  site.  For 
purposes  of  determining  whether  a  PCH 
has  met  the  reporting  requirements  for 
a  particular  program  year,  we  will  look 
at  the  data  quarters  submitted  during 
the  12  months  preceding  the  applicable 
fiscal  year.  For  example,  CMS  would 
assess  only  CLABSI  and  CAUTI  data 
submitted  by  August  15,  2013,  for 
purposes  of  the  FY  2014  payment 
determination.  For  the  FY  2015 
payment  determination,  we  would 
assess  quarterly  data  submission 
deadlines  occurring  between  October  1, 
2013  and  September  30,  2014.  In 
subsequent  payment  determination 
years,  we  would  assess  quarterly 
submission  deadlines  occurring  in  the 
previous  fiscal  year.  The  applicable 
discharge  quarters  applicable  to  an 
annual  payment  determination  would 
vary  by  measure  because  the  quarterly 
submission  deadlines  vary  by  measure. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  data  submission  timelines  for 
the  PCHQR  Program  for  FY  2014  and 
subsequent  program  years.  PCHs  will 
submit  the  data  on  the  HAI  and  cancer- 
specific  measures  beginning  with  Ql  of 
CY  2013  (January  through  March  2013). 
Information  on  the  data  submi.ssion 
timeline  for  both  the  HAI  measures  and 
cancer-specific  measures  is  listed  in  the 
table  below. 


Final  PCHQR  Data  Submission  Timelines 


- r 

Time  Line 
(calendar  year) 

Quality  measures  * 

CMS  submission  deadline 

Ql  2013  (January-March  2013) . 

(NQF  #0139)  NHSN  CLABSI  Outcome  Measure**  . 

(NQF  #0138)  NHSN  CAUTI  Outcome  Measure**  . 

(NQF  #0223)  Adjuvant  Chemotherapy  is  considered  or  administered 
within  4  months  (120  days)  of  surgery  to  patients  under  the  age  of 
80  with  AJCC  Stage  III  (lymph  node  positive)  colon  cancer +. 

(NQF  #0559)  Combination  Chemotherapy  is  considered  or  adminis¬ 
tered  within  4  months  (120  days)  of  diagnosis  for  women  under  70 
with  AJCC  Tic,  or  Stage  II  or  III  hormone  receptor  negative  Breast 
Cancer*. 

(NQF  #0220)  Adjuvant  Hormonal  Therapy*  . 

August  15,  2013. 

August  15,  2013. 

November  15,  2013. 

November  15,  2013. 

May  15,  2014. 

Subsequent  calendar  quarters . 

(NQF  #0139)  NHSN  CLABSI  Qutcome  Measure**  . 

4  and  Vz  months  following  last 
quarterly  event  date. 

(NQF  #0138)  NHSN  CAUTI  Qutcome  Measure**  . 

4  and  Vz  months  following  last 
quarterly  event  date. 

(NQF  #0223)  Adjuvant  Chemotherapy  is  considered  or  administered 

7  and  Vz  months  following  last 

within  4  months  (120  days)  of  surgery  to  patients  under  the  age  of 
80  with  AJCC  Stage  III  (lymph  node  positive)  colon  cancer*. 

quarterly  admission  date. 

(NQF  #0559)  Combination  Chemotherapy  is  considered  or  adminis¬ 
tered  within  4  months  (120  days)  of  diagnosis  for  women  under  70 
with  AJCC  Tic,  or  Stage  II  or  III  hormone  receptor  negative  Breast 
Cancer*. 

7  and  Vz  months  following  last 
quarterly  admission  date. 

(NQF  #0220)  Adjuvant  Hormonal  Therapy  +  . . 

13  and  Vz  months  following  last 

1 

quarterly  admission  date. 

*  Referred  to  as  the  HAI  and  Cancer-Specific  Treatment  Quality  Measures. 

**HAI  event  occurred  in  applicable  quarter,  begins  on  January  1,  2013  and  beyond. 

*  Initial  diagnosis  in  applicable  quarter,  begins  on  January  1,  2013  and  beyond. 


Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  “Regulations 


53567 


e.  Data  Accuracy  and  Completeness 
Acknowledgement  (DACA) 

Requirements  for  the  FY  2014  Program 
and  Subsequent  Program  Years 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28068),  we 
proposed  that  PCHs  acknowledge  their 
data  accuracy  and  completeness  once 
annually.  PCHs  would  submit  an 
electronic  acknowledgement  that  the 
data  provided  to  meet  the  applicable 
annual  PCHQR  Program  data 
submission  requirement  is  accurate  and 
complete  to  the  be.st  of  the  facility’s 
knowledge  at  the  time  of  data 
submission.  We  proposed  to  begin 
annual  DACA  submission  starting  with 
the  FY  2015  program,  and  such 
submission  deadline  would  be  due  to 
CMS  no  later  than  August  31.  2014.  We 
proposed  to  begin  the  DACA  with  the 
FY  2015  program  in  an  effort  to  provide 
ample  opportunity  for  the  PCHs  to 
become  familiar  with  the  reporting 
processes.  Therefore,  we  did  not 
propose  submission  of  a  DACA  for  the 
PCHQR  Program  for  FY  2014.  We 
proposed  that  the  DACA  submission 
deadline  for  each  program  year, 
beginning  with  FY  2015,  be  August  31 
preceding  the  respective  PCHQR 
Program  year.  We  proposed  August  31 
as  the  DACA  deadline  for  two  reasons. 
First,  requiring  PCHs  to  acknowledge 
their  data’s  accuracy  and  completeness 
by  August  31  preceding  the  respective 
PCHQR  Program  year  provides  us  with 
sufficient  time  to  ensure  compliance 
with  the  program  by  October  1,  the  start 
of  the  fiscal  year.  Secondly,  we 
proposed  this  date  to  align  our  DACA 
deadline  with  other  quality  reporting 
programs,  such  as  the  Hospital  IQR 
Program. 

We  invited  public  comment  on  our 
proposed  data  accuracy  and 
completeness  acknowledgement 
requirements. 

Comment:  Several  commenters 
supported  the  proposed  DACA 
requirements  for  the  PCHQR  Program. 

Response:  We  appreciate  the 
commenters  for  their  support  of  our 
proposal. 

Comment:  One  commenter  stated  that 
the  process  by  which  PCHs  complete 
the  DACA  form  does  not  ensure  that 
publicly  reported  quality  measures  will 
be  accurate  because  CMS  has  not 
proposed  to  validate  the  data. 

Response:  We  are  finalizing  a 
requirement  that,  beginning  with  the  FY 
2015  PCHQR  Program,  PCHs 
participating  in  the  PCHQR  Program 


acknowledge  the  accuracy  and 
completeness  of  their  data  to  their  best 
knowledge,  which  will  provide  us  with 
some  assurance  that  the  submitted  data 
are  accurate.  We  would  like  to  provide 
PCHs  with  an  opportunity  to  become 
familiar  with  the  new  program  before 
we  consider  establishing  a  process  to 
validate  the  quality  measure  data.  This 
approach  is  consistent  with  our 
approach  to  validation  in  the  Hospital 
OQR  Program  during  the  initial  years  of 
the  program.  Initially,  we  want  to 
encourage  PCHs  to  begin  reporting 
quality  data  and  using  the  quality 
measure  information  for  quality 
improvement  purposes. 

After  consicieration  of  the  public 
comments  we  received,  we  are 
finalizing  the  DACA  requirements  for 
the  FY  2014  and  subsequent  program 
years.  These  timeframes  are  shown 
below. 


Final  CMS  Data  Accuracy  and 
Completeness  Acknowledgement 
(DACA)  Timeframes 


1 

1 

Program  year 
(fiscal  year) 

Data  accuracy  and 
completeness 
acknowledgement 
(DACA)  deadline 

FY  2014  . 

Not  required. 

FY  2015  . 

August  31,  2014. 

Subsequent  Fiscal 

August  31  of  the  pre- 

Years. 

ceding  fiscal  year. 

C.  Hospital  Value-Rased  Purchasing 
IVBP)  Program 

1.  Statutory  Background 

Section  1886(o)  of  the  Act,  as  added 
by  section  3001(a)(1)  of  the  Affordable 
Care  Act,  requires  the  Secretary  to 
establish  a  hospital  value-based 
purchasing  program  (the  Hospital 
Value-Based  Purchasing  (VBP)  Program) 
under  which  value-based  incentive 
payments  are  made  in  a  fiscal  year  to 
hospitals  that  meet  performance 
standards  established  for  a  performance 
period  for  such  fiscal  year.  Both  the 
performance  standards  and  the 
performance  period  for  a  fiscal  year  are 
to  be  established  by  the  Secretary. 

Section  1886(o)(l)(B)  of  the  Act  states 
that  the  Hospital  VBP  Program  applies 
to  payments  for  hospital  discharges 
occurring  on  or  after  October  1,  2012.  In 
accordance  with  section  1886(o)(6)(A)  of 
the  Act,  we  are  required  to  make  value- 
based  incentive  payments  under  the 
Hospital  VBP  Program  to  hospitals  that 
meet  or  exceed  performance  standards 
for  a  performance  period  for  a  fiscal 


year.  As  further  required  by  section 
1886(o)(6)(C)(ii)(I)  of  the  Act,  we  will 
base  each  hospital’s  value-based 
payment  percentage  on  the  hospital’s 
Total  Performance  Score  (TPS)  for  a 
specified  performance  period.  In 
accordance  with  section  1886(o)(7)  of 
the  Act,  the  total  amount  available  for 
value-based  incentive  payments  for  a 
fiscal  year  will  be  equal  to  the  total 
amount  of  the  payment  reductions  for 
all  participating  hospitals  for  such  fiscal 
year,  as  estimated  by  the  Secretary.  For 
FY  2013,  the  available  funding  pool  will 
be  equal  to  1.00  percent  of  the  base- 
operating  DRG  payments  to  all 
participating  hospitals,  as  estimated  by 
the  Secretary,  and  the  size  of  the 
applicable  percentage  will  increase  to 
1.25  percent  for  FY  2014,  1.50  percent 
for  FY  2015,  1.75  percent  for  FY  2016, 
and  2.0  percent  for  FY  2017  and 
successive  fiscal  years. 

Section  1886(o)(l)(C)  of  the  Act 
generally  defines  the  term  “hospital”  for 
purposes  of  the  Hospital  VBP  Program 
as  a  subsection  (d)  hospital  (as  that  term 
is  defined  in  section  1886(d)(1)(B)  of  the 
Act),  but  excludes  from  the  definition  of 
the  term  “hospital,”  with  respect  to  a 
fiscal  year:  (1)  A  hospital  that  is  subject 
to  the  payment  reduction  under  section 
1886(b)(3)(B)(viii)(I)  of  the  Act  (the 
Hospital  IQR  Program)  for  such  fiscal 
year;  (2)  a  hospital  for  which,  during  the 
performance  period  for  the  fiscal  year, 
the  Secretary  has  cited  deficiencies  that 
pose  immediate  jeopardy  to  the  health 
or  safety  of  patients;  and  (3)  a  hospital 
for  which  there  are  not  a  minimum 
number  (as  determined  by  the  Secretary) 
of  measures  that  apply  to  the  hospital 
for  the  performance  period  for  the  fiscal 
year  involved,  or  for  which  there  are  not 
a  minimum  number  (as  determined  by 
the  Secretary)  of  cases  for  the  measures 
that  apply  to  the  hospital  for  the 
performance  period  for  such  fiscal  year. 

2.  Overview  of  the  FY  2013  Hospital 
VBP  Program 

In  April  2011,  we  issued  the  Hospital 
Inpatient  VBP  Program  final  rule  to 
implement  section  1886(o)  of  the  Act 
(76  FR  26490  through  26547).  As 
described  more  fully  in  that  final  rule, 
for  the  FY  2013  Hospital  VBP  Program, 
we  adopted  13  measures,  including  12 
clinical  process  of  care  measures  and  8 
dimensions  from  the  Hospital  Consumer 
Assessment  of  Healthcare  Providers  and 
Systems  Survey  (HCAHPS),  that  we 
categorized  into  two  domains  (76  FR 
26495  through  26511).  We  grouped  the 
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12  clinical  process  of  care  measures  into 
a' Clinical  Process  of  Care  domain,  and 
placed  the  HCAHPS  survey  measure 
into  a  Patient  Experience  of  Care 
domain.  VVe  adopted  a  3-quarter 
performance  period  from  July  1,  2011 
through  March  31,  2012  for  these 
measures  (76  FR  26494  through  26495), 
and  performance  standards  on  which 
hospital  performance  will  be  evaluated. 
To  determine  whether  a  hospital  meets 
or  exceeds  the  performance  standards 
for  these  measures,  we  will  assess  each 
hospital's  achievement  during  this 
specified  performance  period,  as  well  as 
its  improvement  during  this  period  as 
compared  with  its  performance  during  a 
3-quarter  baseline  period  from  July  1, 
2009  through  March  31,  2010  (76  FR 
26493  through  26495). 

We  will  then  calculate  a  TPS  for  each 
hospital  by  combining  the  greater  of  the 
hospital’s  achievement  or  improvement 
points  for  each  measure  to  determine  a 
score  for  each  domain,  weighting  each 
domain  score  (for  the  FY  2013  Hospital 
VBP  Program,  the  weights  will  be 
clinical  process  of  care  =  70  percent, 
patient  experience  of  care  =  30  percent), 
and  adding  together  the  weighted 
domain  scores.  We  will  convert  each 
hospital’s  TPS  into  a  value-based 
incentive  payment  percentage  using  a 
linear  exchange  function  and  will  then 
convert  the  value-based  incentive 
payment  percentage  into  a  per  discharge 
value-based  incentive  payment  amount. 
We  will  incorporate  the  reduction  to 
each  hospital’s  base  operating  DRG 
payment  amount  for  each  discharge,  as 
well  as  the  value-based  incentive 
paymient  amounts  that  the  hospital 
earned  as  a  result  of  its  performance  (if 
applicable)  into  our  claims  processing 


systems  in  January  2013,  and  these 
adjustments  will  apply  to  FY  2013 
discharges.  We  refer  readers  to  the 
Hospital  Inpatient  VBP  Program  final 
rule  for  further  explanation  of  the 
details  of  the  FY  2013  Hospital  VBP 
Program  (76  FR  26490  through  26547). 

We  proposed  to  codify  in  our 
regulations  at  42  CFR  412.160  a  number 
of  definitions  that  we  previously 
finalized  for  the  Hospital  VBP  Program 
in  the  Hospital  Inpatient  VBP  final  rule, 
including  definitions  of  the  terms 
achievement  threshold,  benchmark, 
domain,  domain  score,  hospital, 
improvement  threshold,  performance 
period,  and  TPS.  We  did  not  receive  any 
comments  on  the  specific  regulation  text 
that  we  proposed  with  respect  to  these 
terms.  In  this  final  rule,  we  are  making 
a  number  of  technical,  clarifying 
changes  to  these  definitions  and 
otherwise  adopting  them  as  final. 

We  also  proposed  to  codify  in  our 
regulations  at  42  CFR  412.164  that,  as 
we  previously  finalized,  we  will  select 
measures  for  purposes  of  the  Hospital 
VBP  Program,  and  that  we  will  post  data 
on  each  measure  on  the  Hospital 
Compare  Web  site  for  at  least  one  year 
prior  to  the  beginning  of  the 
performance  period  for  the  measure 
under  the  Hospital  VBP  Program.  We  • 
did  not  receive  any  comments  on  the 
specific  regulation  text  that  we 
proposed,  and  we  are  finalizing 
§412.164  with  one  technical  change. 

We  proposed  to  codify  in  our 
regulations  at  42  CFR  4i2.165  and  42 
CFR  412.166  the  performance  standards 
and  performance  scoring  methodologies 
that  we  previously  finalized  for  the 
Hospital  VBP  Program.  We  did  not 
receive  any  comments  on  the  specific 


regulation  text  that  we  proposed.  We  are 
finalizing  this  regulation  text  with  a  few 
technical  changes,  including  combining 
the  two  provisions  into  one  provision  at 
42  CFR  412.165. 

3.  FY  2014  Hospital  VBP  Program 
Measures 

For  FY  2014,  we  have  adopted  17 
measures  for  the  Hospital  VBP  Program, 
including  the  12  clinical  process  of  care 
measures  and  the  HCAHPS  measure  that 
we  adopted  for  the  FY  2013  Hospital 
VBP  Program,  1  new  clinical  process  of 
care  measure  (SCIP-Inf-9:  Postoperative 
Urinary  Catheter  Removal  on 
Postoperative  Day  1  or  2),  and  3 
mortality  outcome  measures  (Acute 
Myocardial  Infarction  (AMI)  30-Day 
Mortality  Rate,  Heart  Failure  (HF)  30- 
Day  Mortality  Rate,  Pneumonia  (PN)  30- 
Day  Mortality  Rate).  The  clinical 
process  of  care,  HCAHPS,  and  mortality 
measures  are  discussed  in  more  detail  in 
the  Hospital  Inpatient  VBP  Program 
final  rule  (76  FR  26510  through  26511) 
and  SCIP-Inf-9  is  discussed  in  more 
detail  in  the  CY  2012  OPPS/ASC  final 
rule  with  comment  period  (76  FR 
74530). 

Although  we  also  previously  adopted 
8  HAC  measures,  2  AHRQ  composite 
measures,  and  a  Medicare  Spending  per 
Beneficiary  Measure  for  the  FY  2014 
Hospital  VBP  Program,  we  have 
suspended  the  effective  date  of  these 
measures,  with  the  result  that  these 
measures  will  not  be  included  in  the  FY 
2014  Hospital  VBP  Program  (76  FR 
74528  through  74530). 

Set  out  below  is  a  complete  list  of  the 
measures  adopted  for  the  FY  2014 
Hospital  VBP  Program: 


Clinical  Process  of  Care,  Patient  Experience  of  Care  and  Outcome  Measures  for  the  FY  2014  Hospital 

VBP  Program 


IV.  Measure  ID  Measure  Description 


Clinical  Process  of  Care  Measures 


Acute  myocardial  infarction: 

AMI-7a . 

Fibrinolytic  Therapy  Received  Within  30  Minutes  of  Hospital  Arrival. 

AMI— Bd .  I 

Primary  PCI  Received  Within  90  Minutes  of  Hospital  Arrival. 

Heart  Failure;  I 

' 

HF-1  . ! 

Discharge  Instructions. 

Pneumonia: 

PN-3b  .  ! 

Blood  Cultures  Performed  in  the  Emergency  Department  Prior  to  Initial  Antibiotic  Received  in  Hospital. 

PN-6  . ; . : . 

Initial  Antibiotic  Selection  for  CAP  in  Immunocompetent  Patient. 

Healthcare-associated  infections; 

SCIP-lnf-1  . 

i  Prophylactic  Antibiotic  Received  Within  One  Hour  Prior  to  Surgical  Incision. 

SCIP-lnf-2 . 

1  Prophylactic  Antibiotic  Selection  for  Surgical  Patients. 

SCIP-tnf-3 . 

1  Prophylactic  Antibiotics  Discontinued  Within  24  Hours  After  Surgery  End  Time. 

SCIP-lnf-4 . 

^  Cardiac  Surgery  Patients  with  Controlled  SAM  Postoperative  Serum  Glucose. 

SCIP-Inf-9 . 

i  Postoperative  Urinary  Catheter  Removal  on  Post  Operative  Day  1  or  2. 

I 

Surgeries; 

SCIP-Card-2 . 

I  Surgery  Patients  on  a  Beta  Blocker  Prior  to  Arrival  That  Received  a  Beta  Blocker  During  the  Perioperative 
i  Period. 

SCIP-VTE-1  . 

Surgery  Patients  with  Recommended  Venous  Thromboembolism  Prophylaxis  Ordered. 
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Clinical  Process  of  Care,  Patient  Experience  of  Care  and  Outcome  Measures  for  the  FY  2014  Hospital 

VBP  Program — Continued 


IV.  Measure  ID  j 

Measure  Description 

SCIP-VTE-2 . . 

Surgery  Patients  Who  Received  Appropriate  Venous  Thromboembolism  Prophylaxis  Within  24  Hours  Prior 
to  Surgery  to  24  Hours  After  Surgery. 

V.  Measure  ID 

Measure  description 

Patient  Experience  of  Care  Measures 

HCAHPS  . 

I  Hospital  Consumer  Assessment  of  Healthcare  Providers  and  Systems  Survey*. 

Outcome  Measures 

MORT-30-AMI  . 

MORT-30-HF  . 

MORT-3Q-PN  . 

Acute  Myocardial  Infarction  (AMI)  30-Day  Mortality  Rate. 

Heart  Failure  (HF)  30-Day  Mortality  Rate. 

Pneumonia  (PN)  30-Day  Mortality  Rate. 

‘The  finalized  dimensions  of  the  HCAHPS  survey  for  use  in  the  FY  2014  Hospital  VBP  Program  are:  Communication  with  Nurses,  Commu¬ 
nication  with  Doctors,  Responsiveness  of  Hospital  Staff,  Pain  Management,  Communication  about  Medicines,  Cleanliness  and  Quietness  of  Hos¬ 
pital  Environment,  Discharge  Information  and  Overall  Rating  of  Hospital.  These  are  the  same  dimensions  that  we  adopted  for  the  FY  2013  Hos¬ 
pital  VBP  Program. 


4.  Other  Previously  Finalized 
Requirements  for  the  Hospital  VBP 
Program 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74532 
through  74547),  we  finalized  a  number 
of  other  policies  for  the  FY  2014 
Hospital  VBP  Program  including:  The 
minimum  number  of  cases  that  a 
hospital  must  report  to  receive  a  score 
on  a  mortality  measure;  the  minimum 
number  of  measures  that  a  hospital  must 
report  in  order  to  receive  a  score  on  the 
Outcome  domain;  the  baseline  and 
performance  periods;  the  performance 
standards  for  the  clinical  process  of  care 
and  patient  experience  of  care  measures 
(we  previously  finalized  the 
performance  standards  for  the  3 
mortality  outcome  measures  in  the 
Hospital  Inpatient  VBP  Program  final 
rule  (76  FR  26513));  the  scoring 
methodology;  and  the  domain  weighting 
methodology.  We  also  finalized  for  all 
years  of  the  Program  a  process  that  will 
allow  hospitals  to  review  and  correct 
the  data  that  they  submit  to  the  QIO 
Clinical  Warehouse  on  clinical  process 
of  care  measures,  their  clinical  process 
of  care  measure  rates,  their  HCAHPS 
data,  and  their  patient-mix  and  mode 
adjusted  HCAHPS  scores. 

5.  Hospital  VBP  Program  Payment 
Adjustment  Calculation  Methodology 

a.  Definitions  of  the  Term  “Base 
Operating  DRG  Payment  Amount”  for 
Purposes  of  the  Hospital  VBP  Program 

Section  1886(o)(7)(D)  of  the  Act 
generally  defines  the  base  operating 
DRG  payment  amount,  with  respect  to  a 
hospital  for  a  fiscal  year,  as  “the 
payment  amount  that  would  otherwise 
be  made  under  section  1886(d) 


(determined  without  regard  to 
subsection  (q)  [the  Hospital 
Readmissions  Reduction  Program])  for  a 
discharge  if  [the  Hospital  VBP  Program] 
did  not  apply;  reduced  by  any  portion 
of  such  payment  amount  that  is 
attributable  to  payments  under 
paragraphs  (5)(A),  (5)(B),  (5)(F),  and  (12) 
of  subsection  (d);  and  *  *  *  such  other 
payments  under  subsection  (d) 
determined  appropriate  by  the 
Secretary.”  Paragraphs  (5)(A),  (5)(B), 
(5)(F),  and  (12)  of  section  1886(d)  of  the 
Act  refer  to  outlier  payments,  indirect 
medical  education  (IMF)  payments, 
disproportionate  share  (DSH)  payments, 
and  low-volume  hospital  payments, 
respectively. 

We  stated  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  28070)  that 
the  payment  that  would  otherwise  be 
made  with  respect  to  a  discharge  is  the 
applicable  average  standardized  amount 
adjusted  for  resource  utilization  by  the 
applicable  MS-DRG  relative  weight  and 
adjusted  for  differences  in  geographic 
costs  by  the  applicable  area  wage  index 
(and  by  the  applicable  COLA  for 
hospitals  located  in  Alaska  and  Hawaii), 
which  is  often  referred  to  as  “the  wage-' 
adjusted  DRG  operating  payment.”  The 
payment  amount  that  would  otherwise 
be  made  with  respect  to  a  discharge  also 
includes  any  adjustments  to  the  wage- 
adjusted  DRG  operating  payment  that 
the  hospital  qualifies  for,  including  an 
outlier  adjustment  (under  section 
1886(d)(5)(A)  of  the  Act),  an  IMF 
adjustment  (under  section  1886(d)(5)(B) 
of  the  Act),  a  disproportionate  share 
payment  adjustment  (under  section 
1886(d)(5)(F)  of  the  Act),  a  low-volume 
payment  adjustment  (under  section 
1886(d)(12)  of  the  Act),  an  adjustment 
for  new  medical  services  or  technologies 


under  section  1886(d)(5)(K)  of  the  Act 
(often  referred  to  as  “new  technology 
add-on  payments”),  and/or  any  other 
adjustment  determined  appropriate  by 
the  Secretary. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28070),  consistent 
with  section  1886(o)(7)(D)  of  the  Act,  we 
proposed  to  generally  define  the  term 
“base  operating  DRG  payment  amount” 
for  purposes  of  the  Hospital  VBP 
Program  as  the  wage-adjusted  DRG 
operating  payment  plus  any  applicable 
new  technology  add-on  payment.  We 
proposed  to  include  the  new  technology 
add-on  payment  amount  in  the 
definition  of  base  operating  DRG 
payment  amount  for  the  Hospital  VBP 
Program  because  the  provision  of  a  new 
technology  to  a  Medicare  beneficiary  is 
a  treatment  decision,  unlike  the  other 
add-on  payments  which  are  excluded  by 
statute  (for  example,  IMF  and  DSH  add¬ 
ons).  We  believe  that  it  represents  a  cost 
to  the  Medicare  program  that  should  be 
subject  to  the  applicable  percent 
reduction  to  the  base  operating  DRG 
payment  amount  which  creates  the 
funding  pool  for  value-based  incentive 
payments.  We  also  note  that  this 
proposed  definition  is  consistent  with 
the  definition  of  “base  operating  DRG 
payment  amount”  that  we  proposed  to 
adopt  for  the  Hospital  Readmissions 
Reduction  Program,  and  we  believe  that 
maintaining  consistency  to  the  extent 
possible  with  other  Medicare  incentive 
payment  programs  is  an  important  goal 
for  the  Hospital  VBP  Program.  There  are 
no  other  subsection  (d)  payment 
adjustments  that  would  otherwise  apply 
to  the  discharge  on  a  per-claim  basis.  As 
required  by  the  statute,  the  “base 
operating  DRG  payment  amount”  would 
not  include  an  outlier,  IMF,  DSH,  or 
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low -volume  payment  adjustment  that 
would  otherwise  apply  to  the  discharge. 

We  proposed  to  codify  the  definition 
of  the  term  “wage-adjusted  DRG 
operating  payment”  and  the  definition 
of  the  term  “base-operating  DRG 
payment  amount”  as  it  would  apply  to 
most  subsection  (d)  hospitals  in  our 
regulations  at  42  CFR  412.160.  We 
welcomed  public  comment  on  these 
proposed  definitions. 

Comment:  The  majority  of 
commenters  supported  our  proposed 
general  definition  of  base-operating  DRG 
payment  amount.  A  few  commenters 
suggested  that  applicable  new 
technology  add-on  payments  should  not 
be  included  in  the  definition.  These 
commenters  expressed  the  belief  that 
new'  technology  add-on  payments  are 
extrinsic  to  the  base  rate  and  that  their 
inclusion  in  the  base  operating  DRG 
payment  amount  definition  would  be  in 
conflict  with  ensuring  adequate 
payment  for  new'  technologies.  Two 
commenters  suggested  that  CMS  clarify 
the  handling  of  capital  costs  in  defining 
the  base  operating  DRG  payment 
amount,  with  one  suggesting  they 
should  be  included  in  the  definition  and 
one  suggesting  they  should  be  excluded. 

Response:  We  thank  the  commenters 
for  their  support  of  our  proposed 
general  definition  of  base  operating  DRG 
payment  amount  for  the  Hospital  VBP 
Program.  With  respect  to  the  new 
technology  add  on  payments,  we 
disagree  with  the  commenters  w'ho 
suggested  that  they  should  be  excluded 
from  the  definition  of  the  term  “base 
operating  DRG  payment  amount.”  We 
acknowledge  that  new  technology  add 
on  payments  could  be  viewed  as 
extrinsic  to  the  base  rate,  but  we 
disagree  that  their  inclusion  in  the 
definition  of  the  term  base  operating 
DRG  payment  amount  would  be  in 
conflict  w'ith  ensuring  adequate 
payments  for  the  provision  of  new 
technologies.  Under  the  Hospital  VBP 
Program,  hospitals  that  perform  well  on 
the  selected  measures  may  earn  back  - 
more  than  the  applicable  percent 
reduction  used  to  fund  the  value  based 
incentive  payments.  Therefore,  a 
hospital  that  provides  an  effective  new 
technology  and  performs  well  on  the 
measures  would  be  able  to  earn  an 
additional  payment  under  the  Program. 
We  continue  to  believe  that  these 
payments  represent  treatment  decisions 
made  by  hospitals,  and  are  therefore 
appropriately  captured  in  our  definition 
for  this  Program.  Further,  we  value 
consistency  with  the  definition  being 
used  for  the  Hospital  Readmissions 
Reduction  Program,  which  includes 
new  technology  add-on  payments.  With 
respect  to  capital  payments,  we  did  not 


propose  to  include  them  in  the 
definition  of  base  operating  DRG 
payment  amount  because  section 
1886(o)(7)(D)(i)  of  the  Act  defines  the 
base  operating  DRG  payment  amount, 
with  respect  to  most  subsection  (dj 
hospitals  as  “the  payment  amount  that 
would  otherwise  be  made  under  section 
1886(d)”  with  certain  exclusions. 

Capital  payments  are  paid  to  most  acute 
care  hospitals  under  section  1886(g)  of 
the  Act  and,  therefore,  are  not  included 
in  the  payment  amount  that  would 
otherwise  be  made  under  section 
1886(d)  of  the  Act. 

Comment:  One  commenter  suggested 
that  the  transfer  payment  adjustment 
should  be  included  in  the  definition  of 
base-operating  DRG  payment  amount. 

Response:  We  agree  with  this 
comment  and  are  revising  our  definition 
of  the  term  “wage-adjusted  DRG 
operating  payment”  at  42  CFR  412.160 
to  include  an  applicable  payment 
adjustment  for  a  transfer  under  42  CFR 
412.4(f).  The  transfer  adjicstment  is  a 
reduction  to  the  payment  amount, 
which  we  apply  when  a  patient  leaves 
the  hospital  before  the  average  length  of 
stay  for  their  DRG,  and  continues  to 
receive  treatment  in  either  another  acute 
hospital  or  a  post  acute  setting.  We 
believe  that  the  transfer  adjustment  is 
appropriately  included  in  the 
adjustment  to  the  standardized  amount 
for  resource  utilization  because  the 
transfer  adjustment  is  applied  in  order 
to  make  the  payment  that  would 
otherwise  be  made  to  a  subsection  (d) 
hospital  that  transfers  a  patient 
commensurate  with  the  resources  that 
the  hospital  used  to  treat  that  patient. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  definition  of  the  term 
“wage-adjusted  DRG  operating 
payment”  as  the  applicable  average 
standardized  amount  adjusted  for  (i) 
Resource  utilization  by  the  applicable 
MS-DRG  relative  weight,  (ii)  differences 
in  geographic  costs  by  the  applicable 
area  wage  index  (and  by  the  applicable 
COLA  for  hospitals  located  in  Alaska 
and  Hawaii),  and  (iii)  an  applicable 
transfer  under  42  CFR  412.4(f).  We  are 
also  finalizing  the  definition  of  the  term 
“base  operating  DRG  payment  amount” 
as  that  term  applies  to  most  subsection 
(d)  hospitals  as  the  wage-adjusted  DRG 
operating  payment  plus  any  applicable 
new  technology  add-on  payments, under 
42  CFR  412.4(f).  We  are  finalizing  that 
this  amount  is  determined  without 
regard  to  any  payment  adjustments 
under  the  Hospital  Readmissions 
Reduction  Program,  and  that  it  does  not 
include  any  additional  payments  for 
indirect  medical  education  under 
§  412.105,  the  treatment  of  a 


disproportionate  share  of  low-income 
patients  under  §  412.106,  outliers,  or  a 
low  volume  of  discharges  under 
§  412.101.  We  are  codifying  these 
definitions  in  our  regulations  at  42  CFR 
412.160. 

Section  1886(o)(7)(D)(ii)(I)  of  the  Act 
states  that  in  the  case  of  a  Medicare- 
dependent,  small  rural  hospital  (MDH) 
(with  respect  to  discharges  occurring 
during  FY  2012  or  FY  2013)  or  a  sole 
community  hospital  (SCH),  the  base 
operating  DRG  payment  amount  is 
defined  as  the  payment  amount  that 
would  otherwise  be  made  under  section 
1886(d)  of  the  Act  without  regard  to 
certain  factors  that  affect  payments  to 
these  categories  of  hospitals  (sections 
1886(b)(3)(I)  and  (L)  of  the  Act,  and 
section  1886(d)(5)(D)  of  the  Act  for 
SCHs,  and  section  1886(d)(5)(G)  of  the 
Act  for  MDHs).  In  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28071), 
consistent  with  the  definition  we 
propo.sed  to  adopt  for  other  subsection 
(d)  hospitals,  we  proposed  to  define  the 
term  “base  operating  DRG  payment 
amount”  for  MDHs  and  SCHs  as  the 
wage-adjusted  DRG  operating  payment 
amount  plus  any  applicable  new 
technology  add-on  payment.  The 
proposed  base  operating  DRG  payment 
amount  for  SCHs  and  MDHs  would  not 
include  an  outlier,  IMF,  DSH,  or  low- 
volume  payment  adjustment  that  would 
otherwise  apply  to  the  discharge. 
Consistent  with  section 
1886(o)(7)(D)(ii)(I)  of  the  Act,  we  also 
proposed  to  exclude  from  this  definition 
of  base  operating  DRG  payment  amount 
the  difference  between  the  hospital- 
specific  payment  rate  and  the  Federal 
payment  rate.  This  proposed  definition 
is  consistent  with  that  being  proposed 
under  the  Hospital  Readmissions 
Reduction  Program  (discussed  in 
section  IV.A.  of  this  preamble).  We 
proposed  to  codify  this  definition  in  our 
regulations  at  42  CFR  412.160. 

We  welcomed  public  comment  on 
this  proposed  definition  of  the  base 
operating  DRG  payment  amount  for 
MDHs  and  SCHs  under  the  Hospital 
VBP  Program.  We  note  that,  under 
current  law,  the  MDH  program  is  set  to 
expire  at  the  end  of  FY  2012,  after 
which  all  MDH  hospitals  would  be  paid 
in  the  same  manner  as  other  subsection 
(d)  hospitals,  unless  they  qualify  for 
SCH  .status,  as  discussed  in  section 
VIII.C.5.b.  of  this  preamble. 

Comment:  Commenters  were 
supportive  of  our  proposed  definitibn  of 
“base  operating  DRG  payment  amount” 
for  SCHs  and  MDHs.  One  commenter 
asked  that  we  clarify  that  we  would 
exclude  the  difference  between  the 
applicable  hospital-specific  payment 
rate  and  the  Federal  payment  rate  for 
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both  SCHs  and  for  MDHs,  should  the 
MDH  provision  be  extended  beyond  FY 
2012. 

Response:  We  thank  the  commenters 
for  their  support  of  the  proposed 
definition  of  base  operating  DRG 
payment  amount  for  SCHs  and  MDHs 
and  are  adopting  it  as  final.  If  the  MDH 
program  is  extended  beyond  FY  2012, 
we  will  continue  to  use  this  definition 
for  MDHs.  For  an  SCH  or  an  MDH,  the 
payment  adjustment  under  the  Hospital 
VBP  Program  for  each  discharge  will  be 
calculated  by  multiplying  the  SCH  or 
MDH’s  value-based  incentive  payment 
adjustment  factor  by  the  base-operating 
DRC  payment  amount  that  is  exclusive 
of  the  amount  by  which  the  hospital- 
specific  payment  rate  exceeds  the 
Federal  payment  rate.  The  resulting 
payment  adjustment  will  then  be  added 
to  or  subtracted  from  the  hospital’s 
payment  for  the  discharge,  regardless  of 
whether  the  hospital  is  paid  based  on 
the  Federal  rate  or  its  hospital-specific 
rate.  We  finalize  the  methodology  for 
calculating  individual  hospitals’  value-  . 
based  incentive  payment  adjustment 
factors  below,  in  section  VIII.C.S.c.  of 
this  preamble. 

After  consideration  of  the  public 
comments  we  received,  we  are 
Finalizing  the  definition  of  the  term 
“base  operating  DRC  payment  amount,” 
with  respect  to  a  Medicare-dependent, 
small  rural  hospital  that  receives 
payments  under  §  412.108(c)  or  a  sole 
community  hospital  that  receives 
payments  under  §  412.92(d),  as  the 
wage-adjusted  DRC  operating  payment 
plus  any  applicable  new  technology 
add-on  payments  under  subpart  F  of  42 
CFR  Part  412.  We  are  finalizing  that  this 
amount  does  not  include  any  additional 
payments  for  indirect  medical  education 
under  §  412.105,  the  treatment  of  a 
disproportionate  share  of  low-income 
patients  under  §  412.106,  outliers  under 
subpart  F  of  42  CFR  Part  412,  or  a  low 
volume  of  discharges  under  §412.101. 
This  amount  also  does  not  include  the 
difference  between  the  hospital-specific 
payment  rate  and  the  Federal  payment 
rate. 

Section  1886(o)(7)(D)(ii)(II)  of  the  Act 
states  that  in  the  case  of  a  hospital  that 
is  paid  under  section  1814(b)(3)  of  the 
Act,  “the  term  ‘base  operating  DRC 
payment  amount’  means  the  payment 
amount  under  that  section.”  Acute  care 
hospitals  located  in  the  State  of 
Maryland  are  not  paid  under  the  IPPS 
but  are,  instead,  paid  under  a  special 
waiver  provided  by  section  1814(b)(3)  of 
the  Act.  In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28071),  for  these 
hospitals,  we  proposed  that  the  term 
“base  operating  DRC  payment  amount” 
means  the  payment  amount  under 


section  1814(b)(3)  of  the  Act.  This 
proposed  definition  is  consistent  with 
the  definition  we  proposed  under  the 
Hospital  Readmissions  Reduction 
Program  (discussed  in  section  IV. A.  of 
this  preamble).  We  proposed  to  codify 
this  definition  in  our  regulations  at  42 
CFR  412.160.  We  welcomed  public 
comment  oh  the  proposed  definition  of 
base  operating  DRC  payment  amount  for 
Maryland  hospitals  under  the  Hospital 
VBP  Program. 

Comment:  One  commenter  suggested 
that  the  definition  of  base  operating 
DRC  payment  amount  for  Maryland 
hospitals  should  not  be  the  payment 
made  under  section  1814(b)(3)  of  the 
Act  because  that  payment  is  inclusive  of 
payments  for  medical  education, 
treatment  of  a  disproportionate  share  of 
low  income  patients,  uncompensated 
care,  labor-market  adjusters,  and 
assessments  to  fund  other  initiatives. 
This  commenter  suggested  that  CMS 
should  work  with  Maryland  to  develop 
an  alternative  definition.  Another 
commenter  also  noted  that  the  payment 
received  by  Maryland  hospitals  differs 
significantly  from  that  received  by  other 
subsection  (d)  hospitals,  urging  that  we 
continue  to  allow  Maryland  the 
flexibility  to  continue  existing  State- 
based  initiatives  for  improvement  in 
qualityof  care. 

Response:  Maryland  hospitals  are 
currently  paid  94  percent  of  charges, 
and  the  Maryland  Health  Services  Cost 
Review  Commission  includes  IMF, 
DSH,Hincompensated  care,  and  labor 
market  adjusters  in  the  charges  that  it 
submits  to  the  Secretary  for  purposes  of 
calculating  the  payment  amounts  for 
these  hospitals  under  section  1814(b)(3) 
of  the  Act.  We  believe  that  as  long  as 
these  amounts  are  included  in  the 
payment  amounts  made  to  these 
hospitals  under  section  1814(b)(3)  of  the 
Act,  they  are  appropriately  included  in 
the  definition  of  the  base  operating  DRC 
payment  amount  for  these  hospitals 
under  the  Hospital  VBP  Program.  With 
regard  to  the  comment  that  Maryland 
should  be  allowed  to  continue  existing 
State-based  incentives,  we  note  that 
acute  care  hospitals  located  in  the  State 
of  Maryland  have  been  granted  an 
exemption  from  the  Hospital  VBP 
Program  for  FY  2013  based  on  the 
State’s  submission  of  a  report  describing 
how  a  similar  State  program  achieves  or 
surpasses  the  measured  results  in  terms 
of  patient  health  outcomes  and  cost 
savings  established  under  the  Hospital 
VBP  Program.  The  State  will  also  have 
the  opportunity  to  request  that  these 
hospitals  be  exempted  from  future  years 
of  the  Program,  as  discussed  more  hilly 
in  section  VIII.C.13  of  this  preamble. 


After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  definition  of  the  term 
“base  operating  DRC  payment  amount” 
for  hospitals  that  are  paid  under  section 
1814(b)(3)  of  the  Act  as  the  payment 
amount  made  under  section  1814(b)(3) 
of  the  Act. 

We  are  also  codifying  the  definition  of 
the  term  base-operating  DRC  payment 
amount,  as  that  term  is  applied  to  SCHs, 
MDHs,  and  hospitals  paid  under  section 
1814(b)(3)  of  the  Act,  in  our  regulations 
at  42  CFR  412.160. 

b.  Calculating  the  Funding  Amount  for 
Value-Based  Incentive  Payments  Each 
Year 

Section  1886(o)(7)(B)  of  the  Act 
instructs  the  Secretary  to  reduce  the 
base  operating  DRC  payment  amount  for 
a  hospital  for  each  discharge  in  a  fiscal 
year  by  an  applicable  percent.  Under 
section  1886(o)(7)(A)  of  the  Act,  the  sum 
total  of  these  reductions  in  a  fiscal  year 
must  equal  the  total  amount  available 
for  value-based  incentive  payments  for 
all  eligible  hospitals  for  the  fiscal  year, 
as  estimated  by  the  Secretary.  To 
implement  these  sections,  and  create  the 
funding  pool  for  valu#-based  incentive 
payments  for  each  fiscal  year,  in  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28071),  we  proposed  that  beginning 
with  FY  2013  discharges,  every  hospital 
that  meets  the  definition  of  a  hospital  in 
section  1886(o)(l)(C)  of  the  Act  (referred 
to  here  as  an  eligible  hospital)  would 
receive  a  reduction  to  its  base  operating 
DRC  payment  amount  for  each 
discharge  in  a  fiscal  year,  regardless  of 
whether  we  have  determined  that  the 
hospital  has  earned  a  value-based 
incentive  payment  for  that  fiscal  year. 
The  total  amount  of  the  reductions 
across  all  eligible  hospitals  for  a  fiscal 
year  would  constitute  the  total  amount 
available  from  which  we  could  make 
value-based  incentive  payments  for  that 
fiscal  year.  We  proposed  to  estimate  the 
total  amount  of  the  reductions  across  all 
eligible  hospitals  and  the  size  of  the 
funding  pool  prior  to  the  start  of  each 
fiscal  year  because  that  is  the  only  way, 
operationally,  that  we  can  calculate 
each  hospital’s  value-based  incentive 
payment  percentage  in  a  "manner  sucb 
that  the  estimated  sum  total  of  the 
value-based  incentive  payments  for 
hospitals  for  the  fiscal  year  would  be 
equal  to  the  estimated  total  amount 
available  for  value-based  incentive 
payments  to  all  eligible  hospitals. 

The  data  we  proposed  to  use  to 
estimate  these  amounts  is  inpatient 
claims  data  from  the  Medicare  Provider 
Analysis  and  Review  (MedPAR)  file.  We 
believe  that  the  use  of  MedPAR  data  is 
appropriate  because  we  also  use  this 
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data  to  calculate  other  IPPS  payment 
adjustment  amounts,  including  the  DRG 
relative  weights,  budget  neutrality 
factors,  outlier  thresholds,  and 
standardized  amounts.  The  proposed 
use  of  claims  data  from  the  MedPAR  file 
is  also  consistent  with  our  proposal  to 
determine  applicable  hospitals’  base 
operating  DRG  payment  amounts,  for 
purposes  of  determining  the 
readmissions  payment  adjustment  factor 
under  the  Hospital  Readmissions 
Reduction  Program  (section  IV.A.  of  this 
preamble). 

We  proposed  to  run  the  MedPAR  data 
for  purposes  of  estimating  the  base 
operating  DRG  payment  reduction 
amounts,  as  well  as  the  size  of  the 
funding  pool  that  will  apply  to  a  fiscal 
year,  in  December  of  the  previous  fiscal 
year  so  that  we  can  provide  preliminary 
estimates  in  the  IPPS/LTCH  PPS 
proposed  rule.  We  also  proposed  to 
provide  the  final  estimates  in  the  IPPS/ 
LTCH  PPS  final  rule,  using  the  March 
update.  The  data  will  contain  inpatient 
claims  information  related  to  discharges 
from  the  fiscal  year  that  ended  the 
previous  September.  For  example,  with 
respect  to  the  FY  ^14  Hospital  V'BP 
Program,  we  would  run  the  MedPAR 
data  in  December,  2012  and  that  data 
would  contain  claims  related  to  FY  2012 
discharges.  We  would  use  that  data  to 
provide  preliminary  estimates  in  the  FY 
2014  IPPS/LTCH  PPS  proposed  rule. 

The  March  2013  update  of  this  MedPAR 
data  would  then  be  used  to  provide  final 
estimates  in  the  FY  2014  IPPS/LTCH 
PPS  final  rule. 

We  believe  that  this  proposed 
approach  will  enable  us  to  gather  the 
most  recent  Medicare  utilization  data 
available  in  order  to  estimate  the  total 
amount  of  the  base  operating  DRG 
payment  amount  reductions  and  the 
size  of  the  value  based  incentive 
payment  funding  pool  for  the  applicable 
fiscal  year.  We  also  believe  that  this 
approach  will  enable  us  to  calculate 
each  hospital’s  value  based  incentive 
payment  adjustment  factor  that  will 
apply  to  its  discharges  in  the  applicable 
fiscal  year,  and  to  notify  each  hospital 
of  such  at  the  same  time  that  we 
proposed  to  notify-  each  hospital 
regarding  its  performance  for  purposes 
of  making  this  information  publicly 
available  under  section  1886(o)(10)(A) 
of  the  Act.  In  this  way.  hospitals  will  be 
able  to  consider  this  information  during 
the  review  and  correction  period  (which 
is  discussed  below).  We  believe  that  it 
is  important  to  notify'  a  hospital  of  its 
value-based  incentive  payment 
adjustment  factor  at  the  start  of  review' 
and  corrections,  so  that  hospitals  can 
consider  the  payment  impact  of  the  TPS 


in  their  determination  of  whether  or  not 
to  request  review  and  corrections. 

In  order  to  estimate  the  total  base 
operating  DRG  payment  reductions 
across  all  hospitals  for  a  fiscal  year,  we 
proposed  to  sum  the  estimated  total 
base  operating  DRG  payment  amount 
per  discharge  for  each  hospital  in  that 
fiscal  year.  We  would  then  multiply  that 
estimated  total  annual  base  operating 
DRG  payment  amount  by  the  applicable 
percent,  which  we  proposed  to  define  in 
our  regulations  at  §412.160  as  the 
percentages  specified  in  section 
1886(o)(7)(C)  of  the  Act.  The  product  of 
the  estimated  total  annual  base 
operating  DRG  amount  for  a  hospital 
and  the  applicable  percent  would  be 
equal  to  taking  the  applicable  percent  - 
reduction  from  each  individual  base 
operating  DRG  payment  amount  per 
hospital  and  then  summing  those 
reductions.  We  welcomed  public 
comment  on  this  proposed  approach  to 
calculating  the  available  pool  of  funds 
for  value-based  incentive  payments. 

Comment:  Gommenters  were 
supportive  of  our  proposals. 

Response:  We  thank  the  commenters 
for  their  support  of  these  proposals  and 
w'e  are  adopting  them  as  final. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  estimate  the 
total  amount  of  the  reductions  across  all 
eligible  hospitals  and  the  size  of  the 
funding  pool  for  value-based,  incentive 
payments  under  the  Hospital  VBP 
Program,  prior  to  the  start  of  each  fiscal 
year,  using  MedPAR  data.  We  are 
finalizing  our  proposal  to  use  the 
December  update  to  MedPAR  for  the 
purposes  of  providing  the  estimates  in 
the  IPPS/LTCH  PPS  proposed  rule  each 
year,  and  to  utilize  the  March  update  to 
provide  the  final  estimates  in  the  IPPS/ 
LTCH  PPS  final  rule  each  year.  We  are 
also  finalizing  the  definition  of  the  term 
“applicable  percent’’  in  42  CFR  412.160 
of  our  regulations  as  the  percentages 
specified  in  section  1886(o)(7)(C)  of  the 
Act.  Finally,  we  are  finalizing  our 
proposal  to  sum  the  estimated  total  base 
operating  DRG  payment  amount  per 
discharge  for  eaph  hospital  in  a  fiscal 
year  and  then  multiply  that  amount  by 
the  applicable  percent  in  order  to 
estimate  the  total  base  operating  DRG 
payment  reductions  across  all  hospitals 
for  a  fiscal  year. 

For  the  purpose  of  estimating  the  total 
amount  available  for  value-based 
incentive  payments  for  a  fiscal  year,  we 
proposed  to  apply  an  inflation  factor  so 
that  our  estimate  of  the  available  pool  of 
funds  will  more  accurately  reflect 
estimated  total  base  operating  DRG 
payments  in  the  fi.scal  year  in  which  the 
value-based  .incentive  payments  will 


actually  be  made.  For  example,  in 
estimating  the  size  of  the  FY  2013 
funding  pool,  we  inflated  the  FY  2011 
MedPAR  data  to  FY  2013  dollars 
because  the  value-based  incentive 
pavment  amounts  will  actually  be  paid 
in  FY  2013. 

Our  actuaries  provided  us  with  this 
inflation  factor,  w'hich  included 
assumptions  on  changes  in  Medicare 
fee-for-service  case  mix  and  discharge 
levels.  According  to  this  proposed 
methodology,  we  originally  estimated 
the  available  amount  for  FY  2013  value- 
based  incentive  payments  to  be  $956 
million.  We  then  issued  a  correction 
notice,  because  reductions  to  base 
operating  DRG  payment  amounts  for 
Maryland  hospitals  had  inadvertently 
been  included  in  the  total  e.stimated 
amount  available  for  FY  2013  when 
Maryland  hospitals  have  been  excluded 
from  the  Hospital  VBP  Program  for  FY 
2013.  The  revised  estimated  available 
amount  was  $917  million  (CMS-1588- 
GN).  As  noted  above,  under  our 
proposed  methodology,  we  proposed 
that  we  would  update  this  estimate 
using  the  March  2012  update  of  the  FY 
2011  MedPAR  data  for  purposes  of 
finalizing  it  in  the  FY  2013  IPPS/LTCH 
PPS  final  rule. 

We  note  that,  for  the  purposes  of 
calculating  the  value-based  incentive 
payment  adjustment  factors  under  the 
Hospital  VBP  Program,  we  would  be 
able  to  use  FY  2011  claims  to  accurately 
calculate  the  value-based  incentive 
payment  percentage,  without 
application  of  this  inflation  factor.  This 
is  because  a  constant  inflation  factor 
applied  across  all  hospitals’  total  annual 
base-operating  DRG  payment  amounts 
will  not  change  the  slope  of  the  linear 
exchange  function  which  we  previously 
adopted  for  use  in  determining  each 
hospital’s  value-based  incentive 
payment  amount.  Application  of  an 
inflation  factor  would,  therefore,  not 
impact  the  amount  of  a  hospital’s  value- 
based  incentive  payment  amount  under 
the  Hospital  VBP  Program  for  the  fiscal 
year. 

We  considered  adopting  a  different 
approach  that  would  apply  only  to  the 
FY  2013  Hospital  VBP  Program  because 
we  do  not  anticipate  beginning  to  make 
value-based  incentive  payments  to 
hospitals  for  that  program  year  until 
January  2013.  Under  this  approach,  we 
would  have  estimated  the  total  amount 
of  funding  available  to  make  the  value- 
based  incentive  payments  using  the 
latest  available  FY  2011  claims  data 
from  MedPAR,  with  payment  amounts 
modeled  using  the  rates,  factors  and 
policies  finalized  in  the  FY  2013  IPPS/ 
LTCH  PPS  final  rule.  This  data  would 
include  claims  information  that  was  not 
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available  at  the  time  we  ran  the  March 
update.  However  we  did  not  propose  to 
adopt  this  approach,  because  we  believe 
that  is  important  to  establish  a 
consistent  process  for  annually 
estimating  the  total  amount  available  to 
make  value-based  incentive  payments  to 
hospitals,  as  well  determining  the  value- 
based  incentive  payment  adjustments 
that  will  be  made  to  hospitals  as  a  result 
pf  their  performance  under  the  Hospital 
VBP  Program.  Beginning  with  the  FY 
2014  Hospital  VBP  Program,  we  intend 
to  make  the  value-based  incentive 
payments  to  hospitals  as  part  of  the 
claims  payment  process,  beginning  at 
the  start  of  the  fiscal  year,  so  it  would 
not  be  possible  to  use  the  modeled  base- 
operating  DRG  payment  amount 
estimates  based  on  the  finalized  rates, 
factors  and  policies  established  in  the 
IPPS/LTCH  PPS  final  rule  applicable  to 
the  fiscal  year,  as  they  will  typically  not 
be  finalized  in  time  to  notify  hospitals 
of  their  value-hased  incentive  payment 
adjustments  at  the  start  of  the  review 
and  corrections  process. 

Further,  these  factors,  rates,  and 
policies  would  not  typically  be  finalized 
in  time  for  us  to  notify  hospitals  of  the 
net  result  of  the  base  operating  DRG 
payment  amount  reduction  and  the 
value-based  incentive  payment 
adjustment  no  later  than  60  days  prior 
to  the  start  of  the  fiscal  year,  as  required 
by  section  1866(o)(8)  of  th#Act.  We  also 
believe  that  our  proposal  to  use  the 
March  update  of  the  MedPAR  file 
represents  an  accurate  estimate  of 
annual  base  operating  DRG  amounts 
because  it  reflects  the  most  recently 
available  utilization  data,  while 
preserving  the  interest  in  notifying 
hospitals  of  the  payment  impact  in  time 
for  them  to  request  review  and 
correction. 

We  proposed  to  use  a  different 
methodology  for  purposes  of  estimating 
the  reduced  annual  base  operating  DRG 
payment  amounts  for  SCHs  and  MDHs. 
In  general,  eligible  hospitals  in  the 
Hospital  VBP  Program  include  SGHs 
and  current  MDHs  (we  note  that  MDH 
status  is  set  to  expire  under  current  law 
after  FY  2012  and  would,  therefore,  no 
longer  exist  in  FY  2013),  because  they 
meet  the  definition  of  a  “subsection  (d)” 
hospital.  SCHs  are  paid  in  the  interim 
(prior  to  cost  report  settlement)  on  a 
claim  by  claim  basis  at  the  amount  that 
is  the  higher  of  the  payment  based  on 
the  hospital-specific  rate  or  the  IPPS 
Federal  rate  based  on  the  standardized 
amount.  At  cost  report  settlement,  the 
fiscal  intermediary  or  A/B  MAC 
determines  if  the  hospital  would  receive 
higher  aggregate  operating  IPPS 
payments  using  the  hospital-specific 
rate  (for  all  claims)  or  the  Federal  rate 


(for  all  claims).  MDHs  are  paid  the  sum 
of  the  Federal  payment  amount  plus  75 
percent  of  any  amount  by  wbicb  the 
hospital-specific  rate  payment  exceeds 
the  Federal  rate  payment  amount. 

Although  MDH  status  is  to  expire  at 
the  end  of  FY  2012,  the  payments 
reflected  on  FY  2011  claims  for  current 
MDHs  may  be  based  on  the  hospital- 
specific  rate.  As  discussed  above,  we 
generally  proposed  to  use  historical 
MedPAR  data  to  determine  the  base 
operating  DRG  payment  amounts  that 
would  be  used  to  estimate  the  amount 
of  funding  available  for  value-based 
incentive  payments  for  the  FY  2013 
Hospital  VBP  Program.  In  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule  (77  FR 
28072),  consistent  with  that  proposal, 
for  SCHs  and  hospitals  that  have  MDH 
status  in  FY  2012,  we  proposed  to  use 
MedPAR  data  to  model  the  reduced  base 
operating  DRG  payment  amount  for 
each  claim  as  if  it  were  paid  based  on 
the  Federal  standardized  amount,  rather 
than  using  the  payment  information  on 
the  claim  (that  is,  regardless  of  whether 
a  claim  was  paid  under  the  hospital- 
specific  rate  or  the  Federal  rate,  the 
reduced  base  operating  DRG  payment 
amounts  for  SCHs  and  current  MDHs 
would  be  estimated  using  the  Federal 
rate). 

We  welcomed  public  comment  on 
these  proposals.  We  also  welcomed 
comment  on  other  suggested  approaches 
to  most  accurately  estimate  these 
amounts. 

Comment:  One  commenter  asked 
CMS  to  verify  that  Maryland  hospitals 
had  not  been  included  in  the  estimated 
available  funding  pool  for  value-based 
incentive  payments  in  FY  2013.  One 
commenter  questioned  whether  the 
amount  stated  in  the  proposed  rule  was 
correct,  because  they  arrived  at 
significantly  different  number. 

Response:  We  inadvertently  included 
reductions  to  payments  for  Maryland 
hospitals  in  the  estimated  total  amount 
available  for  value-based  incentive 
payments  under  the  Hospital  VBP 
Program  for  FY  2013,  in  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule.  As 
noted  above,  we  subsequently  issued  a 
correction  notice  (CMS-1588-CN:  77  FR 
34326),  including  a  new  estimated  $917 
million  total  amount  available  for  value- 
based  incentive  payments  under  the 
Hospital  VBP  Program  for  FY  2013.  Both 
the  original  and  the  corrected  estimates 
were  calculated  using  the  December 
2011  update  to  the  FY  2011  MedPAR 
data  and  with  the  application  of  an 
inflation  factor  of  9.75  percent.  As 
stated  in  the  proposed  rule,  this 
inflation  factor  was  provided  by  CMS 
actuaries  and  included  assumptions 
regarding  changes  in  Medicare  fee-for- 


service  case-mix  and  discharge  levels. 

We  verified  with  our  actuaries  that  the 
estimated  $917  million  total  amount 
available  was  correct. 

After  consideration  of  the  public 
comments  we  received,  we  are  adopting 
our  proposed  methodology  for 
estimating  the  total  amount  available  for 
value-based  incentive  payments  in  a 
fiscal  year  under  the  Hospital  VBP 
Program.  The  final  estimate  for  FY  2013, 
based  on  the  March,  2012  update  to  the 
FY  2011  MedPAR  file,  is  $963  million. 

c.  Methodology  to  Calculate  the  Value- 
Based  Incentive  Payment  Adjustment 
Factor 

In  accordance  with  section 
1886(o)(6)(C)(i)  of  the  Act,  for  each 
eligible  hospital  that  receives  a  TPS 
greater  than  zero  with  respect  to  a  fiscal 
year,  we  proposed  to  calculate  a  value- 
based  incentive  payment  percentage  for 
that  hospital  for  that  fiscal  year.  We 
proposed  that,  in  accordance  with 
section  1886(o)(6)(C)(ii)  of  the  Act,  the 
value-based  incentive  payment 
percentage  that  we  calculate  for  the 
hospital  will  be  based  on  that  hospital’s 
individual  TPS,  and  the  total  amount  of 
value-based  incentive  payments  to  all 
hospitals  in  the  fiscal  year  will  be  equal 
to  the  total  amount  available  for  value- 
based  incentive  payments  for  the  fiscal 
year,  as  estimated  by  the  Secretarv.  In 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  (77  FR  28073),  we  proposed  to 
define  the  term  “value-based  incentive 
payment  percentage”  in  §412.160  as  the 
percentage  of  the  total  base  operating 
DRG  payment  amount  that  a  hospital 
has  earned  back,  based  on  its  TPS  for 
that  fiscal  year.  The  hospital  may  earn 
a  value-based  incentive  payment 
percentage  that  is  less  than,  equal  to,  or 
more  than  the  applicable  percent.  The 
applicable  percent  that  we  will  use  to 
reduce  the  base  operating  DRG  payment 
amount  for  each  FY  2013  discharge  is 
1.0  percent. 

A  hospital  may  earn  a  value-based 
incentive  payment  percentage  that  is 
greater  than  the  applicable  percent, 
which  would  result  in  that  hospital 
receiving  a  value-based  incentive 
payment  adjustment  factor  that  is 
greater  than  one  and  a  higher  base 
operating  DRG  payment  amount  for 
each  discharge  than  it  would  have 
received  in  the  absence  of  the  Hospital 
VBP  Program.  The  proposed  calculation 
of  the  value-based  incentive  payment 
adjustment  factor  is  discussed  in  further 
detail  below.  A  hospital  may  earn  a 
value-based  incentive  payment 
percentage  that  is  equal  to  the 
applicable  percent,  which  would  result 
in  the  hospital  receiving  a*value  based 
incentive  payment  adjustment  factor  of 
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1  and  the  same  base  operating  DRG 
payment  amount  that  it  would  have 
received  for  each  discharge  in  the 
absence  of  the  Hospital  VBP  Program. 
Alternatively,  a  hospital  may  earn  a 
value-based  incentive  payment 
percentage  that  is  less  than  the 
applicable  percent,  which  would  result 
in  the  hospital  receiving  a  value-based 
incentive  payment  adjustment  factor 
that  is  less  than  one  and  a  lower  base 
operating  DRG  payment  amount  for 
each  discharge  than  it  would  have 
received  in  the  absence  of  the  Hospital 
VBP  Program. 

In  order  to  convert  a  hospital’s  TPS 
into  a  value-based  incentive  payment 
factor  that  would  be  applied  to  each 
discharge  in  the  applicable  fiscal  year, 
we  proposed  to  use  the  linear  exchange 
function  that  we  finalized  in  the 
Hospital  Inpatient  VBP  Program  final 
rule  (76  FR  26534).  Under  this  proposed 
methodology,  we  would  use  the 
following  computed  amounts: 

•  The  hospital’s  estimated  total 
annual  base-operating  DRG  amount  for 
all  discharges  for  the  applicable  fiscal 
year; 

•  The  applicable  percent  for  the  fiscal 
year  (1.0  percent  in  FY  2013); 

•  The  (linear)  exchange  function 
slope;  and 

•  The  hospital’s  TPS. 

The  following  six  (6)  steps  illustrate 
our  proposed  methodology: 

Step  1:  Estimate  the  hospital's  total 
annual  base-operating  DRG  amount. 
First,  we  would  estimate  each  hospital’s 
total  annual  base  operating  DRG  amount 
for  all  discharges  in  the  applicable  fiscal 
year.  As  we  discussed  above,  we 
proposed  to  estimate  this  amount  using 
Medicare  inpatient  claims  data  taken 
directlv  from  the  most  recentlv  available 
MedPAR  files. 

Step  2:  Calculate  the  total  annual 
estimated  base  operating  DRG  payment 
reduction  amount  across  all  eligible 
hospitals.  Second,  we  proposed  to 
estimate  the  total  base  operating  DRG 
reduction  amount  across  all  eligible 
hospitals  (which  is  the  total  amount 
available  for  value-based  incentive 
payments)  according  to  the  following 
two  steps: 

Step  2a:  Repeat  Step  1  for  all  eligible 
hospitals,  and  multiply  the  estimated 
total  amount  for  each  hospital  by  the 
applicable  percent.  For  FY  2013,  the 
applicable  percent  is  1 .0  percent;  then 

Step  2b:  Add  together  the  amount  for 
each  hospital  calculated  under  Step  2a. 
This  sum  is  the  total  amount  available 
for  value-based  incentive  payments,  and 
the  numerator  of  the  linear  exchange 
function  slope  that  is  calculated  in  Step 
3  below. 


Step  3:  Calculate  the  linear  exchange 
function  slope.  Third,  we  would 
calculate  the  linear  exchange  function 
slope.  As  noted  above,  we  finalized  the 
use  of  a  linear  exchange  function  for  the 
purpose  of  converting  a  hospital’s  TPS 
into  a  value-based  incentive  payment 
percentage.  We  would  calculate  the 
linear  exchange  function  slope  using  the 
following  steps; 

Step  3a:  Gonvert  the  TPS  for  each 
hospital  into  a  decimal  by  dividing,  it  by 
100.  The  TPS  may  range  from  zero  to 
100.  In  this  step,  we  express  it  as  a 
number  between  zero  and  1 . 

Step  3b:  Multiply  each  hospital’s 
estimated  total  base-operating  DRG 
payment  reduction  amount  for  the 
applicable  fiscal  year  (from  Step  2a 
above)  by  the  hospital’s  TPS  (decimal 
between  zero  and  one  from  Step  3a 
above). 

Step  3c:  Add  together  the  numbers 
computed  in  Step  3b  above.  This  sum 
represents  the  denominator  of  the  linear 
exchange  function  slope  that  is 
calculated  in  Step  3d  below. 

Step  3d:  The  exchange  function  slope 
equals  the  sum  computed  in  Step  2b 
above  divided  by  the  sum  computed  in 
Step  3c  above. 

Step  4:  For  each  hospital,  calculate 
the  hospital’s  value-based  incentive 
payment  percentage  for  the  fiscal  year. 
We  proposed  to  use  the  exchange 
function  slope  (from  Step  3)  and  the 
hospital’s  TPS  to  calculate  the  hospital’s 
value-based  incentive  payment 
percentage  that  it  earned  as  a  result  of 
its  performance  under  the  Hospital 
Inpatient  VBP  Program  for  the  fiscal 
year.  We  could  calculate  the  value- 
based  incentive  payment  percentage  by 
multiplying  the  applicable  percent  by 
the  amount  computed  for  the  hospital  in 
Step  3a  and  the  exchange  function  slope 
as  computed  in  Step  3d  above.  This  is 
the  mathematical  approach  to  locating 
the  place  along  the  linear  exchange 
function  where  a  given  hospital’s  TPS 
score  would  be  located  and  identifying 
the  corresponding  value-based  incentive 
payment  percentage.  As  we  note  above, 
the  value-based  payment  percentage 
could  be  greater  than,  equal  to,  or  less 
than  the  applicable  percent  that  is 
applied  to  reduce  the  base  operating 
DRG  payment  amount  for  each 
discharge. 

Step  5:  Compute  the  net  percentage 
change  in  the  hospital’s  base-operating 
DRG  payment  amount  for  each 
discharge.  Fifth,  we  proposed  to 
calculate  the  net  percentage  change  to 
the  hospital’s  base  operating  DRG 
payment  amount  for  each  discharge  in 
the  applicable  fiscal  year.  We  would 
calculate  the  net  change  as  an 
intermediate  step,  in  order  to  determine 


the  value-based  incentive  payment 
adjustment  factor  described  in  Step  6, 
below.  The  net  percentage  change  in  the 
hospital’s  base  operating  DRG  payment 
amount  for  each  discharge  would  be  the 
difference  between  the  applicable 
percent  and  the  value-based  incentive 
payment  percentage.  We  would 
calculate  this  net  change  for  each 
hospital  by  subtracting  the  applicable 
percent  used  in  Step  2a  (1  percent  for  . 
FY  2013)  from  the  value  based  incentive 
payment  percentage  computed  for  the 
hospital  in  Step  4.  This  net  change  in 
the  base-operating  DRG  payment 
amount  would  be  expressed  as  a 
percentage  and  could  be  positive,  zero, 

^  negative,  depending  on  the  hospital’s 
TPS  and  the  exchange  function  slope. 

Step  6:  Calculate  the  value-based 
incentive  payment  adjustment  factor.  To 
calculate  this  factor,  we  would  convert 
the  hospital’s  individual  net  percentage 
change  in  its  base-operating  DRG 
payment  amount,  from  Step  5,  from  a 
percentage  into  a  number  (by  removing 
the  percent  sign  and  dividing  it  by  100) 
and  add  it  to  1.  The  1  would  reflect  the 
base  operating  DRG  payment  amount 
that  the  hospital  would  have  received 
for  a  discharge  in  the  absence  of  the 
Hospital  VBP  Program.  The  result  is  that 
a  hospital  with  a  positive  net  percentage 
change  to  its  total  base  operating  DRG 
payment  amount  tvould  have  a  value- 
based  incent^e  payment  adjustment 
factor  that  is  greater  than  one.  This 
means  that  we  would  multiply  the 
hospital’s  base  operating  DRG  payment 
amount  for  each  discharge  occurring  in 
the  applicable  fiscal  year  by  a  number 
greater  than  one. 

A  hospital  with  no  net  percentage 
change  to  its  total  base  operating  DRG 
payment  amount  percentage  would  have 
a  value-based  incentive  payment 
adjustment  factor  of  one.  This  means 
that  we  would  multiply  its  base 
operating  DRG  payment  amount  for 
each  discharge  occurring  in  the 
applicable  fiscal  year  by  1,  and  its  base- 
operating  DRG  payment  amount  would 
be  equal  to  what  it  would  have  been  in 
the  absence  of  the  Hospital  VBP 
Program. 

A  hospital  with  a  negative  net 
percentage  change  to  its  total  base- 
operating  DRG  payment  amount 
percentage  would  have  a  value-based 
incentive  payment  adjustment  factor 
that  is  less  than  one.  This  means  that  we 
would  multiply  the  hospital’s  base 
operating  DRG  payment  amount  for 
each  discharge  occurring  in  the 
applicable  fiscal  year  by  a  number  less 
than  one. 

Example  Calculation  of  the  Value- 
Based  Incentive  Payment  Adjustment 
Factor: 
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As  an  example,  assume  the  following 
information; 

•  The  hospital’s  estimated  total 
annual  base  operating  DRG  payment 
amount  for  all  discharges  in  the 
applicable  fiscal  year  =  $1,000,000; 

•  The  applicable  percent  that  is 
applied  to  all  discharges  of  eligible 
hospitals  in  FY  2013  =  1.0  percent; 

•  The  exchange  function  slope  =  2.0; 

•  The  hospital’s  TPS  =  80 

Under  our  proposal,  we  would 

replicate  the  six  steps  to  convert  a 
hospital’s  TPS  into  a  value-based 
incentive  payment  adjustment  factor  as 
follows: 

Step  1:  Estimate  the  hospital’s  total 
annual  base  operating  DRG  payment 
amount.  VVe  would  add  together  the 
estimated  base-operating  DRG  payment 
amount  for  each  FY  2013  discharge.  In 
this  example,  we  assume  this  total 
amount  would  be  $1,000,000. 

Step  2:  Galculate  the  total  annual 
estimated  base  operating  DRG  payment 
reduction  amount  across  all  eligible 
hospitals.  Second,  we  would: 

Step  2a:  Repeat  Step  1  for  all  eligible 
hospitals,  and  multiply  the  total  amount 
for  each  hospital  by  the  applicable 
percent,  which  is  1.0  percent  ir^  this 
example:  $1,000,000  *  0.01  =  $10,000; 
and 

Step  2b:  Add  together  the  amount  for 
each  hospital  calculated  in  Step  2a 
above.  In  this  example,  we  assume  this 
amount  is  a  given.  We  note  that 
computing  this  amount  requires 
knowledge  of  all  eligible  hospitals’ 
estimated  total  base  operating  DRG 
payment  reduction  amount. 

Step  3:  Calculate  the  linear  exchange 
function  slope,  which  we  assume  in  this 
example  to  be  2.0.  We  note  that 
computing  the  slope  requires  knowledge 
of  all  eligible  hospitals’  estimated  total 
base  operating  DRG  payment  reduction 
amount  and  their  TPS  to  compute  the 
relevant  sums  that  are  used  in  the 
numerator  and  denominator  of  the 
slope. 

Step  4:  Calculate  the  hospital’s  value- 
based  incentive  payment  percentage. 
The  hospital’s  value-based  payment 
percentage  would  be  coihputed  as 
follows;  0.01  (the  applicable  percent 
would  be  multiplied  by  0.80  (the 
hospital’s  TPS  divided  by  100)  and  2.0 
(the  exchange  function  slope)). 
Mathematically,  0.01  *  0.80  *  2.0  = 
0.016,  which  can  be  written  as  1.60 
percent.  Therefore,  the  hospital’s  value- 
based  incentive  payment  percentage  for 
the  FY  2013  Hospital  VBP  Program 
would  be  1.60  percent  ($16,000  in  this 
’example). 

Step  5:  Compute  the  net  percentage 
change  in  the  hospital’s  base-operating 
DRG  payment  amount  for  each 


discharge  by  subtracting  1.0  percent  (the 
applicable  percent)  from  the  value- 
based  incentive  payment  percentage 
that  the  hospital  earned  based  on  its 
TPS. 

In  this  example,  the  net  percentage 
change  would  equal  1.60  percent  minus 
1.00  percent,  or  0.60  percent.  In  this 
example,  the  net  percentage  change  is 
positive  and  corresponds  to  a  dollar 
amount  of  0.60  percent  of  the  estimated 
total  annual  base  operating  DRG 
payment  amount  for  the  hospital  of 
$1,000,000(0.60  percent  *  $1,000,000  = 
$6,000). 

Step  6:  Compute  the  value-based 
incentive  payment  adjustment  factor  as 
equal  to:  the  net  percentage  change 
(calculated  in  Step  5),  expressed  as  a 
number,  plus  one.  In  this' example,  the 
hospital’s  value-based  incentive 
payment  adjustment  factor  would  equal 
the  sum  of  0.006  (0.60  percent 
expressed  as  a  number)  plus  one. 

■Therefore,  this  hospital’s  value-based 
incentive  payment  adjustment  factor 
would  equal  1.006,  and  this  factor 
would  be  multiplied  by  the  base 
operating  DRG  payment  amount  for 
each  discharge  occurring  in  FY  2013. 
This  hospital  had  a  positive  net 
percentage  change  to  its  total  base 
operating  DRG  payment  amount  and 
would  have  a  value-based  incentive 
payment  adjustment  factor  that  is 
greater  than  one,  so  we  would  multiply 
the  hospital’s  base  operating  DRG 
payment  amount  for  each  discharge 
occurring  in  the  applicable  fiscal  year 
by  a  number  greater  than  one.  In  this 
example,  the  hospital  would  earn  a  total 
value-based  incentive  payment 
estimated  at  $16,000  for  all  discharges 
in  the  fiscal  year),  which  is  greater  than 
the  1.0  percent  base  operating  DRG 
payment  reduction  amount  applied  to 
each  discharge  in  the  fiscal  year 
(estimated  $10,000  totSl  reduction), 
which  would  result  in  the  hospital 
receiving  a  higher  payment  amount  for 
each  discharge  occurring  in  FY  2013 
than  it  otherwise  would  have  received, 
in  the  absence  of  the  Hospital  VBP 
Program  (an  estimated  $6000  total 
increase  in  base  operating  DRG 
payments  for  the  fiscal  year). 

We  welcomed  comments  on  this 
proposal. 

We  proposed  to  codify  in  our 
regulations  at  §  412.160  definitions  of 
value-based  incentive  payment 
adjustment  factor  and  value-based 
incentive  payment  percentage. 

We  proposed  to  codify  in  our 
regulations  at  §412.162  the  process  for 
reducing  the  base  operating  DRG 
payment  amount  and  applying  the 
value-based  incentive  payment  amount 
adjustment  under  the  Hospital  Value- 


Based  Purchasing  (VBP)  Program.  We 
also  proposed  regulation  text  at 
§412.162  regarding  the  value-based 
incentive  payment  amount  for  a 
discharge;  the  total  amount  available  for 
value-based  incentive  payments;  the 
methodology  for  calculating  the  value- 
based  incentive  payment  amount;  the 
methodology  for  calculating  the  value- 
based  incentive  payment  percentage; 
and  the  methodology  for  calculation  of 
the  value-based  incentive  payment 
adjustment  factor. 

Comment:  Commenters  supported  our 
proposed  methodology  to  calculate  the 
value-based  incentive  payment 
adjustment  factor  for  each  hospital. 

Some  commenters  requested  that  CMS 
provide  hospitals  with  a  statement  at 
the  beginning  and  end  of  each  fiscal 
year.  These  commenters  also  suggested 
that  this  statement  contain  the  hospital’s 
TPS,  estimated  and  actual  payments 
withheld,  estimated  and  actual  gross 
incentive  payments,  and  estimated  and 
actual  net  incentive  payments  made. 

Response:  We  appreciate  the 
commenters’  support  of  these  proposals 
and  appreciate  their  interest  in  receiving 
a  summary  report.  We  will  provide  each 
hpspital  with  a  hospital-specific  report 
detailing  its  TPS  and  value-based 
incentive  payment  adjustment  factor 
prior  to  implementation  of  payment 
adjustments,  each  fiscal  year.  We  will 
provide  this  report  after  the  end  of  the 
performance  period  for  the  applicable 
fiscal  year.  We  do  not  intend  to  estimate 
the  resulting  payment  differences, 
because  these  will  vary,  depending  on 
the  hospital’s  discharge  volume  and 
case  mix  in  the  applicable  fiscal  year. 
We  may  explore  the  possibility  of 
providing  a  payment  summary  report  at 
the  end  of  the  fiscal  year,  in  the  future. 

Comment:  Some  commenters 
expressed  concern  that  GMS  or  its 
contractors  might  inadvertently  include 
payments  for  IME,  DSH,  and  outliers  in 
the  base  operating  DRG  payment 
amount  to  which  value-based  incentive 
payment  adjustment  factors  are  applied 
under  this  Program.  The  commenters 
further  suggested  that  CMS  articulate 
and  allow  comment  on  how  we  will 
instruct  contractors  to  apply  the 
payment  adjustments,  to  ensure  that 
these  payments  are  not  affected. 

Response:  We  appreciate  the 
importance  of  ensuring  that  the  base 
operating  DRG  payment  amounts  are 
calculated  correctly  for  purposes  of 
applying  the  value-based  incentive 
payment  adjustment  factor.  We  do  not 
believe  it  is  necessary  to  propose  and 
solicit  public  comment^on  the 
operational  instructions  that  we  will 
provide  to  our  contractors,  but  we  will 
make  every  effort  to  ensure  that  the 
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payment  adjustments  under  the 
Hospital  VHP  Program  are  appropriately 
processed. 

Comment:  One  commenter  noted  that 
CMS  did  not  indicate  the  performance 
period  or  exchange  function  slope  used 
to  calculate  the  proxy  value-based 
incentive  payment  adjustment  factors 
used  in  Table  16  of  proposed  rule. 

Response:  The  value-oased  payment 
incentive  adjustment  factors  that  we 
used  for  purposes  of  generating  Table  16 
were  based  on  baseline  and  performance 
periods  of  April  1  through  December  31 
of  2008  and  2010,  respectively.  We  note 
that  these  eue  not  actual  Hospital  VBP 
Program  baseline  or  performance 
periods.  We  used  these  periods  to 
calculate  the  FY  2013  Hospital  VBP 
proxy  adjustment  factors  because  at  the 
time  we  issued  the  proposed  rule,  they 
were  the  most  recently  available  periods 
for  which  we  had  data  to  calculate 
hospital  TPSs.  We  were  unable  to  use 
the  actual  TPS  scores  for  the  FY  2013 
performance  period  to  calculate  these 
factors  for  the  final  rule,  because 
hospitals  had  not  yet  had  the 
opportunity  to  review  their  own 
performance.  We  note  that  these  proxy- 
adjustment  factors  will  not  be  used  to 
adjust  hospital  payments.  The  exchange 
function  slope,  calculated  based  on  the 
TPSs  and  base  operating  DRG  payment 
reduction  amounts  for  all  hospitals 
eligible  for  this  simulated  performance 
period,  was  1.931871792.  As  discussed 
above,  we  have  updated  the  estimated 
total  amount  available  for  value-based 
incentive  payments  in  FY  2013,  using 
the  March.  2012  update  to  the  FY  2011 
MedPAR  file.  The  use  of  this  MedPAR 
update  affects  the  linear  exchange 
function  slope  and  the  resulting  proxy 
value-based  payment  incentive 
adjustment  factors,  and  we  have 
updated  Table  16  to  reflect  these  new 
figures.  The  new  linear  exchange 
function  slope  used  for  these 
calculations  in  this  final  rule  is 
1.93621799. 

We  are  also  taking  this  opportunity  to 
clarify  that  the  slope  of  the  payment 
exchange  function  will  be  calculated 
before  hospitals  receive  their  initial 
confidential  reports  at  the  start  of  the 
review  and  corrections  period.  This 
slope  will  then  be  applied  to  each 
hospital’s  TPS,  in  order  to  calculate  the 
hospital’s  value-based  incentive 
payment  adjustment  factor  for 
discharges  occurring  in  a  fiscal  year. 
Should  a  hospital  identify  an  error  that 
requires  us  to  recalculate  its  TPS,  we 
will  not  recalculate  the  exchange 
function  slope.  Rather,  we  will  apply 
the  established  payment  exchange 
function  slope  for  the  fiscal  year  to  the 
newly  calculated  TPS  score.  We  believe 


that  this  is  the  most  straightforward 
approach  to  calculating  value-based 
incentive  payment  adjustment  factors, 
taking  into  account  the  review  and 
corrections  and  appeals  periods. 

Comment:  One  commenter  suggested 
that  CMS  increase  the  applicable 
percent  reduction  to  the  base  operating 
DRG  payment  amounts  to  2  percent 
sooner  than  the  FY  2017  program  year, 
if  CMS  believes  hospitals  have  met  or 
exceeded  current  quality  measure 
standards. 

Response:  We  agree  that  incentivizing 
high  performance  on  measures  is  an 
important  goal;  however,  the  applicable 
percent  reduction  for  each  fiscal  year  is 
specifically  defined  in  section 
1886(o)(7)(C)  of  the  Act.  We  believe  that 
this  gradual  increase  in  the  applicable 
percent  is  valuable,  because  it  allows 
hospitals  time  to  gain  experience  with 
the  Hospital  VBP  Program  before  their 
payments  are  more  significantly 
impacted. 

After  consideration  of  the  public 
comments  we  received,  we  a’re 
finalizing  our  proposal  to  calculate  the 
value-based  incentive  payment 
adjustment  factor  for  each  eligible 
hospital  each  hscal  year  under  the 
Hospital  VBP  Program  using  the  six 
steps  detailed  above. 

We  received  no  comments  on  our 
proposed  regulatory  definitions  of 
value-based  incentive  payment 
adjustment  factor  and  value-based 
incentive  payment  percentage,  and  we 
are  finalizing  them,  with  revisions.  We 
are  codifying  in  our  regulations  at 
§  412.160  that  the  value-based  incentive 
payment  adjustment  factor  is  defined  as 
the  number  by  which  we  will  multiply 
the  base  operating  DRG  payment 
amount  for  each  discharge  from  a 
hospital,  during  a  fiscal  year,  in  order  to 
adjust  the  hospital’s  payment,  as  a  result 
of  its  performance  under  the  Hospital  “ 
VBP  Program.  We  are  also  codifying  in 
our  regulations  at  §412.160  that  value- 
based  incentive  payment  percentage  is 
defined  as  the  percentage  of  the  base 
operating  DRG  payment  amount  for 
each  discharge  that  a  hospital  has 
earned  with  respect  to  a  fiscal  year, 
based  on  its  total  performance  score  for 
that  fiscal  year. 

We  received  no  public  comments  on 
our  proposed  regulatory  language  at 
§412.162,  regarding  the  process  for 
reducing  the  base  operating  DRG 
payment  amount  and  applying  the  > 
value-based  incentive  payment  amount 
adjustment  under  the  Hospital  VBP 
Program;  the  value-based  incentive 
payment  amount  for  a  discharge;  the 
total  amount  available  for  value-based 
incentive  payments;  the  methodology 
for  calculating  the  value-based  incentive 


payment  amount;  the  methodology  for 
calculating  the  value-based  incentive 
payment  percentage;  or  the 
methodology  for  calculation  of  the 
value-based  incentive  payment 
adjustment  factor.  We  are  codifying  the 
proposed  regulatory  text,  with  technical 
revisions. 

We  are  codifying  in  our  regulations  at 
§  412.162  that,  in  general,  if  a  hospital 
meets  or  exceeds  the  performance 
standards  that  apply  to  the  Hospital 
VBP  Program  for  a  fiscal  year,  we  will 
make  value-based  incentive  payments  to 
the  hospital  under  the  requirements  and 
conditions  specified  in  this  section. 

We  are  codifying  in  our  regulations  at 
§412.162  that  the  value-based  incentive 
payment  amount  for  a  discharge  is  the 
portion  of  the  payment  amount  that  is 
attributable  to  the  Hospital  VBP 
Program  and  that  the  total  amount 
available  for  value  based  incentive 
payments  to  all  hospitals  for  a  fiscal 
year  is  equal  to  the  total  amount  of  base- 
operating  DRG  payment  reductions  for 
that  fiscal  year,  as  estimated  by  the  ^ 
Secretary. 

We  are  codifying  in  our  regulations  at 
§412.162  that  the  value-based  incentive 
payment  amount  is  calculated  by 
multiplying  the  base  operating  DRG 
payment  amount  by  the  value-based 
incentive  payment  percentage. 

We  are  codifying  in  our  regulations  at 
§412.162  that  the  value-based  incentive 
payment  percentage  is  calculated  as  the 
product  of:  the  applicable  percent  as 
specified  in  this  section,  the  hospital’s 
TPS  divided  by  100,  and  the  linear 
exchange  function  slope. 

We  are  codifying  in  our  regulations  at 
§412.162  that  the  value-based  incentive 
payment  adjustment  factor  is 
determined  by  subtracting  the 
applicable  percent  as  specified  in 
paragraph  (d)  of  this  section  from  the 
value-based  incentive  payment 
percentage  and  then  adding  that 
difference  to  one. 

Finally,  we  are  codifying  in  our 
regulations  at  §412.160  a  definition  of 
linear  exchange  function.  We  previously 
finalized  this  definition  in  the  Hospital 
Inpatient  VBP  Program  final  rule  (76  FR 
26531)  as  the  means  to  translate  a 
hospital’s  TPS  into  a  value-based 
incentive  payment  percentage  such  that: 

(1)  Each  eligible  hospital’s  value- 
based  incentive  payment  percentage  is 
based  on  its  TPS;  and 

(2)  The  total  amount  of  value-based 
incentive  payments  to  all  hospitals  in  a 
fiscal  year  is  equal  to  the  total  amount 
available  for  value-based  incentive 
payments  in  such  fiscal  year. 
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d.  Timing  of  the  Base  Operating  DRG 
Payment  Amount  Reduction  and  Value- 
Based  Incentive  Payment  Adjustment 
for  FY  2013  and  Future  Hospital  VBP 
Program  Years 

The  applicable  percent  reduction  and 
the  value-based  incentive  payment 
adjustment  are  distinct  adjustments 
which  we  are  required  to  make  to  base 
operating  DRG  payment  amounts  for 
eligible  hospitals  under  the  Hospital 
VBP  Program.  In  this  section,  we  outline 
our  proposals  for  applying  these 
adjustments  to  the  base-operating  DRG 
payment  amounts. 

in  the  Hospital  Inpatient  VBP  Program 
final  rule,  for  the  FY  2013  Hospital  VBP 
Program,  we  established  that  we  would 
incorporate  the  value-based  incentive 
payment  adjustment  into  our  claims 
processing  system  in  January  2013,  and 
that  the  adjustment  would  apply  to  all 
FY  2013  discharges,  including  those 
that  occurred  beginning  on  October  1, 
2012  (76  FR  26536).  Because  of  this 
January  2013  application  of  the  value- 
based  incentive  payment  adjustment,  in 
the  FY  2013  IPPS/LTGH  PPS  proposed 
rule  (77  FR  28075),  we  proposed  that  we 
would  not  apply  the  1.00  percent 
applicable  reduction  to  the  base 
operating  DRG  payment  amount  for 
each  discharge  until  we  apply  the  value- 
based  incentive  payment  adjustment 
factor.  In  other  words,  we  would  add 
the  value-based  incentive  payment 
amount  to  the  hospital’s  reduced  base- 
operating  DRG  payment  amount  for 
each  FY  2013  discharge  at  the  same  time 
that  we  apply  the  1.00  percent  reduction 
to  the  base  operating  DRG  payment 
amount.  The  simultaneous  application 
of  the  1.00  percent  reduction  to  the 
base-operating  DRG  payment  amounts 
and  the  value-based  incentive  payment 
amount  (if  applicable,  based  on  the 
hospital’s  TPS)  would  prevent  hospitals 
from  receiving  a  1.00  percent  reduction 
to  their  base  operating  DRG  payment 
amounts  before  they  receive  their  value- 
based  incentive  payment  amount 
adjustment.  Accordingly,  under  our 
proposal,  beginning  in  January  2013,  a 
hospital  would  receive  a  base  operating 
DRG  payment  amount  for  each 
discharge  occurring  in  FY  2013  that  is 
the  net  result  of  the  application  of  the 
1.00  percent  reduction  and  the 
application  of  the  hospital’s  individual 
value-based  incentive  payment  amount 
adjustment. 

In  FY  2014  and  future  years  of  the 
Hospital  VBP  Program,  we  proposed  to 
apply  both  the  applicable  percent 
reduction  and  the  value-based  incentive 
payment  amount  adjustment  to  the  base 
operating  DRG  payment  amount  for  a 
discharge  during  the  regular  claim 


payment  process,  beginning  in  October 
of  each  fiscal  year.  These  adjustments 
would  be  made  simultaneously  with 
respect  to  each  discharge. 

We  invited  public  comment  on  this 
proposal. 

Comment:  Commenters  supported  the 
proposal  to  delay  application  of  the 
reduction  to  the  base-operating  DRG 
payment  amounts  in  FY  2013  until 
those  reductions  can  be  applied 
simultaneously  with  the  value-based 
incentive  payment  adjustments. 
Commenters  also  supported  the 
proposal  to  apply  the  applicable  percent 
reduction  and  the  value-based  incentive 
payment  adjustment  factor  to  the  base 
operating  DRG  payment  amount 
simultaneously,  beginning  in  January 
2013,  when  the  adjustments  are 
incorporated  into  the  claims  processing 
system. 

Response:  We  thank  the  commenters 
for  their  support  of  these  proposals  and 
we  are  adopting  them  as  final. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  delay  the 
application  of  the  1.00  percent 
applicable  reduction  to  the  base 
operating  DRG  payment  amount  for 
each  discharge  occurring  in  FY  2013 
until  we  apply  the  value-based 
incentive  payment  adjustment  factor. 

We  are  also  finalizing  our  proposal  that 
beginning  with  the  incorporation  of 
value-based  incentive  payment 
adjustments  into  the  claims  processing 
system  in  January  2013,  a  hospital 
would  receive  a  base  operating  DRG 
payment  amount  for  each  discharge 
occurring  in  FY  2013  that  is  the  net 
result  of  the  application  of  the  1.00 
percent  reduction  and  the  application  of 
the  hospital’s  individual  value-based 
incentive  payment  amount  adjustment. 
We  are  also  finalizing  our  proposal  that, 
beginning  with  October  1,  2013 
discharges,  we  will  simultaneously 
apply  both  the  applicable  percent 
reduction  and  the  value-based  incentive 
payment  adjustment  to  the  base 
operating  DRG  payment  amount  for 
each  discharge  during  the  regular  claim 
payment  process. 

e.  Process  for  Reducing  the  Base 
Operating  DRG  Payment  Amount  and 
Applying  the  Value-Based  Incentive 
Payment  Adjustment  for  FY  2013 

In  developing  our  proposal  for  FY 
2013,  we  considered  two  different  ' 
methodologies  for  applying  the  1.00 
percent  reduction  to  the  base  operating 
DRG  payment  amount  for  each 
discharge,  and  for  applying  the  value- 
based  incentive  payment  adjustment  to 
the  reduced  base  operating  DRG 
payment  amount:  (1)  Reprocessing  the 


claims  submitted  prior  to  January  2013, 
which  is  when  we  expect  to  incorporate 
the  value-based  incentive  payment 
adjustments  into  our  claims  processing 
system;  and  (2)  modifying  the  exchange 
function  slope  in  such  a  way  as  to 
redistribute  the  value-based  incentive 
payment  adjustments  for  discharges 
occurring  prior  to  incorporating  the 
adjustments  into  our  claims  processing 
system.  Neither  approach  would  require 
hospitals  to  resubmit  claims. 

In  the  FY  2013  IPPS/LTGH  PPS 
proposed  rule  (77  FR  28075),  we 
proposed  to  reprocess  the  claims 
submitted  by  hospitals  for  discharges 
occurring  between  October  1,  2012  and 
such  time  as  the  value-based  incentive 
payment  adjustments  are  incorporated 
into  the  claims  processing  system.  We 
believe  that  this  approach  is  the  most 
straightforward  way  to  address  the 
January  implementation  of  FY  2013 
value-based  incentive  payment 
adjustments.  For  the  second 
methodology  we  considered,  we  would 
need  to  modify  the  exchange  function 
slope,  because  adjustments  would  not 
have  been  made  beginning  on  October  1, 
2012,  the  start  of  FY  2013.  As  described 
in  section  VIII.G.5.C.  of  this  preamble, 
calculation  of  the  exchange  function 
slope  is  based  on  the  hospital’s  TPS  and 
the  estimated  amount  available  for 
value-based  incentive  payments.  The 
total  amount  available  to  make  value 
based  incentive  payments  to  eligible 
hospitals  is  equal  to  the  total  of  their 
base-operating  DRG  payment  reduction 
amounts,  as  estimated  by  the  Secretary, 
according  to  section  1886(o)(7)(A)  of  the 
Act. 

Under  this  approach,  we  would 
account  for  this  delay  in 
implementation  of  applicable  percent 
reductions  and  value-based  incentive 
payment  adjustment  factors  by 
modifying  the  computed  exchange 
function  slope  so  that  we  could  use  it 
to  calculate  a  value-based  incentive 
payment  adjustment  factor  for  each 
hospital  that  would  distribute  the  total 
amount  available  for  value  based 
incentive  payments  between  January 
and  September  30,  2013.  We  would 
modify  the  exchange  function  to 
accomplish  this  by  multiplying  its  slope 
by  the  following  fraction:  the  total 
number  of  days  in  the  fiscal  year/ 
(divided  by)  the  number  of  days 
between  the  date  we  incorporate 
adjustments  and  the  end  of  the  fiscal 
year.  For  example,  if  the  date  the  value- 
laased  adjustment  is  incorporated  into 
the  system  is  January  15,  then  the 
number  of  days  between  January  15, 
2013  and  September  30,  2013  is  258. 
Therefore,  we  would  multiply  the 
exchange  function  slope  by  365/258,  in 
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order  to  redistribute  the  value-based 
incentive  payment  adjustments  that 
occur  on  or  after  January  15,  2013  in 
such  a  manner  that  they  also  account  for 
discharges  occurring  between  October  1, 
2012  and  January  15,  2013.  For  purpose 
of  calculating  the  exchange  function 
slope  modification,  we  would  assume 
that  hospitals’  base  operating  DRG 
payments  are  constant  throughout  the 
fiscal  year  (that  is.  DRG  payments  are 
not  concentrated  in  the  beginning  or  the 
end  of  the  year,  for  example). 

We  believe  that  this  alternative 
approach  could  cause  confusion 
regarding  payment  amounts  for 
discharges  that  occur  between  the 
beginning  of  the  fiscal  year  and  the 
implementation  of  the  value-hased 
incentive  payment  adjustments  but  are 
not  billed  until  after  the  implementation 
of  the  value-based  incentive  payment 
adjustments.  Those  claims  would  be 
paid  as  though  the  applicable  percent 
reduction  and  the  value-based  incentive 
payment  adjustments  were  not  in  effect, 
because  they  would  be  based  on  date  of 
discharge. 

We  invited  public  comment  on  our 
proposed  approach  to  reprocess  hospital 
inpatient  claims  that  are  billed  between 
October  1,  2012  and  such  time  as  we  are 
able  to  incorporate  the  value-based 
incentive  payment  adjustments  into  our 
claims  processing  system  in  January 
2013.  We  recognize  that  hospitals  would 
be  responsible  for  maintaining  their 
own  internal  accounting  systems  in 
order  to  accommodate  the  reprocessing 
of  these  claims  in  January  2013; 
therefore,  we  also  invited  public 
comment  on  the  alternativ'e  approach 
described  above  of  modifying  the 
exchange  function  slope  to  redistribute 
the  value-based  incentive  payment 
adjustments,  or  any  other  approaches 
which  might  minimize  the 
administrative  burden  imposed  upon 
hospitals. 

Comment:  The  majority  of 
commenters  supported  the  proposal  to 
reprocess  claims,  in  order  to  account  for 
the  January  2013  implementation  of  FY 
2013  value-based  incentive  payment 
adjustment  factors,  because  they 
believed  that  the  approach  is  the  most 
straightforw'ard  and  least  burdensome  to 
hospitals.  Many  of  these  commenters 
noted  that  reprocessing  does  pose  some 
administrative  burden  to  hospitals,  and 
they  requested  that  CMS  perform  a 
timely  reprocess  or  even  a  dedicated 
one. 

Response:  We  thank  the  commenters 
for  their  support  of  the  proposal  to 
reprocess  claims  in  January  2013  and 
acknowledge  the  concern  that  this 
places  an  administrative  burden  on 
hospitals.  We  appreciate  the  importance 


of  timely  reprocessing  hospital  claims  to 
reflect  the  adjustment.  While  we  are 
unable  to  guarantee  a  dedicated 
reprocess  for  payment  adjustments 
under  the  Hospital  VHP  Program,  we 
will  make  every  effort  to  reprocess 
claims  as  quickly  as  practicable. 

Comment:  Some  commenters  stated 
that  they  did  not  support  our  proposal 
to  reprocess  claims.  A  few  of  these 
commenters  expressed  a  preference  for 
settlement  at  cost  report.  One 
commenter  stated  that  a  lump  sum 
adjustment  would  be  preferable,  that 
adjusting  the  value-based  incentive 
payment  adjustments  across  the 
remainder  of  the  year  would  be  next  in 
order  of  preference,  and  that  claims 
reprocessing  would  be  the  least 
preferred  option,  indicating  that  it 
places  a  burden  on  hospitals  to  track, 
validate,  and  reconcile  claims,  long  after 
the  services  were  furnished.  This 
commenter  expressed  concern  with  the 
amount  of  time  CMS  might  take  to 
reprocess  these  claims,  asking  that  it  be 
completed  no  later  than  March  31,  2013, 
should  this  option  be  selected.  Another 
commenter  expressed  preference  for  an 
adjustment  to  the  linear  exchange 
function  slope,  in  order  to  distribute  the 
payment  adjustments  across  the 
remainder  of  the  fiscal  year,  stating  that 
this  approach  would  alleviate  financial, 
operational,  and  administrative 
challenges  associated  with-reprocessing. 

Response:  We  do  not  believe  a  lump 
sum  adjustment  or  cost  report 
settlement  will  be  feasible,  because 
neither  of  these  adjustments  would  be 
reflected  in  Medicare  claims  history. 
Either  a  lump  sum  adjustment  or  the 
cost  report  settlement  would  be  made 
outside  of  the  claims  processing  system. 
This  would  mean  that  the  claim  would 
appear  in  Medicare  claims  history  to 
have  been  paid  without  any  value-based 
incentive  payment  adjustment  factor 
when,  in  reality,  an  adjustment  would 
have  been  made  outside  of  the  claims 
system.  Given  that  we  use  Medicare 
claims  data  for  a  number  of  programs 
and  initiatives  across  the  agency,  we 
believe  that  reprocessing  claims  is  the 
most  straightforward  approach  and  that 
it  allows  us  to  maintain  an  accurate 
claims  history.  Further,  we  do  not  wish 
to  delay  high-performing  hospitals’ 
receipt  of  their  value-based  incentive 
payment  amounts  or  delay  low- 
performing  hospitals  incurring  payment 
reductions  until  the  cost  report  is 
finalized.  We  believe  that  delaying  the 
settlement  of  these  value-based 
incentive  payments  until  cost  report 
settlement  would  add  a  degree  of 
uncertainty  to  hospital  payments,  which 
might  not  be  reconciled  for  several 
years. 


We  appreciate  the  comment  that  an 
adjustment  to  the  linear  exchange 
function  might  alleviate  some 
administrative  burden;  however,  we 
believe  that  such  an  adjustment  might 
create  confusion  regarding  the  payment 
amounts  made  for  discharges  occurring 
prior  to  the  January  2013 
implementation  of  the  value-based 
incentive  payment  adjustments  but 
processed  after  the  implementation. 
Further,  as  noted  above,  w^e  are 
concerned  that  this  result  might  create 
an  inaccurate  claims  history  that  would 
impact  other  CMS  programs  for  which 
this  claims  history  is  used.  If  we  were 
to  adjust  claims  paid  after  the  January 
incorporation  of  value-based  incentive 
payment  adjustment  factors  into  the 
claims  processing  system,  then  the 
claims  history  would  show  a  portion  of 
the  year  during  which  claims  were  not 
subject  to  any  value-based  incentive 
payment  adjustments.  The  claims  paid 
during  the  remainder  of  the  year  would 
then  reflect  an  adjustment  that 
distributes  incentives  across  less  than  a 
full  fiscal  year.  The  concentration  of  a 
fiscal  year’s  worth  of  incentives  across 
less  than  the  full  fiscal  year  might  skew 
calculations  done  under  other  CMS 
programs  that  rely  on  Medicare  claims 
data. 

Comment:  A  few  commenters 
expressed  general  concern  that  CMS 
would  not  have  the  value-based 
incentive  payment  adjustment  factors 
for  FY  2013  in  place,  in  the  claims 
processing  system,  until  January  2013. 

Response:  As  noted  above,  we 
finalized  the  January  2013  application 
of  the  value-based  incentive  payment 
adjustment  factors,  for  discharges 
occurring  in  FY  2013,  in  the  Hospital 
Inpatient  VHP  Program  final  rule  (76  FR 
26536).  We  acknowledge  that  this 
results  in  additional  complexities; 
however,  we  previously  finalized  this 
policy  in  order  to  meet  the  statutory 
posting  and  notification  deadlines  of  the 
Hospital  VBP  Program. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  reprocess  the 
claims  submitted  by  hospitals  for 
discharges  occurring  between  October  1, 
2012  and  the  January  2013 
incorporation  of  the  value-hased 
incentive  payment  adjustments  into  the 
claims  processing  system. 

6.  Review  and  Corrections  Processes 
a.  Background 

Section  1886(o)(10)(A)(i)  of  the  Act 
requires  that  the  Secretary  make 
information  available  to  the  public 
regarding  individual  hospital 
performance  in  the  Hospital  VBP 
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Program,  including:  (1)  The 
performance  of  the  hospital  on  each 
measure  that  applies  to  the  hospital;  (2) 
the  performance  of  the  hospital  with 
respect  to  each  condition  or  procedure; 
and  (3)  the  hospital’s  TPS.  To  comply 
with  this  requirement,  we  stated  in  the 
Hospital  Inpatient  VBP  Program  final 
rule  that  we  intended  to  publish 
hospital  scores  with  respect  to  each 
measure,  each  hospital’s  condition- 
specific  score  (that  is,  the  performance 
score  with  respect  to  each  condition  or 
procedure,  for  example,  AMI,  HF,  PN, 
and  SCIP),  each  hospital’s  domain- 
specific  score,  and  each  hospital’s  TPS 
on  the  Hospital  Compare  Weh  site  (76 
FR  26534  through  26536). 

Section  1886(o)(10)(A)(ii)  of  the  Act 
requires  the  Secretary  to  ensure  that 
each  hospital  has  the  opportunity  to 
review,  and  submit  corrections  for,  the 
information  to  be  made  public  with 
respect  to  each  hospital  under  section 
1886(o)(10)(A)(i)  of  the  Act  prior  to  such 
information  being  made  public.  In  the 
CY  2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74545),  we 
finalized  procedures  that  will  enable 
hospitals  to  review  and  correct  both  the 
underlying  data  and  measure  rates  for 
the  clinical  process  of  care  measures 
and  HCAHPS  dimensions  under  the 
Hospital  VBP  Program  (76  FR  74545 
through  74547). 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28076),  we  made 
additional  proposals  that  will  enable 
hospitals  to  review  and  correct  their 
claims-based  measure  rates,  as  well  as 
their  condition-specific  scores,  domain- 
specific  scores,  and  TPSs. 

b.  Review  and  Corrections  Process  for 
Claims-Based  Measure  Rates 

We  use  claims/administrative  data  to 
calculate  measure  rates  for  measures 
that  we  have  adopted  for  a  number  of 
pay  for  reporting  and  pay  for 
performance  programs,  such  as  the 
Hospital  VBP  Program.  For  claims-based 
measures  used  in  the  Hospital  IQR 
Program,  we  currently  provide  hospitals 
with  confidential  reports  containing  the 
measure  rate  calculations  and 
accompanying  confidential  detailed 
discharge-level  information  prior  to 
making  the  rates  available  to  the  public. 
With  respect  to  the  claims-based 
measures  we  adopt  for  the  Hospital  VBP 
Program,  we  proposed  to  deliver  the 
same  type  of  confidential  reports  and 
accompanying  confidential  detailed 
discharge-level  information  for  purposes 
of  providing  hospitals  an  opportunity  to 
review  and  submit  corrections  for  their 
claims-based  measure  rates  under 
section  1886(o)(10)(A)(ii)  of  the  Act. 


The  confidential  reports  would 
contain  the  claims-based  measure  rate 
calculations  and  would  be  accompanied 
by  additional  confidential  discharge- 
level  information  based  on  the  most 
recent  administrative  data  available  at 
the  time  we  run  the  data  for  purposes 
of  calculating  the  rates.  As  we  discuss 
below,  we  proposed  to  create  extracts  of 
the  data  to  be  used  for  measure  rate 
calculation  purposes  approximately  90 
days  after  the  last  discharge  date  in  the 
performance  period  for  the  measure. 

Our  intent  in  providing  the  confidential 
reports  and  accompanying  discharge- 
level  data  to  hospitals  is  twofold:  (1)  To 
provide  hospitals  with  an  opportunity 
to  review  and  submit  corrections  for  the 
measure  rates  that  we  will  make 
available  to  the  public;  and  (2)  to 
facilitate  hospitals’  quality  improvement 
efforts  with  respect  to  the  measures.  The 
discharge-level  information  would 
contain  data  derived  from  claims  and 
administrative  data  that  were  used  in 
the  calculation  of  the  measure  rates. 
Depending  on  the  measure,  this 
discharge  level  information  might 
include  data  elements  such  as  dates  of 
admission,  dates  of  discharge,  patient 
risk  factors,  primary  and  secondary 
diagnoses,  procedures,  dates  of  death, 
dates  of  service  after  discharge  by  the 
same  or  other  providers/suppliers,  and 
provider/supplier  numbers.  The 
confidential  reports  and  accompanying 
discharge  level  data  would  be  delivered 
to  each  hospital  via  its  secure 
QualityNet  account. 

We  proposed  to  provide  hospitals  a 
period  of  30-days  to  review  and  submit 
corrections  for  the  claims-based 
measure  rates  contained  in  their 
confidential  reports.  This  30-day  period 
would  begin  the  day  hospitals’ 
confidential  reports  and  accompanying 
discharge-level  data  are  posted  to 
QualityNet.  These  measure  rates  will  be 
used  for  performance  scoring,  value- 
based  incentive  payment  amount 
calculations,  and  public  reporting  for 
the  Hospital  VBP  Program.  Based  on  our 
previous  experience  with  public 
reporting  of  measures  under  the 
Hospital  IQR  Program,  including  the  30- 
day  risk  standardized  mortality  rates 
and  the  AHRQ  Patient  Safety  Indicators, 
we  believe  this  30-day  period  will  allow 
enough  time  for  hospitals  to  review 
their  data  and  notify  us  of  suspected 
errors  in  the  measure  rate  calculations, 
and  for  us  to  incorporate  appropriate 
corrections  to  the  calculations.  During 
the  review  and  correction  period, 
hospitals  should  notify  us  of  suspected 
errors  using  the  technical  assistance 
contact  information  provided  in  their 
confidential  reports. 


The  review  and  correction  process  we 
proposed  to  adopt  for  the  claims-based 
measure  rates  would  not  allow  hospitals 
to  submit  corrections  related  to  the 
underlying  claims  data  we  used  to 
calculate  the  measure  rates,  or  allow 
hospitals  to  add  new  claims  to  the 
performance  period  data  set  that  we  ran 
to  calculate  the  rates.  This  is  because  it 
is  necessary  to  take  a  static  “snapshot” 
of  the  claims  in  order  to  perform  the 
calculations.  For  purposes  of  this 
Program,  we  would  calculate  the  claims- 
based  measures  using  claims  and 
corrections  to  claims  submitted  by 
hospitals  that  were  incorporated  into 
our  claims  database  during  the 
approximately  90  day  period  following 
the  last  date  of  discharge  to  be  included 
in  the  measure  calculation. 

We  recognize  that  under  our  current 
timely  claims  filing  policy,  hospitals 
have  up  to  one  year  from  the  date  of 
discharge  to  submit  a  claim.  However, 
in  using  claims  and  other  administrative 
data  to  calculate  measure  rates  for  the 
Hospital  VBP  Program,  we  proposed  to 
create  data  extracts  using  claims 
information  as  it  exists  in  our  Common 
Working  File  (CWF)  approximately  90 
days  after  the  last  discharge  date  in  the 
performance  period  for  the  measures. 

For  example,  if  the  last  discharge  date 
in  the  performance  period  for  a  measure 
is  June  30,  2011,  we  would  create  the 
data  extraction  on  or  about  September 
30,  2011  and  use  that  data  to  calculate 
the  measure  rates  for  that  performance 
period.  Hospitals  would  then  receive 
the  measure  rates  in  their  confidential 
reports  and  accompanying  data,  and 
they  would  have  an  opportunity  to 
review  and  submit  corrections  to  those 
rates.  As  we  stated  above,  hospitals 
would  not  be  able  to  submit  corrections 
to  the  underlying  data  that  we  extracted 
on  or  about  September  30,  2011,  and 
would  also  not  be  able  to  add  claims  to 
the  data  set.  We  would  consider  the 
underlying  claims  and  administrative 
data  to  be  complete  for  purposes  of  the 
Hospital  VBP  Program  claims-based 
measure  rate  calculations  at  the 
conclusion  of  the  approximately  90  day 
period  following  the  last  date  of 
discharge  used  in  the  performance 
period. 

We  considered  a  number  of  factors  in 
determining  that  an  approximately  90 
day  “run-out”  period  is  appropriate  for 
purposes  of  calculating  the  claims-based 
measure  rates.  First,  we  seek  to  provide 
timely  quality  data  to  hospitals  for  the 
purpose  of  quality  improvement,  and  to 
the  public  for  the  purpose  of 
transparency.  Next,  we  seek  to  .make 
payment  adjustments  to  hospitals  as 
close  in  time  to  the  applicable 
performance  period  as  possible.  Finally, 
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we  seek  to  have  as  complete  a  data  set 
as  possible,  recognizing  that  hospitals 
have  up  to  one  year  from  the  date  of 
discharge  to  submit  a  claim  under  our 
timely  claims  filing  policy. 

After  we  run  the  data  and  create  the 
data  extract  for  purposes  of  calculating 
the  measure  rate  for  a  claims-based 
measure,  it  takes  several  months  to 
incorporate  other  data  needed  to 
complete  the  rate  calculation 
(particularly  in  the  case  of  a  risk- 
adjusted  and/or  episode  based  measure). 
We  then  need  to  generate  and  check  the 
rate  calculations,  as  well  as  program, 
populate,  and  deliver  the  confidential 
reports  and  accompanying  data  to 
hospitals.  We  are  also  aware  that 
hospitals  would  like  to  receive 
performance  information  under  the 
Hospital  VHP  Program  as  close  in  time 
to  the  performance  period  as  possible.  If 
we  were  to  wait  to  run  the  data  for 
purposes  of  calculating  the  claims-based 
measure  rates  until  at  least  12  months 
after  the  last  discharge  date  in  the 
performance  period,  we  would  not,  for 
operational  reasons,  be  able  to  provide 
the  measure  rates  to  hospitals  18  to  24 
months  after  the  performance  period 
ended.  We  believe  that  this  would 
create  an  unacceptably  long  delay  both 
for  hospitals  that  are  interested  in 
receiving  timely  measure  rate 
calculations  for  their  own  quality 
improvement  efforts,  and  for  us  to  (1) 
calculate  TPSs  for  a  program  year  and 
(2)  publicly  report  hospital  performance 
on  the  Hospital  Compare  Web  site. 
Therefore,  we  proposed  to  extract  the 
data  needed  to  calculate  a  claims-based 
measure  rate  approximately  90  days 
after  the  last  discharge  date  for  the 
measure’s  performance  period  so  that 
we  can  best  balance  our  need  to  provide 
timely  program  information  to  hospitals 
against  the  need  to  calculate  the  claims- 
based  measures  using  as  complete  a  data 
set  as  possible. 

During  the  30-day  review'  and 
correction  period,  hospitals  should 
notifi'  us  of  suspected  errors  in  our 
calculation  of  the  measure  rates  using 
the  technical  support  contacts  provided 
in  the  hospital’s  confidential  report.  We 
would  investigate  the  validity  of  each 
submitted  correction  and  notify 
hospitals  of  the  results.  Should  we 
confirm  that  we  made  an  error  in 
calculating  one  or  more  claims-based 
measure  rates  included  in  a  hospital’s 
confidential  report,  we  would  correct 
the  calculation(s)  and  issue  a  new 
confidential  report  to  the  hospital.  We 
proposed  that  once  the  30-day  review 
and  corrections  period  has  concluded, 
we  would  not  accept  any  additional 
corrections  submitted  by  a  hospital. 


We  invited  public  comment  on  the 
proposed  review  and  correction  process 
for  claims-based  measure  rates  to  be 
used  in  the  Hospital  VBP  Program. 

Comment:  A  number  of  commenters 
supported  our  proposals  on  review  and 
correction  of  claims-based  performance 
measure  data. 

Response:  We  thank  commenters  for 
their  support. 

Comment:  Some  commenters  urged  us 
to  allow  up  to  60  days  for  hospitals  to 
review  and  correct  their  claims-based 
measure  data  under  the  Hospital  VBP 
Program,  noting  that  hospitals  will 
receive  discharge-level  information  on 
claims-based  measures  for  the  first  time. 

Response:  We  believe  that  the 
proposed  30  day  review  and  correction 
period  is  adequate  for  reviewing 
Hospital  VBP  measure  rates  and 
performance  scores.  This  30  day  time 
period  is  the  same  amount  of  time  used 
in  Hospital  Compare  measure  rate 
previews,  and  this  time  period  has 
proved  to  be  adequate  for  hospitals  to 
review  their  measure  rates.  We  are  also 
concerned  about  tbe  delay  that  w'ould 
result  in  making  value-based  incentive 
payments  if  we  allowed  hospitals  60 
days  to  review  and  correct  their  claims- 
based  measure  data.  We  believe  that  we 
have  a  responsibility  to  provide 
hospitals  with  timely  reimbursements, 
and  allowing  60  days  for  review  and 
corrections  would  unacceptably  further 
delay  our  ability  to  make  incentive 
payments  under  tbe  Program.  Our 
experience  with  delivering  similar 
reports  to  hospitals  on  similar  measures 
indicates  that  30  days  is  sufficient  time 
for  hospitals  to  download  their  reports 
and  verify  the  accuracy  of  the  measure 
calculations  and  troubleshoot  any 
suspected  discrepancies  with  the  help 
of  our  contractor.  In  light  of  the  fact  that 
we  .will  be  providing  even  more  detailed 
information  than  we  have  previously 
provided  to  hospitals  under  the  Hospital 
IQR  Program,  we  believe  that  30  days  is 
sufficient  time  for  hospitals  to  review 
and  submit  corrections  to  the  claims- 
based  measure  rates  that  will  be  used  in 
the  Hospital  VBP  Program. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  tbe  claims-based  measure  rate 
review  and  correction  process  as 
proposed  for  FY  2014  and  all 
subsequent  payment  determinations. 

c.  Review  and  Correction  Process  for 
Condition-Specific  Scores,  Domain- 
Specific  Scores  and  Total  Performance 
Scores 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28077),  we 
proposed  to  adopt  a  review  and 
corrections  process  that  will  enable 


hospitals  to  review  and  submit 
corrections  with  respect  to  their 
performance  on  each  condition  (the 
condition-specific  score),  their 
performance  on  each  domain  (the 
domain-specific  score)  and  their  TPSs. 
Under  this  proposed  process,  we  would 
provide  each  hospital  with  a  TPS  Report 
(this  would  be  a  different  report  than 
the  hospital  confidential  report  and 
accompanying  data  described  above, 
and  the  reports  described  in  previous 
rules  that  will  enable  hospitals  to 
review  and  correct  tbeir  chart-abstracted 
and  HCAHPS  measure  data).  A  hospital 
would  have  30  days  from  the  date  we 
post  the  report  on  its  QualityNet 
account  to  review  the  TPS  Report  and 
submit  any  necessary  corrections  to  us 
via  QualityNet.  This  proposed 
requirement  will  enable  us  to  evaluate  . 
corrections  requests  and  provide 
decisions  on  those  requests  in  a  timely 
manner.  As  discussed  further  belov>^  we 
also  proposed  that  the  submission  of  a 
correction  through  this  process  be  a 
prerequisite  to  a  hospital  being  able  to 
submit  an  appeal  of  the  calculation  of 
its  performance  assessment  with  respect 
to  the  performance  standards  and/or  its 
TPS  uiKler  section  1886(o)(ll)(A)  of  the 
Act. 

Hospitals  would  not  be  able  to  use 
this  proposed  review  and  correction 
process  to  ask  us  to  reconsider  a 
hospital’s  eligibility  under  section 
1886(o)(l)(C)  of  the  Act  to  participate  in 
the  Hospital  VBP  Program  for  a  fiscal 
year.  However,  we  sought  public 
comment  on  whether  our  determination 
regarding  a  hospital’s  eligibility  should 
be  subject  to  correction. 

VVe  believe  that  this  proposed  review 
and  corrections  process  will  ensure  that 
hospitals  are  able  to  fully  and  fairly 
review  their  condition-specific  scores, 
domain-specific  scores,  and  TPS.  We 
invited  public  comment  on  this 
proposal.  We  note  that  we  anticipate 
posting  FY  2013  hospital  performance 
information  on  Hospital  Compare  in 
April  2013.  We  proposed  to  codify  the 
process  for  posting  hospital-specific 
information  under  the  Hospital  VBP 
Program  in  our  regulations  at  42  CFR 
412.163. 

We  view  the  review  and  corrections 
process  as  separate  and  distinct  from  the 
appeals  process.  Each  process  is  aimed 
at  allowing  hospitals  to  seek  certain 
reconsiderations  from  CMS.  The  review 
and  corrections  process  is  aimed  at 
correcting  data  that  will  be  made  public 
on  the  Hospital  Compare  Web  site, 
while  the  appeals  process  allows 
hospitals  to  seek  reconsideration  for 
errors  that  may  have  been  introduced 
during  the  TPS  calculation  that  may 
affect  hospitals’  payments. 
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Comment:  Many  commenters  urged 
us  to  allow  up  to  60  days  for  hospitals 
to  review  and  correct  their  TPSs  under 
the  Hospital  VHP  Program. 

Response:  As  discussed  above,  we  are 
concerned  about  the  delay  in  making 
value-based  incentive  payments  to 
hospitals  that  would  result  if  we 
allowed  hospitals  60  days  to  review  and 
correct  their  TPSs.  The  proposed  30  day 
review  and  correction  period  is  the 
same  length  of  time  that  we  have  long 
allowed  hospitals  to  preview  the  data  to 
be  made  public  under  the  Hospital  IQR 
Program,  and  we  believe  that  this  time 
period  has  proven  to  be  adequate  for 
hospitals  to  review  their  measure  rates. 
We  believe  that  we  have  a  responsibility 
to  provide  hospitals  with  timely 
reimbursements,  and  allowing  60  days 
for  review  and  corrections  of  TPSs 
would,  in  our  view,  unacceptably 
further  delay  incentive  payments  under 
the  Hospital  VBP  Program. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposals  on  review  and 
‘  corrections  as  proposed.  We  are  also 
codifying  these  policies  at  42  CFR 
412.163. 

7.  Appeal  Process  Under  the  Hospital 
VBP  Program 

a.  Background 

Section  1886(o)(ll)(A)  of  the  Act 
requires  the  Secretary  to  establish  a 
process  by  which  hospitals  may  appeal 
the  calculation  of  a  hospital’s 
performance  assessment  with  respect  to 
the  performance  standards  (section 
1886(o){3)(A)  of  the  Act)  and  the 
hospital  performance  score  (section 
1886(o)(5)  ofthe  Act). 

Under  section  1886(o)(ll)(B)  of  the 
Act,  there  is  no  administrative  or 
judicial  review  under  section  1869  of 
the  Act,  section  1878  of  the  Act,  or 
otherwise  of  the  following:  (1)  The 
methodology  used  to  determine  the 
amount  of  the  value-based  incentive 
payment  under  section  1886(o)(6)  of  the 
Act  and  the  determination  of  such 
amount;  (2)  the  determination  of  the 
amount  of  funding  available  for  the 
value-based  incentive  payments  under 
section  1886(o)(7)(A)  of  the  Act  and  the 
payment  reduction  under  section 
1886(o)(7)(B)(i)  ofthe  Act;  (3)  the 
establishment  of  the  performance 
standards  under  section  1886(o)(3)  of 
the  Act  and  the  performance  period 
under  section  1886(o)(4)  of  the  Act;  (4) 
the  measures  specified  under  section 
1886(b)(3)(B)(viii)  of  the  Act  and  the 
measures  selected  under  section 
1886(o)(2)  ofthe  Act;  (5)  the 
methodology  developed  under  section 
1886(o)(5)  of  the  Act  that  is  used  to 


calculate  hospital  performance  scores 
and  the  calculation  of  such  scores;  or  (6) 
the  validation  methodology  specified  in 
section  1886(b)(3)(B)(viii)(XI)  of  the  Act. 

b.  Appeal  Process 

We  solicited  public  comments  on  the 
general  structure  and  procedures  we 
should  consider  when  developing  an 
appeals  process  for  the  Hospital  VBP 
Program  in  the  Hospital  Inpatient  VBP 
Program  proposed  rule  (76  FR  2484).  We 
took  these  comments  into  consideration 
when  we  developed  the  proposed 
appeals  process  that  appears  below.  In 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  (77  FR  28077),  we  proposed  to 
implement  an  administrative  appeals 
process  that  provides  hospitals  with  the 
opportunity  to  appeal  the  calculation  of 
their  performance  assessment  with 
respect  to  the  performance  standards,  as 
well  as  their  TPS. 

We  proposed  to  codify  this  proposed 
appeals  process  and  the  limitations  on 
administrative  and  judicial  review  in 
our  regulations  at  42  CFR  412.167.^32 

Under  our  proposed  appeals  process, 
if  a  hospital  is  seeking  to  appeal  a 
calculation  of  the  TPS,  measure/ 
dimension  score,  condition-specific 
score,  domain  specific  score,  or  measure 
rate/data  for  which  the  hospital  could 
have  submitted  a  correction  during  the 
review  and  correction  process  we  have 
both  previously  finalized  (with  respect 
to  chart-abstracted  and  HCAHPS  data) 
and  proposed  to  adopt  in  this  proposed 
rule,  we  would  require  that  the  hospital 
first  submit  a  correction  to  that 
calculation,  and  receive  an  adverse 
determination  from  us,  as  part  of  that 
process  before  the  hospital  could 
challenge  it  under  the  appeals  process. 
We  proposed  to  adopt  this  requirement 
because  we  believe  that  we  will  be  able 
to  resolve  many  hospital  claims  through 
the  review  and  corrections  process,  and 
thus  eliminate  the  need  for  an  appeal. 

To  the  extent  that  a  hospital  seeks  to 
appeal  a  calculation  that  was  the  subject 
of  a  correction  request,  we  proposed 
that  the  deadline  for  the  hospital  to 
submit  an  appeal  under  section 
1886(o)(ll)(A)  of  the  Act  would  be  30 
days  from  the  date  we  informed  the 
hospital  through  QualityNet  of  our 
decision  on  the  correction  request.  For 
any  other  appeals  requests,  we  proposed 
that  hospitals  have  up  to  30  days  after 
the  conclusion  of  the  review  and 
corrections  period  specified  above  to 
submit  an  appeal.  We  sought  public 
comment  on  the  appropriateness  of  this 
proposed  appeals  timeline  and  whether 


132  vVe  inadvertently  also  proposed  to  include 
regulation  text  on  the  limitations  on  review  at  42 
CFR  412.162(e). 


we  should  consider  any  other  possible 
deadlines. 

We  proposed  that  all  appeals  be 
submitted  through  QualityNet  and  that 
they  contain  the  following  information: 

•  Hospital’s  CMS  Certification 
Number  (CCN) 

•  Hospital  Name 

•  Hospital’s 'basis  for  requesting  an 
appeal.  This  must  identify  the  hospital’s 
specific  reason(s)  for  appealing  the 
hospital’s  TPS  or  performance 
assessment  with  respect  to  the 
performance  standards. 

•  CEO  contact  information,  including 
name,  email  address,  telephone  number, 
and  mailing  address  (must  include  the 
physical  address,  not  just  the  post  office 
box). 

•  QualityNet  System  Administrator 
contact  information,  including  name,  ' 
email  address,  telephone  number,  and 
mailing  address  (must  include  the 
physical  address,  not  just  the  post  office 
box). 

Consistent  with  sections 
1886(o)(ll)(A)  and  (B)  of  the  Act,  we 
proposed  that  hospitals  would  be  able  to 
submit  an  appeal  on  the  following 
issues: 

•  CMS’  decision  to  deny  a  hospital’s 
correction  request  that  the  hospital 
submitted  under  the  review  and 
corrections  process; 

•  Whether  the  achievement/ 
improvement  points  were  calculated 
correctly; 

•  Whether  CMS  properly  used  the" 
higher  of  the  achievement/improvement 
points  in  calculating  the  hospital’s 
measure/dimension  score; 

•  Whether  CMS  correctly  calculated 
the  domain  scores,  including  the 
normalization  calculation; 

•  Whether  CMS  used  the  proper 
lowest  dimension  score  in  calculating 
the  hospital’s  HCAHPS  consistency 
points; 

•  Whether  CMS  calculated  the 
HCAHPS  consistency  points  correctly; 

•  Whether  the  correct  domain  scores 
were  used  to  calculate  the  TPS; 

•  Whether  each  domain  was  weighted 
properly; 

•  Whether  the  weighted  domain 
scores  were  properly  summed  to  arrive 
at  the  TPS;  and 

•  Whether  the  hospital’s  open/closed 
status  (including  mergers  and 
acquisitions)  is  properly  specified  in 
CMS’  systems. 

We  invited  public  comment  on  this 
proposed  administrative  appeal  process. 

Comment:  Commenters  generally 
expressed  support  for  CMS’  proposed 
appeals  process  for  the  Hospital  VBP 
Program.  Some  commenters  requested 
additional  detail  on  CMS’  timeframe  for 
resolving  appeals. 
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Response:  We  thank  the  commenters 
for  their  support.  We  regret  that  we  are 
not  able  to  provide  further  detail  on  a 
timeframe  for  resolving  appeals  requests 
at  this  time.  The  Hospital  VBP  Program 
is  new,  and  we  therefore  have  no  basis 
on  which  to  estimate  the  number  or 
magnitude  of  appeals  requests  that  we 
will  need  to  review.  We  intend  to 
resolve  all  appeals  requests  under  the 
Hospital  VBP  Program  as  quickly  as 
possible  given  available  resources. 

Comment:  Some  commenters  opposed 
CMS’  proposed  appeals  process,  arguing 
that,  despite  their  best  efforts,  hospitals 
miss  errors  during  their  own  internal 
accuracy  reviews  and  do  not  believe 
that  the  proposed  timeframe  provides 
hospitals  the  ability  to  fully  review  their 
scoring  reports.  Commenters  argued  that 
hospitals  should  have  every  opportunity 
to  correct  mistakes  once  they  are 
identified,  even  if  hospitals  identify 
those  mistakes  after  the  review  and 
corrections  process. 

Response:  We  remind  commenters 
that  they  have  ample  opportunity  to 
review  and  correct  patient  level 
HCAHPS  and  process  of  care  measure 
data  submission  prior  to  quarterly  data 
submission  deadline  as  part  of  our 
review  and  correction  process.  We  also 
believe  that  the  proposed  limitation  on 
the  appeals  process  encourages 
hospitals  to  review  their  score  reports  as 
thoroughly  as  possible  in  order  to 
ensure  that  we  make  accurate,  timely 
value-based  incentive  payments  through 
this  program. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  appeals  process  for  the 
Hospital  VBP  Program  as  proposed.  We 
are  also  codifying  this  process  and  the 
limitations  on  review  in  our  regulations 
at  42  CFR  412.167. 

8.  Measures  for  the  FY  2015  Hospital 
VBP  Program 

a.  Relationship  Between  the  National 
Strategy  and  the  Hospital  VBP  Program 

Section  399HH  of  the  Public  Health 
Service  Act.  as  added  and  amended  by 
sections  3011  and  10302  of  the 
Affordable  Care  Act,  requires  the 
SecretaiA'  to  establish  a  national  strategy 
to  improve  the  delivery  of  health  care 
services,  patient  health  outcomes,  and 
population  health.  The  Secretary 
published  the  “National  Strategy  for 
Quality  Improvement  in  Health  Care” 
on  March  21,  2011.  The  strategy  is 
available  at:  http://\\^\’w.heaIthcare.gov/ 
law/resources/reports/ 
nationalqualitystrategy03201 1  .pdf. 

We  believe  we  can  incorporate  the 
goals  of  the  National  Quality  Strategy 
into  our  policies  under  the  Hospital 


VBP  Program.  We  view  the  strategy  as 
an  important  driver  in  revamping  how 
Medicare  services  are  paid  for,  moving 
increasingly  towards  rewarding 
hospitals  that  deliver  better  outcomes  in 
health  and  health  care  at  lower  cost  to 
the  beneficiaries  and  communities  they 
serve.  Over  time,  the  strategy  is  also 
helping  us  align  the  goals  for  quality 
measurement  and  improvement  in 
hospitals  with  those  of  other  providers 
and  suppliers  in  the  health  system, 
promoting  shared  accountability  across 
care  settings  for  beneficiary  care  and 
quality  improvement. 

We  believe  that,  given  the  availability 
of  endorsed  measures  and  the  need  to 
balance  the  number  and  scope  of  the 
measures  against  the  burden  on 
participating  hospitals,  as  well  as 
ensuring  that  the  Hospital  VBP 
Program’s  measure  set  reflects  our 
quality  improvement  priorities,  the 
Hospital  VBP  Program  measures  should 
as  fully  as  possible  reflect  the  six 
measurement  domains  that  arise  from 
the  National  Quality  Strategy’s  six 
priorities:  Clinical  Care;  Person-  and 
Caregiver-Centered  Experience  and 
Outcomes:  Safety;  Efficiency  and  Cost 
Reduction;  Care  Coordination;  and 
Community/Population  Health.  We 
believe  that  measure  sets  should 
generally  rely  on  a  mix  of  standards, 
outcome,  process  of  care  measures,  and 
patient-reported  measures  including 
measures  of  care  transitions,  patient 
experience,  and  changes  in  patient 
functional  status,  with  an  emphasis  on 
measurement  as  close  to  the  patient- 
centered  outcome  of  interest  as  possible. 
We  took  all  of  these  factors  into 
consideration  when  developing  our 
measure  proposals  for  the  FY  2015 
Hospital  VBP  Program. 

In  addition,  we  believe  that  measure 
sets  should  evolve  to  include  a  focused 
set  of  measures  that  reflect  the  most 
important  areas  of  service  and  quality 
improvement  for  hospitals  as  well  as  a 
core  set  of  measure  concepts  that  align 
quality  improvement  objectives  across 
all  provider  types  and  settings. 

b.  FY  2015  Measures 

In  the  Hospital  Inpatient  VBP  Program 
final  rule  (76  FR  26496  through  26497), 
we  adopted  a  policy  under  which  we 
would  examine  whether  any  clinical 
process  of  care  measures  that  were 
otherwise  eligible  for  inclusion  in  a 
Hospital  VBP  Program  measure  set  were 
topped-out.  and  thus,  should  be 
excluded  because  measuring  hospital 
performance  on  a  topped-out  measure 
would  have  no  meaningful  effect  on  a 
hospital’s  TPS.  Our  methodology  for 
evaluating  whether  a  measure  is  topped- 
out  focuses  on  two  criteria:  (1)  National 


measure  data  show  statistically 
indistinguishable  performance  levels  at 
the  75th  and  90th  percentiles,  and  (2) 
National  measure  data  show  a  truncated 
coefficient  of  variation  (TCV)  less  than 
0.10. 

We  analyzed  the  clinical  process  of 
care  measures  that  we  believe  are 
eligible  for  the  FY  2015  Hospital  VBP 
Program  based  on  their  prior  inclusion 
in  the  Hospital  IQR  Program  and  posting 
on  Hospital  Compare  for  “topped  out” 
status,  and  concluded  that  one  of  the 
candidate  measures  for  the  FY  2015 
Program — SCfP-Inf-10:  Surgery  Patients 
with  Perioperative  Temperature 
Management — is  now  “topped-out.” 
Therefore,  we  did  not  propose  to 
include  this  measure  in  the  FY  2015 
Hospital  VBP  Program. 

We  welcomed  public  comments  on 
whether  any  other  existing  Hospital 
VBP  measures  may  be  “topped  out”  and 
should  therefore  be  considered  for 
removal  from  the  proposed  measure  set. 
We  also  noted  that  we  do  not  believe  it 
is  appropriate  at  this  time  to  test  or  re¬ 
test  proposed  outcome  measures  for 
“topped-out”  status  because  such 
measures  allow  CMS  to  reward 
hospitals  for  high-quality  outcomes, 
which  is  a  central  aim  of  quality 
improvement  efforts  in  the  health  care 
system.  We  further  believe  that  these 
measures  are  critical  to  providing 
patients  with  better  care  and  believe  it 
is  important  to  hold  hospitals 
accountable  for  the  clinical  outcomes 
captured  by  these  measures.  We  invited 
public  comments  on  this  policy, 
including  whether  we  should  examine 
the  proposed  outcome  measure  set  for 
“topped-out”  status  at  this  time. 

Comment:  A  number  of  commenters 
supported  our  continued  exclusion  of 
“topped-out”  measures  from  the 
Hospital  VBP  Program. 

Response:  We  thank  commenters  for 
their  support. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  remove  SCIP- 
Inf-10:  Surgery  Patients  with 
Perioperative  Temperature  Management 
in  the  FY  2015  Hospital  VBP  Program 
because  it  is  topped-out. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28079),  for  the  FY 
2015  Hospital  VBP  Program,  we 
proposed  to  retain  12  of  the  13  clinical 
process  of  care  measures  that  we  have 
adopted  for  the  FY  2014  Hospital  VBP 
Program.  We  proposed  to  remove  SCIP- 
VTE-1  from  the  FY  2015  measure  set 
because  this  measure  is  very  similar  to 
another  measure  we  have  adopted  for 
the  Program  (SCIP-VTE-2)  but,  in  our 
view,  is  not  as  closely  linked  to  better 
surgical  outcomes  because  it  assesses 
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the  ordering  of  VTE  prophylaxis,  as  , 
opposed  to  the  patient’s  actual  receipt  of 
such  prophylaxis  within  24  hours  of 
surgery.  We  also  note  that,  during  a 
recent  maintenance  review  of  SCIP- 
VTE-1,  the  NQF  concluded  that  it 
would  no  longer  endorse  this  measure, 
and  we  proposed  in  this  proposed  rule 
to  remove  the  measure  from  the 
Hospital  IQR  Program  beginning  with 
the  FY  2015  payment  determination. 
Therefore,  we  also  proposed  to  remove 
SCIP-VTE-1  from  the  Hospital  VBP 
Program  measure  set  beginning  with  the 
FY  2015  Hospital  VBP  Program.  We 
note  that  in  the  future,  we  anticipate 
proposing  to  adopt  surgical  outcome 
measures,  including  one  or  more 
measures  that  assess  complications 
arising  from  VTE  prophylaxis 
medications,  first  into  the  Hospital  IQR 
Program  and  then  into  the  Hospital  VBP 
Program. 

We  proposed  to  adopt  one  additional 
clinical  process  of  care  measure — AMI- 
10:  Statin  Prescribed  at  Discharge.  This 
measure  has  been  specified  under  the 
Hospital  IQR  Program  for  the  FY  2013 
payment  determination  (75  FR  50200). 
AMI-10  measure  data  were  posted  on 
the  Hospital  Compare  Web  site  on 
January  26^  2012,  so  as  discussed  further 
below,  we  proposed  a  9-month 
performance  period  for  this  measure  for 
FY  2015.  We  intend  to  align  the 
performance  period  for  AMI-10  with 
the  other  clinical  process  measures’ 
performance  period  in  future  years.  The 
measure  is  NQF-endorsed  (#0639)  and 
we  did  not  find  it  to  be  “topped-out” 
when  we  examined  the  list  of  candidate 
measures  as  described  above.  We  also 
note  that  current  American  College  of 
Cardiology  (ACC) /American  Heart 
Association  (AHA)  guidelines  place  a 
strong  emphasis  on  the  initiation  or 
maintenance  of  statin  drugs  for  patients 
hospitalized  with  AMI,  particularly 
those  with  LDL-cholesteroI  levels  at  or 
above  100  mg/dL.  Therefore,  we  believe 
that  this  measure  is  appropriate  for  use 
in  the  Hospital  VBP  Program. 

However,  after  examining  the  most 
recently-available  data,  we  have 
concluded  that  the  AMI-10  measure 
meets  our  definition  of  “topped-out.” 
Therefore,  we  are  not  finalizing  this 
measure  for  the  FY  2015  Hospital  VBP 
Program. 

For  the  Patient  Experience  of  Care 
domain,  we  proposed  to  retain  the  eight 
dimensions  of  the  HCAHPS  survey  that 
we  adopted  for  the  FY  2013  and  FY 


2014  Hospital  VBP  Program.  We  believe 
that  the  8  HCAHPS  dimensions 
finalized  for  the  FY  2013  and  FY  2014 
Hospital  VBP  Programs  are  well- 
understood  by  hospitals  and  the  public 
and  capture  important  aspects  of  the 
patient’s  experience  in  the  acute  care 
environment. 

For  the  Outcome  domain,  we 
proposed  to  retain  the  three  30-day 
mortality  measures  that  we  finalized  for 
the  FY  2014  Hospital  VBP  Program.  As 
described  above,  we  continue  to  believe 
that  these  measures  are  important  to 
quality  improvement  efforts  because 
outcome  measures  allow  us  to  reward 
hospitals  for  high-quality  outcomes, 
which  is  a  central  aim  of  quality 
improvement  efforts  in  the  health  care 
system.  We  further  believe  that  these 
measures  are  critical  to  providing 
patients  with  better  care  and  believe  it 
i»-important  to  hold  hospitals 
accountable  for  the  clinical  outcomes 
captured  by  these  measures.  We  also 
proposed  to  adopt  two  additional 
outcome  measures — PSI-90,  the  AHRQ 
PSI  composite  measure,  and  the 
CLABSI:  Central  Line-Associated  Blood 
Stream  Infection  measure — for  the 
Outcome  domain. 

We  initially  adopted  the  CLABSI 
measure  for  the  FY  2013  Hospital  IQR 
Program  in  the  FY  201T  IPPS/LTCH  PPS 
final  rule  (75  FR  50200  through  50202) 
and  refer  readers  to  that  final  rule  for 
further  discussion  of  the  measure. 
CLABSI  is  a  HAI  measure  that  assesses 
the  rate  of  laboratory-confirmed  cases  of 
bloodstream  infection  or  clinical  sepsis 
among  ICU  patients.  This  measure  was 
first  NQF-endorsed  in  2004,  and 
adopted  by  the  HQA  in  2007.  The 
measure  can  be  stratified  by  the  type  of 
ICU  and  is  aggregated  to  the  hospital 
level  by  the  ISHHSN.  We  first  posted 
hospital  performance  on  this  measure 
on  Hospital  Compare  on  January  26, 
2012. 

We  believe  that  adoption  of  the 
CLABSI  measure  for  the  Hospital  VBP 
Program  is  consistent  with  the  intention 
captured  in  the  Hospital  VBP  Program’s 
statutory  requirement  that  we  consider 
measures  of  HAIs  for  the  FY  2013 
Hospital  VBP  Program’s  measure  set. 
This  measure  was  also  included  in  the 
HHS  Action  Plan  to  Prevent  HAIs, 
which  is  referenced  in  section 
1886(o)(2)(B)(i)(I)(ee)  of  the  Act. 

We  initially  adopted  the  AHRQ  PSI 
composite  measure  (PSI-90)  for  the  FY 
2010  Hospital  IQR  Program  in  the  FY 


2009  IPPS/LTCH  PPS  final  rule  (73  FR 
48602  through  48603)  and  refer  readers 
to  that  final  rule  for  further  discussion 
of  that  measure.  PSI-90  is  a  composite 
measure  of  patient  safety  indicators 
developed  and  maintained  by  AHRQ 
and  measure  data  were  posted  on 
Hospital  Compare  on  October  14,  2011. 
We  believe  that  its  use  in  the  Hospital 
VBP  Program  is  appropriate  in  order  to 
encourage  hospitals  to  take  all  possible 
steps  to  avoid  threats  to  patient  safety 
that  may  occur  in  the  acute  care 
environment. 

For  the  Efficiency  domain,  we 
proposed  to  adopt  one  new  measure: 

The  Medicare  Spending  per  Beneficiary 
measure.  The  proposed  measure  is 
inclusive  of  all  Part  A  and  Part  B 
payments  from  3  days  prior  to  a 
subsection  (d)  hospital  admission 
through  30  days  post  discharge  with 
certain  exclusions.  It  is  risk  adjusted  for 
age  and  severity  of  illness,  and  the 
included  payments  are  standardized  to 
remove  differences  attributable  to 
geographic  payment  adjustments  and 
other  payment  factors.  We  submitted  the 
measure  to  the  NQF  for  endorsement  on 
July  2,  2012. 

We  refer  readers  to  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51618 
through  51627)  for  a  detailed 
description  of  the  measure.  Additional 
information  on  the  measure,  including  a 
detailed  specification  document  can  be 
found  at:  http://qualitynet.org/dcs/ 
ContentServer?c=Page&'pagename=Qnet 
Public%2FPage%2FQnetTier3&'cid= 
1228772053996.  This  measure  has  been 
specified  under  the  Hospital  IQR 
Program,  and  performance  data  was 
posted  on  the  Hospital  Compare  Web 
site  on  April  21,  2012.  As  discussed 
further  below,  we  proposed  that  the 
performance  period  for  this  measure  for 
the  FY  2015  Hospital  VBP  Program 
would  begin  on  May  1,  2013,  which  will 
be  more  than  one  year  after  the 
performance  data  was  publicly  posted. 
Further,  section  1886(o)(2)(B)(ii)  6f  the 
Act  requires  us  to  ensure  that  measures 
selected  for  the  Hospital  VBP  Program 
include  measures  of  efficiency, 
including  measures  of  Medicare 
spending  per  beneficiary,  for  FY  2014  or 
a  subsequent  fiscal  year.  We  believe  that 
this  proposed  measure  fulfills  that 
requirement. 

The  proposed  FY  2015  Hospital  VBP 
Program  measures  appear  below: 
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Proposed  Quality  Measures  for  FY  2015  Hospital  VBP  Program 


Measure  ID  |  Description 


Clinical  Process  of  Care  Measures 

AMI-7a . i  Fibrinolytic  Therapy  Received  Within  30  Minutes  of  Hospital  Arrival. 

AMI-8a  . I  Primary  PCI  Received  Within  90  Minutes  of  Hospital  Arrival. 

AMI-10 . I  Statin  Prescribed  at  Discharge. 

PN-3b  .  I  Blood  Cultures  Performed  in  the  Emergency  Department  Prior  to  Initial  Antibiotic  Received  in  Hospital. 

PN-6  . !  Initial  Antibiotic  Selection  for  CAP  in  Immunocompetent  Patient. 

SCIP-lnf-1  . ;  Prophylactic  Antibiotic  Received  Within  One  Hour  Prior  to  Surgical  Incision. 

SCIP-lnf-2 .  Prophylactic  Antibiotic  Selection  for  Surgical  Patients. 

SCIP-lnf-3 . ,  Prophylactic  Antibiotics  Discontinued  Within  24  Hours  After  Surgery  End  Time. 

SCIP-lnf-4 . '  Cardiac  Surgery  Patients  with  Controlled  6AM  Postoperative  Serum  Glucose. 

SCIP-lnf-9 . !  Urinary  Catheter  Removed  on  Postoperative  Day  1  or  Postoperative  Day  2. 

SCIP-Card-2  . .  Surgery  Patients  on  Beta-Blocker  Therapy  Prior  to  Arrival  Who  Received  a  Beta-Blocker  During  the 

I  Perioperative  Period. 

SCIP-VTE-2 . i  Surgery  Patients  Who  Received  Appropriate  Venous  Thromboembolism  Prophylaxes  Within  24  Hours  Prior 

to  Surgery  to  24  Hours  After  Surgery. 

Patient  Experience  Measures 

HCAHPS*  . !  Hospital  Consumer  Assessment  of  Healthcare  Providers  and  Systems  Survey. 

Outcome  Measures 

AHRQ  PSI  composite  .  Complication/patient  safety  for  selected  indicators  (composite). 

CLABSI  .  Central  Line-Associated  Blood  Stream  Infection. 

MORT-30-AMI  . T.  j  Acute  Myocardial  Infarction  (AMI)  30-day  mortality  rate. 

MORT-30-HF . <  Heart  Failure  (HF)  30-day  mortality  rate. 

MORT-30-PN .  Pneumonia  (PN)  30-day  mortality  rate. 


Efficiency  Measures 

MSPB-1  . I  Medicare  Spending  per  Beneficiary. _ 


•Proposed  dimensions  of  the  HCAHPS  survey  for  use  in  the  FY  2015  Hospital  VBP  Program  are:  Communication  with  Nurses,  Communica¬ 
tion  with  Doctors,  Responsiveness  of  Hospital  Staff,  Pain  Management,  Communication  about  Medicines,  Cleanliness  and  Quietness  of  Hospital 
Environnrient,  Discharge  Information  and  Overall  Rating  of  Hospital.  These  are  the  same  dimensions  of  the  HCAHPS  sun/ey  that  have  been  final¬ 
ized  for  prior  Hospital  VBP  Program  years. 


We  invited  public  comment  on  the 
proposed  measure  set  for  the  FY  2015 
Hospital  VBP  Program. 

Comment:  Some  commenters  asked 
that  CMS  seek  the  MAP’s  evaluation  of 
stroke  measures  for  possible  inclusion 
in  future  Hospital  VBP  Program  years, 
arguing  that  such  measures  are  strongly 
aligned  with  the  Hospital  VBP 
Program’s  goals  of  rewarding  better  care 
value  and  patient  outcornes.  Other 
commenters  suggested  that  CMS 
consider  adopting  pain  assessment 
measures  for  the  Hospital  VBP  Program. 

Response:  We  thank  commenters  for 
the  suggestions.  We  will  consider 
adopting  additional  measures  for  the 
Hospital  VBP  Program  as  they  become 
available  under  the  statutory 
requirements,  as  they  align  with  the 
National  Quality  Strategy,  and  as  they 
fit  within  our  other  quality 
improvement  priorities. 

Comment:  Many  commenters 
applauded  the  clinical -process  of  care 
measure  proposals  for  the  FY  2015 
Hospital  VBP  Program.  Other 
commenters  suggested  that  CMS  should 
move  away  from  chart-abstracted 


measures  for  future  program  years  in 
favor  of  more  robust  measures  of  quality 
that  impose  less  reporting  burden  on 
hospitals. 

Response:  We  thank  the  commenters 
that  supported  the  clinical  process  of 
care  measure  proposals.  With  regard  to 
the  suggestion  that  we  move  away  from 
using  chart-abstracted  measures  in  the 
future,  we  are  aware  of  the  burden  that 
chart  abstraction  imposes  on  hospitals 
and  intend  to  move  the  Hospital  VBP 
measure  set  towards  measures  of 
outcomes  and  efficiency,  rather  than 
clinical  processes,  which  we  believe 
represent  the  next  steps  in  quality 
measurement  and  will  provide  better 
incentives  to  hospitals  to  manage  care 
quality  and  contain  costs. 

Comment:  Commenters  generally 
supported  the  proposal  to  remove  SCIP- 
VTE-1  from  the  Hospital  VBP  Program, 
citing  agreement  with  CMS’  rationale 
that  the  SCIP-VTE-2  measure  is  more 
closelv  linked  to  outcomes  than  SCIP- 
VTE-i. 

Response:  We  thank  commenters  for 
their  support. 

Comment:  Some  commenters  objected 
to  further  use  of  the  PN-3b  measure 


(blood  cultures  performed  in  the 
Emergency  Department  prior  to  initial 
antibiotic  received  in  the  hospital)  in 
the  Hospital  VBP  Program,  arguing  that 
the  measure  is  not  directlylinked  to 
improved  patient  outcomes  for 
pneumonia  patients.  Commenters  also 
noted  that  NQF  is  considering 
withdrawing  its  endorsement  of  this 
measure. 

Response:  To  the  extent  that  the  NQF 
issues  updated  guidance  with  respect  to 
the  PN-3b  measure,  we  will  take  that 
guidance  into  consideration  as  we 
determine  whether  the  measure  remains 
appropriate  for  the  Hospital  VBP 
Program.  In  the  meantime,  we  continue 
to  believe  that  the  PN-3b  measure 
should  remain  in  the  Hospital  VBP 
Program  measure  set  because  it  captures 
important  clinical  quality  information. 
Given  the  threat  of  antibiotic  resistance, 
we  believe  that  blood  cultures  prior  to 
antibiotic  administration  remains  an 
important  point  for  quality 
improvement  in  the  hospital  setting. 

Comment:  Some  commenters  argued 
that  the  SCIP-Card-2  measure  has 
undergone  major  changes  for  discharges 
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beginning  January  1,  2012.  Commenters 
argued  that  the  changes  to  the  measure’s 
specifications  are  significant  and  that 
the  measure  should  not  be  used  for 
value-based  purchasing.  Commenters 
also  called  on  CMS  to  adopt  a 
transparent  process  to  indicate  when  a 
VBP  measure  has  changed  and  to  ensure 
that  changes  do  not  arbitrarily  affect 
hospitals’  scores. 

Response:  We  disagree  with  ' 
commenters’  assertion  that  the  changes 
made  to  the  SCIP-Card-2  measure’s 
specifications  are  significant  enough  to 
warrant  the  measure’s  exclusion  from 
the  Program.  The  specifications  change 
extended  the  perioperative  window  in 
order  to  measure  hospitals’  continued 
administration  of  beta  blockers  for 
surgery  patients  on  those  drugs  prior  to 
arrival.  While  we  understand  that  this 
change  occurred  during  the  FY  2013 
Program’s  performance  period,  we  do 
not  believe  that  change  to  be  so 
significant  as  to  fundamentally  alter  the 
measure.  We  further  note  that  NQF  did 
not  consider  the  change  substantive 
during  its  maintenance  review.  We  view 
this  change  as  a  necessary  improvement 
to  the  measure’s  specifications  to  ensure 
that  the  measure  aligns  with  best 
clinical  practices  and  the  highest  quality 
standards. 

We  intend  to  closely  monitor  changes 
to  the  Hospital  VBP  Program,  including 
the  effects  of  updates  to  measures,  and 
should  we  find  that  such  changes 
warrant  revisions  to  our  scoring 
methodology,  we  will  address  the  issue 
in  future  rulemaking. 

Comment:  Some  commenters  opposed 
our  proposal  to  adopt  HF-1  for  the  FY 
2015  Program,  noting  that  MAP 
recommended  its  removal.  Other 
commenters  argued  that  we  should  not 
adopt  SCIP-Inf-2,  as  the  Hospital  IQR 
Program  is  adopting  a  surgical  site 
infection  outcome  measure. 

Response:  We  view  HF-1  as  an 
important  measure  of  care  coordination 
and  therefore  do  not  believe  it 
appropriate  to  remove  the  measure  from 
the  Hospital  VBP  measure  set  at  this 
time.  We  note  that  MAP  recommended 
removing  the  HF-1  measure  because  the 
measure  has  not  been  recommended  for 
continued  NQF  endorsement.  If  the 
NQF  issues  further  guidance  with 
respect  to  HF-1,  we  will  take  that 
guidance  into  consideration  as  we 
evaluate  whether  it  is  appropriate  to 
retain  HF-1  in  the  measure  set.  ' 

While  we  are  aware  that  the  Hospital 
IQR  Program  is  adopting  a  Surgical  Site 
Infection  (SSI)  measure  collected 
through  the  National  Health  Safety 
Network  (NHSN),  we  may  not  consider 
that  measure  for  the  Hospital  VBP 
Program  until  such  time  as  it  meets  the 


requirements  specified  in  section 
1886(o)(2)  of  the  Act.  We  therefore 
believe  it  is  appropriate  to  continue  to 
include  SCIP-Inf-2  in  the  Hospital  VBP 
Program  measure  set  at  this  time. 

Comment:  Some  commenters 
requested  that  we  clarify  that  the 
Regulatory  Impact  Analysis  included  in 
the  proposed  rule  correctly  omitted  the 
SCIP-Inf-10  measure,  which  we  stated 
is  “topped-out.” 

Response:  We  thank  commenters  for 
raising  this  matter.  While  the  proposed 
rule  referred  to  the  SCIP-Inf-10 
measure  in  its  description  of  the 
Regulatory  Impact  Analysis,  the 
measure  was  properly  omitted  in  the 
calculations  that  appear  in  the 
Regulatory  Impact  Analysis. 

Comment:  Some  commenters 
expressed  concern  about  further  use  of 
the  HCAHPS  survey  in  the  Hospital  VBP 
Program,  arguing  that  the  survey  is 
biased  against  urban  and  safety-net 
hospitals.  Commenters  suggested  that 
the  “degree  of  quietness’’  item  is  unfair 
to  urban  hospitals,  as  is  the  survey’s 
policy  of  not  adjusting  results  for  very 
low-income  patients.  Other  commenters 
argued  that  HCAHPS  scores  vary 
systematically  based  on  factors 
unrelated  to  quality  of  care  and  urged 
CMS  to  account  for  those  variables  in 
HCAHPS  scoring. 

Response:  We  have  examined  the 
association  between  safety  net  status 
and  the  Patient  Experience  of  Care 
(HCAHPS)  domain  score  in  the  Hospital 
VBP  Program.  We  analyzed  Patient 
Experience  of  Care  scores  during  the 
Hospital  VBP  Program  Dry  Run  period 
(Baseline  Period:  April-December  2008; 
Performance  Period:  April  to  December 
2010),  both  overall  and  among  urban 
hospitals. 

Although  we  do  not  have  an  official 
definition  or  designation  of  “safety  net” 
hospital,  safety  net  status  typically 
entails  one  or  more  of  three  criteria: 
high  Medicaid  share;  high  proportion  of 
uncompensated  patients;  and  high 
county-associated  poverty  rate.  During 
the  Hospital  VBP  Program  Dry  Run,  28 
hospitals  (7  of  them  urban)  met  all  three 
criteria,  157  hospitals  (83  of  them 
urban)  met  two  of  the  three  criteria,  625 
hospitals  (391  urban)  met  one  of  the 
three  criteria,  and  2,219  hospitals  (1,718 
urban)  met  none  of  the  three  criteria. 

In  general,  during  the  Hospital  VBP 
Program  Dry  Run,  after  all  HCAHPS 
adjustments  are  applied  (patient  mix 
and  survey  mode),  safety  net  hospitals 
perform  similarly  to  other  hospitals.  For 
example,  24  percent  of  the  hospitals  that 
meet  any  of  the  three  safety  net  criteria 
(198/810)  scored  in  the  top  quartile  of 
Hospital  VBP  Patient  Experience  of  Care 
domain  (versus  25  percent  (550/2219)  of 


hospitals  that  met  none  of  the  safety  net 
criteria).  For  urban  hospitals,  the  figures 
are  110/481  safety  net  hospitals  (23 
percent)  vs.  454/1718  other  hospitals 
(26  percent).  If  we  consider  only  those 
hospitals  that  meet  two  of  the  three 
safety  net  criteria,  then  36/185  safety  net 
hospitals  (20  percent)  and  12/90  urban 
safety  net  hospitals  (13  percent)  are  in 
the  top  quartile  (with  5  of  these  12  in 
the  top  decile). 

The  HCAHPS  patient  mix  adjustment 
model  controls  for  patient 
characteristics  not  under  the  control  of 
the  hospital  that  directly  impact 
‘response  tendencies.  It  also  controls  for 
socioeconomic  status  of  the  patient 
population  through  education,  which  is 
a  well-accepted  method  for  controlling 
for  socioeconomic  status,  in  particular, 
in  the  elderly  population.  Other 
characteristics,  such  as  hospital 
characteristics  or  geographic  location, 
are  not  included  in  the  adjustment 
models  because  controlling  for  hospital 
characteristics  would  mask  potential 
quality  differences  across  different  types 
of  hospitals. 

Comment:  Some  commenters  strongly 
supported  the  inclusion  of  the  Medicare 
Spending  per  Beneficiary  measure  in 
the  FY  2015  Hospital  VBP  Program. 
These  commenters  noted  that  cost 
information  is  valuable  when  combined 
with  other  quality  measures,  in  assisting 
patients,  purchasers,  and  policymakers 
in  identifying  value  in  healthcare.  Some 
commenters  suggested  that  the  Medicare 
Spending  per  Beneficiary  measure’s 
inclusion  in  the  Hospital  VBP  Program  ' 
not  be  further  delayed,  citing  their  belief 
that  it  was  important  to  Congress, 
because  it  is  the  only  measure 
specifically  required  for  inclusion  in  the 
Hospital  VBP  Program. 

Response:  We  thank  the  commenters 
for  their  support  and  we  agree  that  the 
Medicare  Spending  per  Beneficiary 
measure  is  an  important  first  step 
toward  identifying  value  in  healthcare. 
Further,  we  believe  that  the  Medicare 
Spending  per  Beneficiary  measure 
provides  an  incentive  for  hospitals  to 
build  stronger  relationships  with  and 
better  understand  the  providers  and 
suppliers  that  furnish  care  for  their 
patients  before  and  after  an  acute  care 
hospitalization. 

Comment:  Some  commenters 
supported  the  inclusion  of  the  Medicare 
Spending  per  Beneficiary  measure  in 
the  Hospital  VBP  Program  as  a  first 
efficiency  measure  and  encouraged  CMS 
to  work  toward  building  a  more  robust 
efficiency  measure  set  and  to  focus  on 
efficiency  measures  that  are  connected 
to  clinical  process  and  outcomes. 

Response:  We  appreciate  these 
comments  and  aclmowledge  the 
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potential  for  building  a  more  robust 
Efficiency  domain  in  the  Hospital  VBP 
Program.  VVe  will  consider  these 
comments  as  we  evaluate  whether  to 
propose  to  adopt  additional  efficiency 
measures  in  the  Hospital  VBP  Program. 

Comment:  Some  commenters 
commended  CMS  for  its  efforts  to 
develop  a  spending  measure  but 
suggested  that  the  Medicare  Spending 
per  Beneficiary  measure  requires  further 
development  before  it  should  be 
included  in  the  Hospital  VBP  Program. 

Response:  VVe  appreciate  that  the 
Medicare  Spending  per  Beneficiary 
measure  is  new  to  hospitals,  but  we 
disagree  that  the  measure  is  not  fully 
developed.  This  measure  was  developed 
and  tested  by  CMS  with  the  help  of 
expert  contractors.  VVe  originally 
described  the  measure  in  depth  in  the 
FY  2012  IPPS/LTCH  PPS  proposed  rule 
(76  FR  25896  through  258997).  We 
considered  all  public  comments 
received  on  the  measure  and  revised  it 
accordingly.  VVe  publicly  posted 
detailed  specifications  on  February  1, 
2012.  We  also  invited  public  comment 
on  the  measure  during  a  National 
Provider  Call  held  in  February  2012. 
Subsequently,  we  have  conducted 
extensive  additional  testing  on  the 
measure,  in  preparation  for  the  July  2, 
2012  submission  to  tbe  NQF  for 
endorsement. 

Comment:  Some  commenters 
expressed  concern  with  the  Medicare 
Spending  per  Beneficiary  measure  in 
general.  A  few  of  those  commenters 
stated  that  the  Medicare  Spending  per 
Beneficiary  measure  was  a  measure  of 
cost,  not  efficiency.  One  commenter 
expressed  general  concern  with 
rewarding  or  penalizing  providers  based 
on  expenditures  per  patient.  A  few 
commenters  stated  that  the  measure 
should  be  delayed  until  other  value- 
based  purchasing  programs  establish 
parallel  incentives.  A  few  commenters 
suggested  that  the  measure  should 
assess  not  only  cost,  but  also  quality  and 
expressed  concern  that  a  cost-only 
measure  might  have  the  unintended 
consequences  of  incentivizing  cost 
reduction  at  the  expense  of  quality  or 
access  to  care.  One  commenter  stated 
that  smaller  hospitals  could  be  unfairly 
disadvantaged  due  to  referrals  occurring 
during  the  30  days  post  discharge,  and 
one  commenter  stated  that  the  measure 
could  unfairly  disadvantage  urban 
hospitals  serving  large  populations  of 
dual-eligible  beneficiaries.  One 
commenter  requested  that  CMS  post 
ICD-10  measure  specifications  in  the 
final  rule. 

Response:  For  the  purposes  of 
inclusion  of  the  Medicare  Spending  per 
Beneficiary  measure  in  the  Efficiency 


domain,  we  define  “efficiency”  in  the 
sense  of  “cost  efficiency.”  This 
definition  is  consistent  with  existing 
approaches  to  measuring  cost  in  the 
healthcare  setting  (Pacific  Business 
Group  on  Health.  Hospital  Cost 
Efficiency  Measurement: 

Methodological  Approaches.  January 
2006,  available  at  http:/ /wmv. pbgh.org/ 
storage/documents/reports/ 
PBGHHospEfficiencyMeasO 1  -2006 _ 
22p.pdf).  Efficiency  refers  to  the  relative 
cost  of  clinical  resources  used  to 
achieve  a  measured  level  of  quality;  as 
such,  the  Medicare  Spending  per 
Beneficiary  measure  gauges  efficiency 
by  calculating  hospitals’  relative  costs  to 
Medicare  after  adjusting  for  case  mix 
differences  and  other  factors. 

VVe  also  agree  that  it  is  beneficial  to 
view  a  cost  measure  in  light  of  other 
quality  measures.  As  we  stated  in  the 
FY  2012  IPPS/LTCH  PPS  final  rule,  for 
purposes  of  the  Hospital  VBP  Program, 
we  will  weight  and  combine  the 
Efficiency  domain  with  the  other 
domain  scores,  in  order  to  calculate 
each  hospital’s  TPS.  This  procedure  for 
calculating  a  hospital’s  TPS  ensures  that 
Medicare  spending  per  beneficiary 
makes  up  only  a  portion  of  the  TPS  and 
that  the  remainder  is  based  on  hospitals’ 
performance  on  the  other  measures  (76 
FR  51622).  VVe  further  emphasize  that 
section  1886(o)(2)(B)(ii)  of  the  Act 
expressly  requires  the  inclusion  of 
“measures  of  Medicare  spending  per 
beneficiary”  in  the  Hospital  VBP 
Program.  We  do  not  believe  that  the 
Medicare  Spending  per  Beneficiary 
measure  itself  should  assess  both  cost 
and  quality.  We  believe  that  a  distinct 
measure  of  cost,  independent  of  quality, 
enables  us  to  identify  hospitals  involved 
in  the  provision  of  high  quality  care  at 
a  lower  cost  to  Medicare. 

With  regard  to  some  commenters’ 
suggestions  that  the  implementation  of 
the  Medicare  Spending  per  Beneficiary 
measure  should  be  delayed  until 
parallel  incentives  are  established  under 
other  CMS  programs,  we  disagree. 

While  we  acknowledge  the  value  in 
provision  of  consistent  incentives,  we 
believe  that  the  prompt  implementation 
of  this  measure  is  an  important  step  to 
incentivizing  care  coordination, 
improving  more  effective  post  acute  care 
delivery  and  follow  up,  and  reducing 
unnecessary  services  and  preventable 
readmissions  for  Medicare  beneficiaries. 
We  will  work  with  other  incentive 
programs  within  CMS  in  an  attempt  to 
align  future  incentives  to  the  extent 
possible. 

VVe  acknowledge  that  a  hospital  with 
fewer  discharges  during  the 
performance  period  could  see  its 
measure  performance  more  notably 


impacted  by  a  high-cost  episode.  We  :h 
noteithat  although  the  measure  is 
relialale  using  a  minimum  of  10  cases, 
we  proposed  a  minimum  of  25  cases 
and  sought  comment  on  a  minimum  of 
50.  Further,  we  exclude  high-cost 
outlier  episodes  from  this  measure,  so 
that  these  types  of  high  cost  cases  will 
not  unduly  affect  a  hospital’s  Medicare 
Spending  per  Beneficiary  measure 
performance.  We  also  do  not  believe 
that  the  measure  unfairly  disadvantages 
urban  hospitals  serving  dual-eligible 
beneficiaries.  We  have  included  an 
adjustment  for  severity  of  illness  during 
the  90  days  preceding  the  Medicare 
Spending  per  Beneficiary  episode,  in 
order  to  capture  chronic  conditions  that 
may  be  experienced  by  any  Medicare 
beneficiaries.  Further,  as  we  stated  in 
the  FY  2012  IPPS/LTCH  PPS  final  rule, 
we  do  not  believe  that  a  socioeconomic 
risk  adjustment  factor  is  appropriate. 
This  policy  is  consistent  with  the  NQF’s 
stated  position  on  not  adjusting  for 
potential  demographic  (sex  or  race)  or 
socioeconomic  factors.  Because  an 
adjustment  for  dual-eligibility  could  be 
considered  a  proxy  for  socioeconomic 
status,  we  are  not  adjusting  for  this 
factor. 

With  regard  to  the  request  that  we- 
include  ICD— 10  measure  specifications 
in  this  final  rule,  we  are  unable  to 
accommodate  this  request.  We  do  not 
currently  have  ICD-10  specifications  for 
the  Medicare  Spending  per  Beneficiary 
measure,  but  to  the  extent  that  future 
implementation  of  ICD-IO  affects  the 
measure  specifications  already  publicly 
posted,  we  will  provide  updated 
specifications  to  the  public  as  soon  as 
possible. 

Comment:  Several  commenters 
submitted  comments  related  to  the  post- 
discharge  window  in  the  Medicare 
Spending  per  Beneficiary  measure. 

Some  commenters  expressed  concern 
that  the  care  provided  to  Medicare 
beneficiaries  during  the  30  days  post 
hospital  discharge  is  outside  of 
hospitals’  control,  with  one  noting  that 
follow-up  care  may  be  provided  in  a 
geographically  distant  location,  relative 
to  a  transplant  center.  One  commenter 
stated  that  a  30-day  post-discharge 
period  may  be  insufficient  to  capture 
long  term  savings  achieved  through  the 
provision  of  technologies  with  higher 
upfront  cost.  A  few  commenters  stated 
that  a  30-day  post  discharge  window 
was  too  long. 

One  commenter  stated  that  the  length 
of  the  post  discharge  window  could,  in 
some  cases,  be  longer  than  30  days 
because  the  total  cost  of  the  care  that 
started  within  the  30  day  period,  but 
extended  longer  than  30  days,  would  be 
captured  in  the  measure.  This 
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commenter  suggested  that  this  fact 
precludes  hospitals  from  being  able  to 
compare  their  performance  with  other 
hospitals.  One  commenter  suggested 
that  planned  admissions  to  other 
facilities  should  be  excluded,  and  one 
commenter  suggested  that  the  measure 
should  be  limited  to  services  related  to 
the  reason  for  original  index  admission. 
One  commenter  expressed  concern  with 
the  inclusion  of  readmissions  in  this 
measure,  suggesting  that  hospitals  could 
be  penalized  twice  for  them. 

Response:  We  do  not  believe  that  the 
care  furnished  to  beneficiaries  after  they 
are  discharged  from  an  acute  care 
hospital  is  wholly  outside  of  the 
hospital’s  control.  As  we  stated  in  the 
FY  2012  IPPS/LTCH  PPS  final  rule,  we 
believe  that  hospitals  that  provide 
quality  inpatient  care,  conduct 
appropriate  discharge  planning,  and 
work  with  providers  and  suppliers  on 
appropriate  follow-up  care  will  realize 
efficiencies  and  perform  well  on  the 
measure,  because  the  Medicare 
beneficiaries  they  serve  will  have  a 
reduced  need  for  excessive  post¬ 
discharge  services  (76  FR  51621).  We 
believe  that  hospitals  can  work 
effectively  to  improve  care  coordination, 
even  if  the  post-discharge  care  is 
furnished  in  a  geographically  distant 
location.  We  finalized  a  30-day  post 
discharge  period  for  the  Medicare 
Spending  per  Beneficiary  measure 
under  thje  Hospital  IQR  Program  in  the 
FY  2012  IPPS/LTCH  PPS  final  rule.  This 
post  discharge  window  is  consistent 
with  other  agency  initiatives,  including 
the  post-discharge  period  that  applies  to 
the  readmission  measures  under  the 
Hospital  IQR  Program  and  the  Hospital 
Readmissions  Reduction  Program  (76 
FR  51619).  As  we  indicated  in  that  final 
rule,  we  will  consider  extending  the 
length  of  the  post-discharge  period  in 
future  rulemaking,  as  suggested  by  one 
commenter,  as  both  we  and  hospitals 
gain  experience  with  the  measure. 

We  recognize  that  the  measure  might 
capture  Medicare  payments  for  services 
initiated  during  the  30  days  following 
discharge  and  continuing  beyond  them, 
but  we  do  not  believe  that  this  is  a 
disadvantage  to  any  particular  hospital. 
These  payments  represent  actual  costs 
to  Medicare  incurred  during  the 
Medicare’Spending  per  Beneficiary 
episode  surrounding  a  hospitalization, 
and  we  do  not  believe  it  would  be 
appropriate  to  sever  payments  made 
under  prospective  payment  systems  into 
smaller  units  that  are  not  what  Medicare 
actually  paid.  We  also  disagree  that 
inclusion  of  payments  for  services 
extending  beyond  the  30  day  post- 
discharge  window  precludes 
meaningful  comparison  between 


hospitals,  as  all  hospitals  are  subject  to 
the-  same  methodology  in  calculating 
their  Medicare  Spending  per  Beneficiary 
amounts  and  comparing  them  to  the 
national  median.  , 

We  disagree  that  planned  admissions 
to  other  facilities  should  be  excluded 
from  the  Medicare  Spending  per 
Beneficiary  measure,  because  we  seek  to 
incentivize  planning  for  appropriate  and 
efficient  post-discharge  care  through  the 
use  of  this  measure.  With  regard  to  the 
suggestion  that  services  unrelated  to  the 
index  admission  should  be  excluded 
from  the  Medicare  Spending  per 
Beneficiary  measure,  we  acknowledge 
that  unforeseen  events  which  are 
unrelated  to  the  hospital  stay  could 
occur.  As  we  stated  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule,  this  facet  of 
the  measure  is  consistent  with  the  all 
cause  readmission  measure  CMS  is 
finalizing  for  the  Hospital  IQR  Program 
and  that  determinations  of  the  degree  of 
relatedness  of  each  subsequent  hospital 
stay  to  an  initial  hospitalization  could 
be  subjective  (76  FR  51621).  We 
continue  to  believe  that  attributing  all 
services  provided  during  the  episode  is 
the  best  way  to  encourage  quality 
inpatient  care,  care  coordination,  and 
care  transitions.  As  we  noted  in  that 
final  rule,  all  hospitals  will  be  subject  to 
the  same  method  of  calculation  of  their 
Medicare  spending  per  beneficiary 
amounts,  as  compared  to  the  median 
Medicare  spending  per  beneficiary 
amount  across  all  hospitals,  so  we  do 
not  believe  that  inclusion  of  services 
which  could  be  determined  to  be 
unrelated  to  the  index  admission  will 
notably  disadvantage  any  individual 
hospital  (76  FR  516^). 

With  regard  to  the  comment  that 
hospitals  could  be  doubly  penalized  by 
the  inclusion  of  readmissions  in  this 
measure,  we  reiterate,  as  stated  in  the 
FY  2012  IPPS/LTCH  PPS  final  rule,  that 
we  believe  the  Medicare  payments  made 
for  readmissiohs  must  be  attributable  to 
the  index  hospital  stay,  in  order:  To 
fully  capture  Medicare  spending  relative 
to  a  hospital  stay;  to  encourage  the 
provision  of  comprehensive  inpatient 
care,  discharge  planning,  and  follow-up: 
and  to  strengthen  incentives  to  reduce 
readmissions  (76  FR  51621).  The 
Medicare  spending  per  beneficiary 
measure  is  not  a  measure  of  readmission 
rates,  but  rather  is  a  measure  of  total 
Medicare  spending  per  beneficiary 
relative  to  a  hospital  stay. 

Comment:  Several  commenters 
expressed  views  related  to  the  risk 
adjustment  methodology  for  the 
Medicare  Spending  per  Beneficiary 
measure.  One  commenter  expressed 
support  for  the  methodology.  Some 
commenters  suggested  that  the  risk 


adjustment  methodology  was  not 
sufficient  and  should  include 
adjustments  for  factors  including 
comorbidities,  severity  of  illness,  age, 
sex,  race,  socioeconomic  factors, 
concurrent  treatments,  transplant  status, 
education  level,  ambulation  status, 
functional  status,  and  range  of  motion. 
One  commenter  suggested  that  the 
measure  should  be  adjusted  for 
differences  in  patients  treated  in  an 
academic  medical  center  versus  those 
treated  in  community  hospitals.  One 
commenter  suggested  that  the  risk 
adjustment  methodology  should  use  a 
hierarchical,  rather  than  a  linear 
regression. 

Response:  We  agree  that  the  Medicare 
Spending  per  Beneficiary  measure 
should  be  adjusted  for  comorbidities, 
severity  of  illness,  and  age.  Accordingly, 
we  are  utilizing  the  hierarchical 
condition  categories  (HCCs)  applied  to 
conditions  billed  during  the  90  days 
preceding  the  Medicare  Spending  per 
Beneficiary  episode,  the  beneficiaries’ 
age,  and  their  institutional  status,  to  risk 
adjust  the  expected  spending  during  the 
episode.  We  believe  that  concurrent 
treatments  and  transplant  status  will  be 
captured  in  the  expected  spending  for 
Medicare  beneficiaries  with  the  same 
HCCs. 

As  we  indicated  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule,  we  disagree  with 
the  comments  that  risk-adjustment  for 
the  Medicare  Spending  per  Beneficiary 
measure  should  include  further 
adjustment  for  socioeconomic  factors, 
beneficiary  sex,  or  beneficiary  race. 
Consistent  with  NQF’s  position  on  not 
adjusting  for  potential  demographic  (sex 
or  race)  or  socioeconomic  factors,  we 
believe  that  the  best  adjustment  for  a 
payment  measure  is  based  on  the 
beneficiaries’  underlying  health  status, 
not  demographic  or  socioeconomic 
factors.  (76  FR  51624).  In  order  to 
minimize  the  burden  on  hospitals,  we 
have  finalized  the  Medicare  Spending 
per  Beneficiary  measure  as  a  claims- 
based  measure  (76  FR  51622).  As  such, 
we  would  be  unable  to  apply  an 
adjustment  for  ambulation  status, 
functional  status,  or  range  of  motion. 
With  regard  to  the  use  of  a  hierarchical 
regression,  we  note  that  the  HCC 
categories  are  calculated  in  a 
hieraurchical  fashion.  The  risk 
adjustment  methodology  also  allows  for 
differing  relationships  between 
comorbidities  and  different  MS-DRG 
admission  diagnoses,  with  the 
understanding  that  a  given  comorbidity 
may  affect  a  given  MS-DRG  more  or  less 
than  another  MS-DRG.  As  also  stated  in 
the  FY  2012  IPPS/LTCH  PPS  final  rule 
(76  FR  51624),  we  intend  to  analyze  the 
risk-adjustment  methodology,  as  we 
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gain  experience  with  this  measure,  to 
evaluate  whether  it  could  he  further 
refined. 

Comment:  Some  commenters  were 
opposed  to  the  inclusion  of  the 
Medicare  Spending  per  Beneficiary 
measure  in  the  Hospital  VBP  Program 
for  FY  2015  because  they  stated  that 
hospitals  had  been  given  insufficient 
time  to  become  familiar  with  the 
measure.  These  commenters  noted  that 
the  measure  was  posted  on  Hospital 
Compare  in  April  2012,  stating  that  this 
allowed  them  less  than  one  calendar 
quarter  to  become  familiar  with  the 
measure.  One  commenter  added  that 
hospitals  have  only  an  early 
understanding  about  how  hospitals 
might  make  an  impact  on  the  cost 
without  affecting  quality.  A  few 
commenters  stated  that  the  Medicare 
Spending  per  Beneficiary  measure  rates 
were  difficult  to  interpret. 

Response:  The  Medicare  Spending  per 
Beneficiary  measure  data  was  added  to 
the  Hospital  Compare  Web  site  on  April 
19,  2012,  after  the  measure  was 
finalized  for  inclusion  in  the  Hospital 
IQR  Program  through  notice  and 
comment  rulemaking.  We  note  that  this 
posting  followed  a  30-day  data  preview 
in  February  2012,  during  which  we 
hosted  a  National  Provider  Call  as  well 
as  accepted  public  comments  via  email. 
The  proposed  performance  period  for 
this  measure-would  begin  more  than  a 
full  year  after  the  April  2012  data 
posting.  We  provided  information  on 
how  to  interpret  the  Medicare  Spending 
per  Beneficiary  measure  data  on 
Hospital  Compare,  and  we  remain 
cognizant  of  the  measure’s  complexity. 
We  will  make  every  attempt  to  respond 
to  inquiries  and  further  clarify  to  the 
extent  necessary  how  the  measure  is 
calculated  as  we  move  forward  in 
utilizing  this  measure.  When  viewed  in 
conjunction  with  other  quality, 
measures,  the  Medicare  Spending  per 
Beneficiary  measure  enables  the  public 
to  recognize  hospitals  involved  in 
providing  high-quality  care  at  a  lower 
cost  to  Medicare. 

Comment:  Some  commenters  were 
opposed  to  the  inclusion  of  the 
Medicare  Spending  per  Beneficiary 
measure  in  the  Hospital  VBP  Program, 
because  they  believed  that  CMS  had  not 
provided  hospitals  with  sufficient  data 
to  understand  or  improve  their 
performance  on  the  measure.  Some  of 
these  commenters  stated  that  CMS  had 
provided  only  information  regarding 
whether  the  hospitals  did  better  than, 
worse  than,  or  the  same  as  the  national 
average,  and  some  stated  that  hospitals 
would  appreciate  the  raw  data  so  that 
they  could  validate  the  calculations. 


Response:  We  disagree  with  the 
commenters  who  stated  that  we  did  not 
provide  hospitals  with  specific 
information  to  enable  them  to 
understand  or  improve  their  Medicare 
Spending  per  Beneficiary  measure 
performance.  During  the  February  2012 
data  preview  period,  hospitals  were 
provided  with  an  index  admission  file 
that  detailed  every  inpatient  admission 
at  the  hospital  during  the  performance 
period  and  whether  or  not  it  was 
counted  as  an  index  admission  for  the 
Medicare  Spending  per  Beneficiary 
measure;  a  beneficiary  risk  score  file, 
which  identified  the  beneficiaries 
whose  hospitalizations  were  counted  as 
index  admissions,  their  index  admission 
DRG,  and  data  regarding  health  status 
based  on  the  beneficiary’s  claims  history 
in  the  90  days  prior  to  the  start  of  an 
episode;  and  an  episode  file,  which 
contains  information  on  the  care 
provided  during  the  stay  as  well  as  what 
type  of  care  was  provided  in  the 
episode.  The  episode  file  also  provided 
the  hospitals  with  the  top  five  providers 
of  both  inpatient  and  outpatient 
services,  as  defined  by  actual  Medicare 
dollars  paid,  so  that  the  hospitals  could 
work  to  better  coordinate  care.  We  note 
that  although  we  have  made  the  risk 
adjustment  methodology  available,  we 
are  unable  to  provide  the  raw  data  used 
for  risk  adjustment,  as  that  would  entail 
providing  every  single  claim  line 
submitted  during  the  90  days  preceding 
the  episode  and  throughout  the  episode, 
for  every  beneficiary’  hospitalized 
nationwide  during  the  performance 
period.  This  amount  of  data  would  be 
unusable  to  most  of  the  public  and 
could  have  privacy  implications. 

Comment:  Several  commenters 
expressed  their  views  regarding  the  data 
provided  to  the  public  with  regard  to 
the  Medicare  Spending  per  Beneficiary 
measure.  One  commenter  stated  that 
CMS  had  provided  ample  opportunity 
for  public  comment.  Some  commenters 
expressed  concern  that  CMS  had 
provided  data  only  to  hospitals  through 
confidential  reports,  so  hospitals  were 
unable  to  compare  their  performance  to 
other  hospitals,  and  others  requested  a 
publi(fuse  file  that  would  allow  outside 
organizations  to  verify  calculations, 
analyze  potential  unintended 
consequences,  or  assist  hospitals  in 
identifying  opportunities  for  hospitals 
to  reduce  spending. 

Response:  We  appreciate  the  public 
interest  in  data  regarding  the  Medicare 
Spending  per  Beneficiary  measure.  We 
note  that  some  information  could  only 
be  provided  directly  to  hospitals, 
through  confidential  reports,  because  it 
contains  Medicare  beneficiaries’ 
personally  identifiable  information. 


That  level  of  data  was  only  provided  to 
the  hospitals  that  treated  the 
beneficiaries  during  the  period  of 
performance.  In  response  to  the  request 
for  data,  we  have  posted  a  file  on 
Hospital  Compare  that  provides  data  on 
the  makeup  of  the  average  Medicare 
Spending  per  Beneficiary  episodes  at 
the  individual  hospital,  state,  and 
national  levels.  The  file  is  entitled 
“MSPB_Spending_Breakdowns_by_ 
Claim_Type_051510-021411.csv,”  and 
it  can  be  accessed  at:  http://bospital 
compare.hhs.gov/Data/spending-per- 
hospital-patient.aspx.  We  have  also 
published  an  additional  file  entitled, 
“MSPB_Spending_Breakdowns_by_ 
Claim_Type_051510-021411_File_ 
Description. docx”  which  provides  a 
detailed  explanation  of  the  data  fields 
contained  in  the  “MSPB_Spending_ 
Breakdowns_by_Claim_T  y  pe_05 1510- 
021411. csv”  file.  This  file  can  be 
accessed  in  the  “downloads”  section  of 
the  Hospital  VBP  Web  site  at:  https:// 
\v\\nv. cms.gov/Medicare/Quaiity- 
Ini  tiati  ves-Pa  tien  t-Assessmen  t- 
Instruments/hospital-value-based- 
purchasing/index.html?redirect=/ 
Hospital- Value-Based-Purchasing/.  We 
believe  that  the  provision  of  these  files 
satisfies  the  public’s  need  for  data  while 
protecting  beneficiary  privacy. 

Comment:  Several  comments 
expressed  views  regarding  the  reliability 
of  the  Medicare  spending  per 
beneficiary  measure.  Commenters  stated 
that  reliability  testing  was  not  published 
and  should  be  before  the  measure  is 
finalized. 

Response:  We  appreciate  the  value  of 
reliability  analyses  for  the  Medicare 
Spending  per  Beneficiary  measure,  as  it 
is  a  new  measure  type  for  the  Hospital 
VBP  Program.  We  proposed  to  include 
the  Medicare  Spending  per  Beneficiary 
measure  in  the  Hospital  VBP  Program 
for  FY  2015,  based  on  our  belief  that  it 
would  be  reliable.  This  belief  was  based 
not  only  on  the  nature  of  the  measure, 
in  that  it  captures  almost  all  discharges 
during  the  performance  period  and  is 
calculated  using  payment  amounts 
obtained  from  Medicare  claims  data,  but 
also  on  a  body  of  published  research 
and  historical  NQF  findings  related  to 
claims-based  resource  use  measures. 
Because  the  Medicare  Spending  per 
Beneficiary  measure  is  not  condition- 
specific,  but  captures  nearly  all 
discharges  from  eligible  hospitals 
during  a  performance  period,  most 
hospitals  were  expected  to  have  a  large 
sample  size  of  Medicare  Spending  per 
Beneficiar\'  episodes.  Larger  sample 
sizes  increase  the  reliability  of  the 
measure. 

There  is  also  published  research  that 
indicates  that  spending  for  an  episode  of 
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care  varies  “greatly”  among  hospitals  (N 
Engl  J  Med.  2008;  359:  3-5)  and 
measures  for  which  there  is  a  larger 
inter-hospital  variability  are  more  likely 
to  be  reliable.  Other  studies,  such  as  the 
one  conducted  by  Jha  and  colleagues, 
also  found  statistically  significant 
differences  in  the  cost  of  care  among 
hospitals  using  a  predictive  cost  model 
(Health  Aff.  2009;  28(3):  897-906),  and 
another  study  found  significant 
variation  in  Medicare  spending  per 
discharge  for  five  common  conditions 
(Healthcare  Financial  Management 
Association.  Data  Trends.  Mar  2011. 
Available  at  http://www.ahd.com/news/ 
HFM_DataTrends_201  l_March.pdf). 
Furthermore,  MedPAC  found  that 
measures  of  spending  per  beneficiary 
were  an  appropriate  means  of  assessing 
variation  in  cost  and  that  “much  of  the 
variation  [remaining]  after  removing  the 
effects  of  input  price  adjusters  is 
attributable  to  the  quantity  of  services 
beneficiaries  use.”  The  study  showed 
that  even  with  aggregation  at  the  county 
level,  only  87.3  percent  of  beneficiaries 
nationally  are  between  85  percent  and 
115  percent  of  average  cost  per 
beneficiary,  even  after  adjusting  for 
health  status,  participation  in  Medicare 
Parts  A  and  B,  and  payment  to  hospitals 
that  reflect  hospital  costs  for  providing 
uncompensated  care  to  the  poor  and 
teaching  hospital  costs  for  graduate 
medical  education.  After  all  such 
adjustments,  the  standard  deviation  at 
the  beneficiary  level  was  greater  than  10 
percent  of  the  average  cost  per 
beneficiary  (MedPAC.  Report  to 
Congress:  Variation  and  Innovation  in 
Medicare,  Jun  2003).  While  these 
studies  do  not  explicitly  test  the 
reliability  of  a  beneficiary-level  episode- 
based  cost  measure,  they  clearly 
establish  significant  variation  in 
spending  per  beneficiary  and  show  that 
provider  choices  drive  that  part  of  that 
variation. 

In  addition  to  this  research,  the  NQF 
has  found  other  resource  use  measures 
that  are  based  on  Medicare  claims  data, 
such  as  all-cause  readmission  measure 
(NQF  #1789),  to  be  highly  reliable.  For 
the  all-cause  readmission  measure, 
“reliability'and  validity  [at  the  data 
element  level  and  at  the  measured  score 
level]  was  generally  received  as 
adequate  by  the  steering  committee” 
(NQF:  2012  Proc.  Feb  2012,  available  at 
http://www.quaIityforum.org/WorkArea/ 
Iinkit.aspx?LinkIdentifier=id&‘ 
ItemID=70455).  Further,  in  a 
memorandum  to  the  NQF  Board  of 
Directors,  the  NQF’s  Senior  Vice 
President  for  Performance  Measures 
report  noted  that  the  majority  of  NQF 
committee  members  stated  that  the 


Hospital-wide  All  Cause  Readmission 
Measure  was  highly  reliable  (Burston, 
2012:  Appeal  of  Hospital-wide  All 
Cause  Readmission  Measure,  95pp. 
Available  at:  http:/ /www. quality 
forum.org/WorkArea/Iinkit. aspx?Link 
Identifier=idErltemlD=71398).  To  further 
confirm  our  expectation  that  the 
Medicare  Spending  per  Beneficiary 
measure  is  sufficiently  reliable  for 
inclusion  in  the  Hospital  VBP  Program, 
we  elected  to  obtain  an  analysis  similar 
to  that  performed  for  certain  other 
Hospital  VBP  measures.  That  analysis 
concluded  that  the  Medicare  Spending 
per  Beneficiary  measure  has  an  overall 
reliability  of  0.951  with  a  minimum 
number  of  10  cases.  The  overall 
reliability  of  the  Medicare  Spending  per 
Beneficiary  Measure  increases  by  0.0002 
when  the  minimum  number  of  episodes 
increases  from  10  to  25.  The  reliability 
analysis  may  be  accessed  publicly  in  the 
“Downloads”  section  of  our  Hospital 
VBP  Web  page,  located  at:  https:// 
wn'w.cms.gov/Medicare/Quality- 
Initiatives-Patient- Assessment- 
Instruments /hospital-value-based- 
purchasing/index.html?redirect=/ 
Hospital-Value-Based-Purchasing/. 

Comment:  One  commenter  noted  that 
the  MAP  identified  measures  of  cost  as 
a  high-priority  gap  area  for  the  Hospital 
VBP  Program  and  strongly  supported 
the  measure’s  direction,  in  its  February 
2012  Final  Report  to  the  Department  of 
Health  &  Human  Services.  Some 
commenters  suggested  that  CMS  should 
not  finalize  the  measure  until  it  is 
endorsed  by  the  NQF,  and  some  said 
that  the  measure  must  go  through  the 
NQF  endorsement  process.  Many  of 
these  commenters  also  noted  that  that 
the  MAP  did  not  support  inclusion  of 
the  Medicare  Spending  per  Beneficiary 
measure  at  the  time  of  its  report. 

Response:  We  appreciate  the  value  of 
the  NQF’s  endorsement  of  performance 
measures.  We  also  agree  with  the 
commenter’s  assessment  that  the  MAP 
“strongly”  supported  the  measure’s 
direction  pending  additional 
specification  and  testing.  We  have  since 
made  the  measure  specifications  public 
and  allowed  comment  through  a 
National  Provider  Call  held  in  Februarv 
2012.  In  the  FY  2013  IPPS/LTCH  PPS  ' 
proposed  rule,  we  expressed  our  intent 
to  submit  the  Medicare  Spending  per 
Beneficiary  measure  to  the  NQF  for 
endorsement  consideration,  and  we  did 
so  on  July  2,  2012.  We  disagree  with  the 
commenters  who  contended  that  the 
measure  must  go  through  the  NQF 
endorsement  process  before  it  may  be 
included  in  the  Hospital  VBP  Program 
and  note  that  we  were  only  required  by 
statute  to  give  due  consideration  to  any 
measures  of  Medicare  spending  per 


beneficiary  currently  endorsed  by  the 
NQF  or  any  other  consensus 
organizations  under  section 
1886(b)(3)(B)(viii)(IX)  of  the  Act.  We 
have  met  that  requirement  and  have  also 
submitted  the  measure  to  the  NQF  for 
consideration  for  endorsement. 

Comment:  Some  commenters  argued 
that  the  proposed  AHRQ  PSI  composite 
measure  is  not  sufficiently  reliable  to 
distinguish  differences  in  patient  safety 
among  health  care  institutions.  Other 
commenters  suggested  that  this  type  of 
safety  measure  is  not  appropriate  for  use 
in  a  payment  program  like  the  Hospital 
VBP  Program.  Some  commenters  argued 
that  the  measure  calculation  is  too 
complex  for  hospitals  and  their  vendors 
to  attempt  to  replicate,  and  is  therefore 
difficult  as  a  focus  of  quality 
improvement. 

Response:  We  believe  that  the 
proposed  AHRQ  PSI  composite  measure 
is  sufficiently  reliable  for  purposes  of 
the  Hospital  VBP  Program  when  using 
the  minimum  number  of  cases  as 
proposed.  We  believe  that  one  principal 
contributor  to  measure  reliability  is 
measure  denominator  size.  While 
reliability  will  vary  for  individual 
hospitals  based  on  the  denominator  size 
that  applies  to  each  hospital,  we  are 
finalizing  a  minimum  number  of  cases 
for  this  measure  that  we  believe  is 
sufficiently  reliable  and  appropriately 
balances  our  priorities  of  including 
hospitals  in  the  Program  and  excluding 
hospitals  from  a  measure  when  their 
performance  on  that  measure  may  not 
be  meaningfully  captured. 

We  also  believe  that  adopting  the 
AHRQ  PSI  composite  measure,  with  the 
minimum  number  of  cases  specified  by 
the  measure  steward,  provides  strong 
incentives  for  hospitals  to  ensure  that 
patients  are  not  harmed  by  the  medical 
care  they  receive,  which  is  a  critical 
consideration  for  quality  improvement. 
We  further  believe  that  adopting  the 
minimum  number  of  cases  as  proposed 
enables  those  incentives  to  be  extended 
to  as  many  hospitals  as  possible,  thus 
ensuring  that  as  many  patients  as 
possible  will  benefit  should  hospitals 
take  steps  to  improve  their  performance 
on  the  measure. 

Further,  we  are  particularly 
concerned  about  tbe  effects  that  not 
finalizing  the  AHRQ  PSI  composite 
might  have  on  hospitals’  quality 
performance.  We  believe  that  the  PSI 
measure,  as  a  composite  measure  of 
patient  safety,  appropriately  encourages 
robust  hospital  attention  to  patient 
safety  events.  As  we  have  stated  in  prior 
rulemaking,  we  believe  that  the  Hospital 
VBP  Program  exists  to  drive  quality 
improvement  in  the  acute  inpatient 
setting,  and  we  believe  strongly  that 
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measures  of  patient  safety  such  as  the 
AHRQ  PSI  measure  and  the  CLABSI 
measure  are  important  metrics  on  which 
hospitals  should  focus  their  quality 
improvement  efforts. 

Finally,  while  we  are  sympathetic  to 
commenters’  concerns  about  the 
composite  measure’s  complexity,  we 
note  that  the  measure  is  composed  of 
underlying  safety  indicators  on  which 
hospitals  may  focus  their  attention.  We 
encourage  hospitals  that  are  unsure  how 
to  improve  their  performance  on  the 
AHRQ  PSI  measure  or  on  any  other 
measure  finalized  for  the  Hospital  VBP 
Program  to  contact  their  QIO  for 
assistance. 

Comment:  Two  commenters  assumed 
that  because  CMS  proposed  the  removal 
of  several  individual  AHRQ  PSI 
measures  from  the  Hospital  IQR 
Program,  we  would  also  remove  these 
indicators  from  the  calculation  of  the 
AHRQ  PSI-90  Composite  measure  for 
both  Hospital  IQR  and  the  Hospital  VBP 
Programs.  Furthermore,  these 
commenters  believed  that  the  statutory 
display  requirement  for  the  AHRQ  PSI- 
90  Composite  has  not  been  met  because 
CMS  did  not  display  data  for  all  eight 
of  the  individual  AHRQ  indicators  that 
are  used  in  the  composite. 

Response:  We  wish  to  clarify  that  our 
removal  of  several  individual  AHRQ 
indicators  from  the  Hospital  IQR 
Program  does  not  in  any  way  change  the 
composition  of  the  AHRQ  PSI-90 
composite  measure  for  either  the 
Hospital  IQR  or  Hospital  VBP  Programs. 
No  changes  have  been  proposed  for  the 
AHRQ  PSI-90  composite  for  the 
Hospital  IQR  or  Hospital  VBP  Programs. 
We  adopted  and  displayed  the  NQF- 
endorsed  AHRQ  PSI-90  Composite 
measure  for  the  Hospital  IQR  Program 
(NQF#531)  which  is  comprised  of  the 
following  individual  indicators:  PSI-03, 
PSI-06.  PSI-07,  PSI-08,  PSI-12,  PSI-13, 
PSI-14,  and  PSl-15.  We  will  continue  to 
use/display  this  NQF-endorsed  version 
of  the  PSI  composite  for  the  Hospital 
VBP  Program. 

Regarding  the  1  year  display 
requirement  for  the  PSI-composite  for 
the  Hospital  VBP  Program,  we  have 
proposed  to  use  the  AHRQ  PSI-90 
Composite  calculation  in  its  totality  for 
Hospital  VBP  Program  scoring.  We 
displayed  this  composite  score  in  its 
totality  on  Hospital  Compare  beginning 
October  2011.  Therefore,  the  PSI-90 
Composite  meets  the  display 
requirement  for  use  in  the  Hospital  VBP 
Program  regardless  of  how  many 
individual  AHRQ  indicators  were 
displayed. 

Comment:  Some  commenters  opposed 
our  proposal  to  adopt  the  CLABSI 
measure  for  the  FY  2015  Hospital  VBP 


Program,  arguing  that  the  measure 
should  be  validated  before  its  use  in  the 
Hospital  VBP  Program.  Other 
commenters  argued  that  the  relatively 
limited  CLABSI  data  posted  on  Hospital 
Compare  in  early  2012  did  not  meet  the 
requirement  for  public  display  prior  to 
the  measure’s  use  in  the  Hospital  VBP 
Program.  Some  commenters  suggested 
that  it  is  not  appropriate  to  adopt  the 
CLABSI  measure  for  both  HAC  payment 
policy  and  under  the  Hospital  VBP 
Program.  Some  commenters  argued  that 
CMS  should  not  include  HAC  measures 
in  the  Hospital  VBP  Program. 

Response:  We  do  not  believe  that  we 
should  wait  until  after  the  measure  is 
validated  before  adopting  it  for  the 
Hospital  VBP  Program.  The  CLABSI 
measure  captures  important  information 
about  infections  that  present  substantial 
harm  to  patients.  We  believe  that 
measuring  and  rewarding  hospitals  on 
their  work  at  curbing  CLABSI  incidents 
is  vital  to  rewarding  the  provision  of 
high-quality  health  care,  which  is  the 
central  point  of  the  Hospital  VBP 
Program. 

We  believe  that  baseline  and 
performance  period  CLABSI  data  are 
sufficiently  reliable  for  purposes  of  the 
Hospital  VBP  Program.  At  least  20  State 
health  departments  validated  CLABSI 
data  reported  to  the  NHSN  during  the 
baseline  period,  which  gives  us  some 
assurance  that  the  data  is  accurate.  We 
also  believe  that  our  CLABSI  minimum 
case  threshold  of  at  least  one  expected 
CLABSI  event  in  the  performance 
period  (discussed  more  fully  below) 
contributes  to  this  measure’s  reliability, 
since  we  exclude  hospitals  with  the 
low'est  measure  reliability  from 
receiving  a  measure  score.  Our  Hospital 
IQR  Program  CLABSI  validation  process 
starting  with  January  2012  CLABSI 
events  was  finalized  through 
rulemaking  (76  FR  51646  through 
51648)  to  ensure  data  accuracy  during 
the  performance  period.  We  believe  that 
commenters  may  have  erroneously 
concluded  that  CMS  is  adopting 
identical  quality  measures  in  two 
separate  programs — in  this  case,  the 
Hospital  VBP  Program,  and  HAC 
payment  policy  under  section 
1886(d)(4)(D)  of  the  Act.  We  do  not 
believe  this  to  be  the  case.  HAC 
measures  are  based  on  Medicare  claims 
and  capture  only  the  Medicare 
population,  while  the  CLABSI  measure 
that  we  have  proposed  to  adopt  for  the 
FY  2015  Hospital  VBP  Program  is  a 
surveillance  measure  reported  to  the 
NHSN  and  captures  non-Medicare 
patients  as  well.  We  view  the  measures 
for  each  program  as  complementary  and 
believe  that  adoption  of  these  measures 
in  each  program  should  indicate  to 


hospitals  the  high  priority  that  we  place 
on  curbing  infections  and  the  harm  they 
represent  to  patients. 

We  disagree  with  commenters’ 
assertion  that  the  measure  data  posted 
on  Hospital  Compare  did  not  meet  the 
statutory  requirement  for  public  display 
under  the  Hospital  VBP  Program. 

Section  1886(o)(2)(C)(i)  of  the  Act 
prohibits  the  Secretary  from  selecting  a 
measure  for  the  Hospital  VBP  Program 
with  respect  to  a  performance  period 
unless  that  measure  has  been  specified 
under  the  Hospital  IQR  Program  and 
included  on  Hospital  Compare  for  at 
least  one  year  prior  to  the  beginning  of 
the  performance  period.  We  posted 
CLABSI  data  on  Hospital  Compare  in 
January  2012  in  satisfaction  of  that 
requirement. 

We  believe  that  current  Hospital 
Compare  data  provides  a  broad  national 
snapshot  of  CLABSI  performance. 
Although  the  initial  January  2012 
posting  of  Hospital  Compare  data 
included  only  1  quarter  of  CLABSI 
information,  we  expect  the  number  of 
hospitals  for  which  data  is  posted  on 
Hospital  Compare  to  increase  to  the 
majority.  In  the  most  recent  May  2012 
posting,  we  posted  over  1,500  hospitals’ 
CLABSI  data  on  the  Hospital  Compare 
Web  site.  This  posting  included  January 
through  June  2012  CLABSI  data.  An 
additional  500  hospitals  submitted 
reports  that  they  had  insufficient 
intensive  care  unit  (ICU)  beds,  and  were 
not  required  in  the  Hospital  IQR 
Program  to  submit  CLABSI  data.  These 
hospitals  did  not  treat  a  sufficient 
number  of  patients  eligible  to  be 
included  in  the  CLABSI  measure.  This 
measure  exclusion,  coupled  with  the 
large  number  of  hospitals  that  are 
reporting  CLABSI  data,  indicates  broad 
understanding  of  the  measure  and 
sufficient  data  for  public  reporting. 

In  addition,  as  described  further 
below,  because  we  believe  that 
including  more  data  in  the  CLABSI 
measure  calculations  will  alleviate 
commenters’  concerns  about  the 
relatively  small  number  of  hospitals  that 
reported  on  the  measure  initially,  we 
will  finalize  a  12-month  baseline  period 
for  the  CLABSI  measure  for  FY  2015 
(this  is  discussed  more  fully  below).  By 
including  all  available  data  from  CY 
2011  in  the  resulting  performance 
standards  calculations,  we  believe  we 
can  ensure  that  the  finalized 
performance  standards  accurately  reflect 
national  performance  benchmarks. 

Comment:  Some  commenters 
expressed  support  for  CMS’  proposals  to 
adopt  the  AHRQ  patient  safety 
composite  measure  and  the  CLABSI 
measure. 
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Response:  We  thank  commenters  for 
their  support.  |.,j. 

Comment:  Some  commenters  asked 
CMS  to  wait  before  adopting  the 
CLABSI  measure  that  includes  both  ICU 
and  non-IClJ  patients. 

Response:  We  believe  that  this 
measure  supports  making  care  safer,  one 
of  the  National  Quality  Strategy’s  goals. 
We  intend  to  solicit  comments  from  the 
MAP  and  solicit  comment  on  the 
expanded  measure  in  future  rulemaking. 

Comment:  Some  commenters 
supported  CMS’  proposal  to  include 
mortality  measures  in  the  FY2015 
Hospital  VBP  Program,  though 
commenters  also  suggested  that  CMS 
consider  additional  risk-adjustment  to 
include  socioeconomic  status  and 
clinical  factors. 

Response:  We  thank  commenters  for 
their  support.  We  believe  the  existing 
risk-adjustment  methodology  is 
sufficient.  These  measures  were 
endorsed  by  the  National  Quality 
Forum,  and  the  NQF  extensively 
reviewed  the  risk  adjustment 
methodology  as  part  of  their  overall 
review.  The  30-day  mortality  measures 
are  currently  risk-adjusted  to  include 
clinical  factors,  and  we  believe  that  risk 
adjustment  model  to  be  well-understood 
by  hospitals  and  sufficiently  robust  for 
quality  measurement.  The  Hierarchical 
Condition  Category  (HCC)  grouping  of 
clinical  conditions  and  hospital  case- 
mix  are  used  for  risk  adjustment.  The 
HCC  model  makes  use  of  all  physician 
and  hospital  encounter  diagnoses  and 
was  designed  to  predict  a  beneficiary’s 
expenditures  based  on  the  total  clinical 
profile  represented  by  all  of  his/her 
assigned  HCCs.  Additionally,  there  are 
several  exclusions  to  the  mortality 
measures,  such  as  enrollment  in  a 
hospice  program.  We  refer  commenters 
to  the  extensive  documentation  of  the 
mortality  measure  methodology  at 
http://www.qualitynet.org. 

Comment:  Some  commenters 
expressed  strong  opposition  to  further 
use  of  the  30-day  mortality  measures  in 
the  Hospital  VBP  Program,  arguing  that 
the  measures  are  unreliable  and  should 
be  the  subject  of  a  validity  study.  Some 
commenters  also  argued  that  the  risk 
adjustment  process  applied  to  these 
measures  is  insufficient.  Commenters 
also  requested  that  we  pursue  a 
validation  study  of  the  mortality 
measures  as  soon  as  possible. 

Response:  We  believe  that  the  three 
30-day  mortality  measures  are 
sufficiently  reliable  for  inclusion  in  the 
Hospital  VBP  Program.  One  principal 
contributor  to  measure  reliability  is 
measure  denominator  size,  and  the 
reliability  of  a  measure  is  going  to  vary 
for  individual  hospitals,  based  on  the 


denominator  size  that  applies  to  each 
hospital.  Our  proposed  FY  2015 
minimum  case  threshold  increase  from 
10  to  25  cases  for  the  mortality  measures 
improves  reliability  by  excluding  an 
additional  estimated  376  to  682 
hospitals  in  FY  2015  with  the  lowest 
number  of  cases  in  the  measure 
denominators  and,  thus,  lowest  level  of 
reliable  measure  scores.  This  analysis 
was  performed  subsequent  to  the 
reliability  analysis  posted  on  the  CMS 
Web  page  https://www.cms.gov/ 

Medicare /Quali  ty-Ini  tiati  ves-Pa  tien  t- 
Assessment-Instruments/hospital-value- 
based-purchasing/Downloads/ 
HVBP_Measure_ReIiability-.pdf  in 
February  2012.  Our  proposed  FY  2016 
expansion  of  the  performance  period  to 
21  months  also  improves  reliability  by 
increasing  the  number  of  cases  in  the 
mortality  measure  denominator.  We 
believe  that  the  previously  finalized  FY 
2014  Hospital  VBP  mortality  measures 
are  sufficiently  reliable,  since  the  12 
month  performance  period  is  expected 
to  increase  the  denominator  counts  for 
most  hospitals,  relative  to  the  9  month 
FY  2015  mortality  measure  performance 
period. 

We  believe  that  our  increase  in  the 
minimum  number  of  cases  for  the 
mortality  measures  for  FY  2015 
improves  overall  reliability,  since  we 
excluded  hospitals  with  the  lowest 
reliability  from  receiving  a  score  on  the 
mortality  measures.  We  proposed  the  25 
case  minimum  for  each  of  the  three  30- 
day  mortality  measures  because  we 
recognize  that  each  of  these  measures 
are  risk  adjusted  to  estimate  differences 
in  hospital  patient  case  mix.  Our 
process  of  care  measures  included  in  the 
Hospital  VBP  program  do  not  utilize 
risk  adjustment  estimation  techniques, 
and  we  believe  that  our  proposal  to 
increase  the  minimum  case  threshold  to 
25  cases  incorporates  the  increased 
reliability  necessary  for  the  three 
mortality  measures  using  risk 
adjustment  estimation  techniques.  We 
believe  that  our  25  case  minimum 
threshold  is  also  supported  by  the 
central  limit  theorem,  a  commonly  used 
statistical  theorem  used  in  sampling 
theory  and  statistical  estimation. 
According  to  Rice’s  Mathematical 
Statistics  and  Data  Analysis  (2nd 
edition,  1995),  this  theorem  states  that 
under  certain  conditions,  the  mean  of  a 
sufficiently  large  number  of 
independent  random  variables,  each 
with  a  finite  mean  and  variance,  will  be 
approximately  normally  distributed.  For 
these  mortality  measures,  a  25  case 
minimum  threshold  should  be  sufficient 
to  create  an  approximate  normal 
distribution  of  hospital  TPSs.  We 


believe  that  the  distribution  of  mortality 
measures  is  sufficiently  reliable  for 
inclusion  in  the  program,  based  on  this 
information  and  the  relatively  small 
contribution  of  the  mortality  measures 
to  the  total  performance  score.  We  also 
proposed  to  set  the  the  Outcome  domain 
weight  at  30  percent  for  the  FY  2015 
program  so  that  the  total  performance 
score  continues  to  be  normally 
distributed  and  reliable  with  the 
inclusion  of  the  mortality  measures.  We 
also  view  the  TPS’s  reliability  is  an 
important  factor  when  considering 
performance  periods,  minimum 
numbers  of  cases  and  measures,  and 
other  policies  for  the  Hospital  VBP 
Program,  as  the  TPS  is  the  basis  for 
value-based  incentive  payments. 

We  also  weighed  our  policy  goal  to 
link  payment  to  patient  outcomes  for 
the  vast  majority  of  hospitals  in  our 
proposal  to  include  the  3  mortality 
measures  with  a  25  case  minimum.  For 
the  FY  2015  proposed  9  month 
performance  period  and  25  case 
threshold,  we  estimate  that  about  1,566 
hospitals  would  be  included  for  the 
AMI  30-day  mortality  measure,  2,514 
hospital  would  be  included  for  the  HF 
30-day  mortality  measure,  and  2,690 
hospitals  would  be  included  for  the  PN 
30-day  mortality  measure.  Increasing 
the  minimum  case  threshold  would 
dramatically  decrease  the  number  of 
hospitals  receiving  a  score  for  these 
measures,  and  would  dramatically 
reduce  the  impact  on  patient  health 
outcomes  that  the  3  mortality  measures 
promote.  We  further  believe  that  the  3 
mortality  measures  are  valid  through 
their  very  strong  link  to  patient  health 
outcomes.  The  National  Quality  Forum 
endorsed  these  measures  and  one 
fundamental  criterion  in  their 
assessment  was  a  demonstrated  link  to 
patient  health  outcomes.  We  believe 
that  the  inclusion  of  mortality  measures 
improves  the  Total  Performance  Score’s 
validity  by  adding  measures  with 
relatively  high  correlation  with  patient 
outcomes.  We  further  believe  that  these 
measures,  which  capture  outcomes  data, 
enable  us  to  provide  incentives  to 
hospitals  focusing  on  a  broader  picture 
of  health  care  quality,  rather  than 
simply  rewarding  hospitals  for 
completing  clinical  processes. 

Comment:  Some  commenters 
suggested  that  we  consider  additional 
HAC  measures  for  the  Hospital  VBP 
Program,  including  CAUTI  and  vascular 
catheter-associated  infection. 
Commenters  urged  us  to  retain  the  HAC 
measures  that  we  suspended  in  the  CY 
2012  OPPS/ASC  final  rule  with 
comment  period  for  the  FY  2014 
Hospital  VBP  Program  and  suggested 
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that  we  consider  additional  HAI 
measures  for  the  FY  2015  VBP  Program. 

Response:  VVe  thank  commenters  for 
these  suggestions.  As  stated  above,  we 
will  consider  additional  measures  for 
the  Hospital  VBP  Program  as  they 
become  available  under  the 
requirements  set  forth  in  section 
1886(o)(2)  of  the  Act  and  if  they  are 
consistent  with  the  National  Quality 
Strategy  and  the  agency’s  other  quality 
improvement  priorities. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  FY  2015  Hospital  VBP 
Program  measure  set  as  proposed,  with 
the  exception,  as  described  further 
above,  of  AMI-10,  which  we  have 
concluded  is  “topped-out.” 

c.  General  Process  for  Hospital  VBP 
Program  Measure  Adoption  for  Future 
Program  Years 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28080),  in  order  to 
facilitate  measure  adoption  for  the 
Hospital  VBP  Program  for  future  years, 
as  well  as  further  align  the  Hospital  VBP 
Program  with  the  Hospital  IQR  Program, 
we  proposed  to  re-adopt  measures  from 
the  prior  program  year  for  each 
successive  program  year,  unless 
proposed  and  finalized  otherwise  (for 
example,  because  one  or  more  of  the 
clinical  process  of  care  measures  is 
topped-out).  We  intend  to  continue 
monitoring  Hospital  VBP  measures  for 
topped-out  status  and  will  propose  to 
remove  topped-out  measures  from  the 
program  as  appropriate  in  future 
rulemaking.  We  will  therefore  generally 
re-adopt  the  prior  program  year’s 
measure  set  unless  we  propose  to  add  or 
remove  measures  through  rulemaking 
and  in  response  to  public  comments. 
However,  under  this  policy,  once 
measures  are  finalized,  we  would  not 
separately  re-propose  them  for  each 
program  year.  We  invited  public 
comments  on  this  proposal. 


Comment:  Some  commenters 
supported  the  proposal  to  re-adopt 
Hospital  VBP  measures  automatically 
for  each  program  year,  noting  that  the 
policy  will  give  stability  and 
predictability  to  the  program  while  still 
affording  CMS  flexibility  to  make 
needed  changes. 

Response:  We  agree  and  thank 
commenters  for  their  support. 

Comment:  Some  commenters  opposed 
the  proposal  to  re-adopt  measures  for 
future  program  years  unless  CMS 
proposes  to  remove  them.  Commenters 
suggested  that  new  measures  may  make 
older  measures  redundant  or 
unnecessary,  and  argued  that 
stakeholders  should  be  able  to  comment 
on  the  entire  measure  set  annually. 

Response:  We  intend  to  re-evaluate 
the  entire  Hospital  VBP  measure  set 
each  year,  and  to  propose  to  remove  any 
measures  that  we  conclude  would  be 
redundant  or  unnecessary  due  to  the 
addition  of  other,  newer  measures.  We 
also  intend  to  solicit  comments  on  an 
annual  basis  on  the  entire  measure  set, 
including  both  newly  proposed  and 
previously  finalized  measures,  and  we 
will  consider  and  respond  to  all  of  these 
comments.  We  view  the  proposal  to 
automatically  re-adopt  measures  as  a 
way  to  ensure  consistency  across 
Hospital  VBP  Program  years.  This 
proposal  also  seeks  to  assist  hospitals  in 
their  planning  and  quality  improvement 
efforts  through  more  advanced  notice 
about  Hospital  VBP  measures  to  be 
included  in  future  program  years. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  policy  enabling  automatic 
re-adoption  of  quality  measures  from 
prior  program  years  as  proposed. 

9.  Measures  and  Domains  for  the  FY 
2016  Hospital  VBP  Program 

a.  FY  2016  Measures 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28080),  we 


proposed  to  retain  the  three  30-day  \ 
mortality  measures  that  were  finalized 
for  the  FY  2014  Hospital  VBP  Program, 
and  which  we  are  finalizing  for  the  FY 

2015  Hospital  VBP  Program,  for  the  FY 

2016  Hospital  VBP  Program.  We  also 
proposed  to  retain  PSI-90,  which  is  the 
AHRQ  PSI  composite  measure  that  we 
are  finalizing  for  the  FY  2015  Hospital 
VBP  Program,  for  the  FY  2016  Hospital 
VBP  Program.  By  proposing  to  adopt 
these  measures  now,  we  believe  we  will 
be  able  to  adopt  a  longer  performance 
period  and  collect  more  data  for 
performance  scoring  than  would  be 
possible  if  we  waited  to  make  this 
proposal  until  the  FY  2014  IPPS/LTCH 
PPS  proposed  rule.  We  also  proposed  to 
adopt  these  measures  at  this  time 
because  we  recognize  that  under  section 
1886(o)(3)(C)  of  the  Act,  we  must 
establish  and  announce  performance 
standards  not  later  than  60  days  prior  to 
the  beginning  of  the  performance  period 
for  the  fiscal  year  involved. 

Accordingly,  we  proposed  that  the 
performance  period  for  these  measures 
would  begin  October  1,  2012,  for 
purposes  of  the  FY  2016  Hospital  VBP 
Program.  Because  we  are  finalizing  our 
proposal  above  to  automatically  re- 
adopt  measures  from  year  to  year,  the 
other  proposed  FY  2015  measures  will 
also  become  part  of  the  FY  2016 
measure  set  (with  the  exception  of  the 
CLABSI  measure)  unless  we  propose 
otherwise  in  future  rulemaking.  We  also 
anticipate  adopting  additional  measures 
for  the  FY  2016  Hospital  VBP  Program 
in  future  rulemaking. 

The  proposed  FY  2016  Hospital  VBP 
Program  30-day  mortality  measures  and 
AHRQ  PSI  composite  measure  are 
shown  below; 


Proposed  Outcome  Measures  for  FY  2016  Hospital  VBP  Program  . 


Measure  ID 

Description 

AHRQ  PSI  composite . i 

MORT-30-AMI  . 

MORT-3(>-HF  .  1 

MORT-30-PN  . 

Complication/patient  safety  for  selected  indicators  (composite). 

Acute  Myocardial  Infarction  (AMI)  30-day  mortality  rate. 

Heart  Failure  (HF)  30-day  mortality  rate. 

1  Pneumonia  (PN)  30-day  mortality  rate. 

We  did  not  propose  to  adopt  the 
CLABSI  measure  for  the  FY  2016 
Hospital  VBP  Program  at  this  time,  but 
stated  that  we  may  propose  it  in  future 
rulemaking. 

We  invited  public  comment  on  these 
proposals. 


Comment:  Some  commenters  urged  us 
to  clarify'  whether  CMS  will  propose  to 
adopt  the  CLABSI  measure  for  the  FY 
2016  Hospital  VBP  Program. 

Response:  We  anticipate  proposing  to 
adopt  CLABSI  for  the  FY  2016  Hospital 
VBP  Program. 


Comment:  Some  commenters  urged 
CMS  to  exclude  patients  identified  as 
needing  only  hospice  or  palliative  care 
from  Hospital  VBP  Program 
calculations,  arguing  that  inconsistent 
access  to  these  services  may  result  in 
unfair  penalties  to  hospitals  in  areas 
without  those  services. 
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Response:  As  patients  needing 
hospice  or  palliative  care  will  still  * 
require  resources  from  hospitals,  we  do 
not  believe  it  would  be  appropriate  to 
exclude  them  from  Hospital  VBP 
Program  calculations,  nor  do  we  believe 
it  would  be  consistent  with  measure 
specifications.  We  intend  to  monitor  the 
effects  of  the  Hospital  VBP  Program  on 
care  quality  in  the  acute  inpatient 
setting  and  will  examine  this  issue  in 
the  future. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  include  the 
30-day  mortality  measures,  AHRQ  PSI 
composite  measure,  and  other  measures 
finalized  for  the  FY  2015  Hospital  VBP 
measure  set  (with  the  exception  of  the 
CLABSI  measure)  in  the  FY  2016 
measure  set.  As  stated  above,  we  might 
propose  in  future  rulemaking  to  adopt 
additional  measures  beginning  with  the 
FY  2016  Hospital  VBP  Program. 

b.  Quality  Measure  Domains  for  the  FY 
2016  Hospital  VBP  Program 

Currently,  measure  domains  are 
defined  by  the  measure  type  rather  than 
by  measure  function.  At  the  time  of  the 
'  Hospital  VBP  Program’s  development. 


we  believed  this  type  of  measure 
classification,  which  was  included  in 
the  2007  Report  to  Congress,  was 
appropriate  for  the  program  based  on  its 
clarity  and  simplicity  compared  to 
alternative  scoring  models.  We  refer 
readers  to  the  Hospital  Inpatient  VBP 
Program  final  rule  (76  FR  26513  through 
26514)  for  further  discussion  of  our 
decision  to  finalize  the  Three-Domain 
Performance  Scoring  Model  for  the 
Hospital  VBP  Program  with  appropriate 
modifications  for  additionial  domains  as 
necessary.  The  FY  2014  Hospital  VBP 
Program’s  domains  are  clinical  process 
of  care,  outcomes,  and  patient 
experience  of  care.  The  FY  2015 
Hospital  VBP  Program’s  proposed 
domains  are  clinical  process  of  care, 
outcomes,  patient  experience  of  care, 
and  efficiency. 

We  strive  to  align  quality 
measurement  and  value-based 
purchasing  efforts  with  the  National 
Quality  Strategy  and  across  programs. 
Value-based  purchasing  programs  in 
particular  allow  us  to  link  the  National 
Quality  Strategy  with  Medicare 
reimbursements  to  providers  and 
suppliers  on  a  national  scale.  Given  this 


objective,  as  well  as  our  objective  to 
focus  quality  measurement  on  the 
patient-centered  outcome  of  interest  to 
the  extent  possible,  in  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule  (77  FR 
28081),  we  proposed  to  reclassify  the 
Hospital  VBP  measures  into  domains 
based  on  the  six  priorities  of  the 
National  Quality  Strategy,  beginning 
with  the  FY  2016  Hospital  VBP 
Program.  We  made  this  proposal  in  this 
proposed  rule  to  ensure  that  we  have 
ample  time  to  consider  all  public 
comments  and  finalize  any  policies  in 
advance  of  the  FY  2016  program  year. 

We  proposed  that  the  following  six 
domains  serve  as  a  framework  for 
measurement  and  TPS  calculations  for 
the  Hospital  VBP  Program  beginning 
with  the  FY  2016  program  year:  Clinical 
Care;  Person-  and  Caregiver-Centered 
Experience  and  Outcomes;  Safety; 
Efficiency  and  Cost  Reduction;  Care 
Coordination;  and  Community/ 
Population  Health. 

To  illustrate  how  CMS  would  classify 
measures  into  the  proposed  new 
domains,  we  offered  the  following 
example  using  the  proposed  FY  2015 
Hospital  VBP  measure  set: 


Proposed  FY  2015  measures 

Proposed  FY  2016  domain 

Proposed  FY  201 5  domain 

HF-1  Discharge  Instructions . 

Care  Coordination  . 

Clinical  Process  of  Care. 

AMI-10  Statin  Prescribed  at  Discharge . 

Clinical  Care  . 

Clinical  Process  of  Care. 

AMI-7a  Fibrinolytic  Agent  Received  Within  30  Minutes  of  Hospital  Ar¬ 
rival. 

AMI-8a  Primary  PCI  Received  Within  90  Minutes  of  Hospital  Arrival  ... 

Clinical  Care  . 

Clinical  Process  of  Care 

Clinical  Care  . 

Clinical  Process  of  Care. 

Mortality-30-AMI:  Acute  Myocardial  Infarction  (AMI)  30-day  Mortality 

Clinical  Care  . 

Outcomes. 

Rate. 

! 

Mortality-30-HF:  Heart  Failure  (HF)  30-day  Mortality  Rate . 

Clinical  Care  . . . 

Outcomes. 

Mortality-30-PN;  Pneumonia  (PN)  30-Day  Mortality  Rate . 

Clinical  Care  . 

Outcomes. 

PN-3b  Blood  Cultures  Performed  in  the  Emergency  Department  Prior 

Clinical  Care  . 

Clinical  Process  of  Care. 

to  Initial  Antibiotic  Received  in  Hospital. 

PN-6  Initial  Antibiotic  Selection  for  Community-Acquired  Pneumonia 

Clinical  Care  . 

Clinical  Process  of  Care. 

(CAP)  in  Immunocompetent  Patients. 

SCIP  Card-2  Surgery  Patients  on  Beta-Blocker  Therapy  Prior  to  Ar- 

Clinical  Care  . 

Clinical  Process  of  Care. 

rival  Who  Received  a  Beta-Blocker  During  the  Perioperative  Period. 

SCIP-lnf-01  Prophylactic  antibiotic  received  within  1  hour  prior  to  sur- 

Clinical  Care  . 

Clinical  Process  of  Care. 

gical  incision. 

SCIP-lnf-02  Prophylactic  antibiotic  selection  for  surgical  patients . 

Clinical  Care  . 

Clinical  Process  of  Care. 

SCIP-lnt-03  Prophylactic  antibiotics  discontinued  with  24  hours  after 

Clinical  Care  . 

Clinical  Process  of  Care. 

surgery  end  time. 

Clinical  Care  . . 

SCIP-lnf-04  Cardiac  Surgery  Patients  with  Controlled  6AM  Post- 

Clinical  Process  of  Care. 

operative  Serum  Glucose. 

SCIP-\/TE-2  Surgery  Patients  Who  Received  Appropriate  Venous 

Clinical  Care  . 

Clinical  Process  of  Care. 

Thromboembolism  Prophylaxis  Within  24  Hours  Prior  to  Surgery  to 

24  Hours  After  Surgery. 

, 

Medicare  spending  per  beneficiary  . 

Efficiency  and  Cost  Reduction  . 

Efficiency. 

HCAHPS — Hospital  Consumer  Assessment  of  Healthcare  Providers 

Person-  and  Caregiver-Centered 

Patient  Experience  of  Care. 

and  Systems  Survey. 

Experience  and  Outcomes. 

Central  Line-Associated  Blood  Stream  Infection  (CLABSI) . 

Safety . 

Outcome. 

PSI  90  Complication/Patient  Safety  for  Selected  Indicators  (Com- 

Safety . 

Outcome. 

posite). 

We  acknowledge  that  some  of  the 
measures  noted  above  could 
appropriately  be  placed  in  more  than 
one  domain  because  the  quality 


improvement  characteristics  they  seek 
to  measure,  especially  for  outcome 
measures,  are  multifaceted.  We  believe 
that  the  measure  classification  by 


domain  should  reflect  the  primary 
measurement  objective  and  the  type  of 
quality  impiovement  goal  the  measure 
seeks  to  capture.  For  example,  although 
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a  reduction  in  CLABSIs  may  reflect 
improved  clinical  care,  we  believe  that 
it  better  reflects  an  improvement  in 
patient  safety  because  such  infections 
often  cause  harm  to  patients. 

We  proposed  that  the  TPS  would 
continue  to  be  determined  by 
aggregating  each  hospital’s  scores  across 
all  domains.  A  hospital’s  score  on  each 
domain  would  also  continue  to  be 
calculated  based  on  the  hospital’s  score 
on  each  measure  within  the  domain, 
which  is  based  on  the  higher  of  its 
achievement  or  improvement  during  the 
applicable  performance  period. 

\Ve  welcomed  public  comment  on  our 
proposal  to  regroup  the  Hospital  V^BP 
Program’s  quality  measures  into  six 
domains  that  better  reflect  the  National 
Quality  Strategy,  beginning  with  the  FY 
2016  Hospital  VBP  Program. 

We  also  solicited  comments  on  how 
to  properly  w’eight  the  domains  in  FY 
2016.  We  believe  that  domain  weighting 
should  primarily  balance  two  factors. 
First,  it  should  reflect  our  concept  of 
quality  as  it  relates  to  the  National 
Quality  Strategy  and  the  most  critical 
needs  for  quality  improvement  in  caring 
for  beneficiaries.  Second,  it  should 
reflect  the  relative  depth  and  maturity  of 
measures  in  each  domain.  For  example, 
although  improvement  in  the  proposed 
Care  Coordination  domain  is  a  priority, 
we  would  want  to  take  into 
consideration  whether  the  care 
coordination  measures  available  for 
inclusion  in  that  domain  in  a  particular 
year  capture  multiple  aspects  of  care 
coordination.  If  w'e  did  not  believe  that 
the  measures  within  a  domain  captured 
enough  aspects  of  care,  we  would 
consider  proposing  a  relatively  lower 
w'eight  for  the  domain.  We  anticipate 
that  the  domain  weights  will  evolve 
over  time  as  the  measure  set  changes. 

We  also  recognize  that  the  current 
domain  weighting  system  allows  us  to 
place  higher  value  on  measures  closer  to 
the  patient-centered  outcome  of  interest 
by  grouping  outcome  measures  into  a 
single  domain.  In  the  proposed  domain 
reclassification,  the  30-day  mortality 
measures  w'ould  be  grouped  with 
process  measures.  Although  we 
anticipate  that  the  measure  set  will 
evolve  over  time  to  be  more  focused  on 
outcomes,  the  current  measure  set 
continues  to  emphasize  clinical 
processes.  We  sought  public  comment 
on  whether  CMS  should  continue  to 
group  all  outcome  measures  in  a  single 
domain.  In  addition,  we  sought  public 
comment  on  the  implications  of  and 
alternatives  to  the  proposed  approach  of 
including  both  clinical  process  of  care 
measures  and  outcome  mea§jires  in  the 
proposed  Clinical  Care  domain  under 
the  proposed  domain  reclassification. 


Comment:  Some  commenters 
expressed  support  for  our  proposal  to 
realign  the  Hospital  VBP  measure 
scoring  domains  around  the  priorities 
articulated  in  the  National  Quality 
Strategy. 

Response:  We  thank  commenters  for 
their  support. 

Comment:  Some  commenters 
expressed  concerns  about  the  proposed 
domain  reclassification  for  FY  2016, 
suggesting  that  the  proposed  structure 
could  dilute  hospitals’  focus  on 
outcome  measures.  Commenters 
preferred  that  outcome  measures 
continue  to  be  grouped  together  and 
given  substantial  domain  weight  to 
reflect  the  relatively  greater  importance 
of  outcomes  to  patients  and  taxpayers. 
Other  commenters  w'ere  concerned 
about  adopting  domains  based  on  the 
National  Quality  Strategy  with  relatively 
few  measures. 

Response:  We  understand  the 
commenters’  concern  and  agree  that  the . 
Hospital  VBP  Prbgram  should,  over 
time,  focus  its  measure  set  on  measures 
of  outcomes  and  efficiency  rather  than 
clinical  processes.  We  intend  to 
continue  shifting  the  focus  of  the 
Hospital  VBP  Program’s  measure  set 
from  clinical  processes  to  measures  of 
outcomes  and  efficiency,  and  will 
consider  the  commenters’  concerns 
about  diluting  hospitals’  focus  on 
outcome  measures  in  the  future. 

We  are  also  concerned  about  adopting 
domains  with  relatively  few'  measures, 
but  we  note  that  such  a  policy  serves  to 
focus  hospitals’  attention  on  the 
measures  captured  in  such  domains.  As 
noted  above,  we  finalized  the  FY  2015 
Program’s  Efficiency  domain  with  one 
measure,  which  we  believe  shows  the 
relative  importance  of  efficiency  in  the 
health  care  sector. 

Comment:  Some  commenters  urged 
CMS  to  proceed  cautiously  in 
reclassifying  Hospital  VBP  measure 
scoring  domains  for  the  FY  2016 
Hospital  VBP  Program.  Some 
commenters  suggested  that  the  National 
Quality  Strategy’s  priorities  are  more 
appropriate  for  Accountable  Care 
Organizations  or  as  guiding  principles 
for  quality  rather  than  as  quality 
domains.  Commenters  suggested  that 
CMS  allow  Hospital  VBP  Program 
scoring  previews  before  completing  any 
domain  reclassification  in  order  to  allow 
hospitals  to  evaluate  the  impact  qn  their 
scores.  Some  commenters  also  suggested 
that  CMS  wait  until  hospitals  have 
actual  experience  with  the  Hospital  VBP 
Program  before  fundamentally 
reshaping  its  structure. 

Response:  We  thank  commenters  for 
their  input.  We  will  consider  the 
feasibility  of  providing  hospitals  with 


scoring  preview's  in  the  future.  As  we 
are  not  finalizing  this  domain 
reclassification  at  this  time,  we  believe 
we  are  meeting  commenters’  request 
that  we  wait  until  hospitals  have  actual 
experience  with  the  Program  before 
reshaping  it.  We  will  consider  re¬ 
proposing  this  domain  reclassification 
when  we  have  more  information  to 
evaluate  hospitals’  performance  under 
the  Program. 

After  consideration  of  the  public 
comments  we  received,  we  are  not 
finalizing  our  proposal  to  reclassify  the 
Hospital  VBP  measures  into  domains 
based  on  the  six  priorities  of  the 
National  Quality  Strategy  in  FY  2016. 

We  will  maintain  the  existing  four- 
domain  structure  in  FY  2016.  We  will 
consider  these  comments  should  we 
address  this  issue  again  in  future 
rulemaking. 

10.  Performance  Periods  and  Baseline 
Periods  for  the  FY  2015  Hospital  VBP 
Program 

■  Section  1886(o)(4)  of  the  Act  requires 
the  Secretary  to  establish  a  performance 
period  for  the  Hospital  VBP  Program  for 
a  fiscal  year  that  begins  and  ends  prior 
to  the  beginning  of  such  fiscal  year. 

a.  Clinical  Process  of  Care  Domain 
Performance  Period  and  Baseline  Period 
for  FY  2015 

In  the  CY  2012  OPPS/ASC  final  rule 
w'ith  comment  period  (76  FR  74534),  for 
the  FY  2014  Hospital  VBP  Program,  we 
finalized  a  9-month  {3-quarter) 
performance  period  from  April  1,  2012 
through  December  31,  2012  for  the 
clinical  process  of  care  domain 
measures. 

As  we  stated  in  that  final  rule  with 
comment  period,  adopting  a  3-quarter 
performance  period  for  this  domain  for 
the  FY  2014  Hospital  VBP  Program 
would  enable  us  to  consider  adopting  a 
12-month  performance  period  for  this 
domain  for  FY  2015.  Therefore,  in  the 
FY  2013  IPPS/LTCH  PPS  proposed  rule 
(77  FR  28082),  we  proposed  to  adopt  CY 
2013  (January  1,  2013  through  December 
31,  2013)  as  the  performance  period  for 
all  but  one  of  the  clinical  process  of  care 
domain  measures  for  the  FY  2015 
Hospital  VBP  Program.  This  proposed 
performance  period  for  FY  2015  would 
begin  immediately  after  the  end  of  the 
FY  2014  performance  period  and  will 
enable  us  to  begin  to  make  value-based 
incentive  payments  to  hospitals 
beginning  October  1,  2014.  A  12-month 
performance  period  would  also  give  us 
more  data  on  which  to  score  hospital 
performance,  which  is  an  important  goal 
both  for  CMS  and  for  stakeholders.  We 
also  note  that  a  12-month  performance 
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period  is  consistent  with  the  periods 
used  for  the  Hospital  IQR  Program. 

However,  as  noted  above,  AMI-10 
measure  data  were  posted  on  Hospital 
Compare  on  January  26,  2012. 

Therefore,  we  stated  that  we  did  not 
believe  we  could  begin  a  performance 
period  for  this  measure  on  January  1, 
2013,  which  would  align  with  the 
proposed  performance  period  for  all 
other  clinical  process  of  care  measures. 
We  considered  the  most  appropriate 
way  to  include  this  measure  in  the  FY 
2015  Hospital  VBP  Program  and 
concluded  that  we  should  propose  a  9- 
month  performance  period  from  April  1, 
2013  through  December  31,  2013.  As  we 
have  stated  for  prior  program  years,  we 
believe  that  a  9-month  performance 
period  provides  sufficiently  reliable 
quality  measure  data  for  clinical  process 
of  care  measures.  We  also  stated  that  we 
intend  to  align  the  AMI-10  measure’s 
performance  period  with  all  other 
clinical  process  measures  for  future 
program  years. 

As  we  explained  in  the  Hospital 
Inpatient  VBP  Program  final  rule  (76  FR 
26511),  we  believe  that  baseline  data 
should  be  used  from  a  comparable  prior 
period  for  purposes  of  calculating  the 
performance  standards.  However,  we 
also  strive  to  balance  that  belief  with 
our  desire  to  use  the  most  recently- 
available  data  in  order  to  calculate 
performance  standcurds,  as  we  believe 
that  more  recent  data  more  closely 
reflects  current  performance  on 
measures.  Therefore,  we  proposed  to 
adopt  CY  2011  (January  1,  2011  through 
December  31,  2011)  as  the  baseline 
period  for  all  but  one  of  the  Clinical 
Process  of  Care  domain  measures  for  the 
FY  2015  Hospital  VBP  Program.  As 
noted  above,  we  proposed  to  adopt  a  9- 
month  performance  period  for  the  AMI- 
10  measure.  In  accordance  with  our 
preference  for  adopting  a  comparable 
prior  period  for  purposes  of  calculating 
the  performance  standards,  we  proposed 
to  adopt  a  9-month  baseline  period  of 
April  1,  2011  through  December  31, 

2011  for  the  AMI-10  measure. 

We  welcomed  public  comment  on 
these  proposals. 

Comment:  Commenters  generally 
supported  CMS’  clinical  process  of  care 
performance  period  proposals  for  the  FY 
2015  Hospital  VBP  Program,  including 
proposing  to  use  a  full  calendar  year  for 
most  clinical  process  measures  and  a 
slightly  shorter  performance  period  for 
AMI-10  consistent  with  its  posting  date 
on  Hospital  Compare. 

Response:  We  thank  commenters  for 
their  support.  However,  as  described 
further  above,  because  we  have 
concluded  that  AMI-10  is  “topped-out,” 


we  are  not  finalizing  that  measure  for 
the  Hospital  VBP  Program. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  FY  2015  performance 
period  and  baseline  period  for  the 
Clinical  Process  of  Care  domain  as 
proposed,  with  the  exception  of  the 
proposed  periods  for  the  AMI-10 
measure. 

b.  Patient  Experience  of  Care  Domain 
Performance  Period  and  Baseline  Period 
for  FY  2015  ‘ 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74534),  for 
the  FY  2014  Hospital  VBP  Program,  we 
finalized  a  9-month  (3-quarter) 
performance  period  from  April  1,  2012 
through  December  31,  2012  for  the 
Patient  Experience  of  Care  domain 
measure. 

As  we  stated  in  that  final  rule  with 
comment  period,  adopting  a  3-quarter 
performance  period  for  this  domain  for 
the  FY  2014  Hospital  VBP  Program 
would  enable  us  to  consider  adopting  a 
12-mQnth  performance  period  for  this 
domain  for  FY  2015.  Consistent  with 
our  goal  of  adopting  a  full  12-month 
period  for  this  domain  in  order  to 
collect  a  larger  amount  of  HCAHPS 
survey  data  compared  to  a  9-month 
period,  in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28083)  we 
proposed  to  adopt  CY  2013  (January  1, 
2013  through  December  31,  2013)  as  the 
performance  period  for  the  Patient 
Experience  of  Care  domain  measure  for 
the  FY  2015  Hospital  VBP  Program. 

This  proposed  performance  period  for 
FY  2015  would  begin  immediately  after 
the  end  of  the  FY  2014  performance 
period  and  would  enable  us  to  begin 
making  value-based  incentive  payments 
to  hospitals  beginning  on  October  1, 
2014.  We  also  note  that  a  12-month 
performance  period  is  consistent  with 
the  periods  used  for  the  Hospital  IQR 
Program. 

As  we  explained  in  the  Hospital 
Inpatient  VBP  Program  final  rule  (76  FR 
26511),  we  believe  that  baseline  data 
should  be  used  from  a  comparable  prior 
period  for  purposes  of  calculating  the 
performance  standards.  Therefore,  we 
proposed  to  adopt  CY  2011  (January  1, 
2011  through  December  31,  2011)  as  the 
baseline  period  for  the  Patient 
Experience  of  Care  domain  measure  for 
the  FY  2015  Hospital  VBP  Program. 

We  welcomed  public  comment  on 
these  proposals. 

Comment:  Commenters  generally 
supported  the  proposal  to  adopt  12- 
month  baseline  and  performance 
periods  for  the  Patient  Experience  of 
Care  Domain  for  the  FY  2015  Hospital 
VBP  Program. 


Response:  We  thank  commenters  for 
their  support. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  FY  2015  Patient 
Experience  of  Care  performance  period 
and  baseline  period  as  proposed. 

c.  Efficiency  Domain  Measure 
Performance  Period  and  Baseline  Period 
for  FY  2015 

We  posted  performance  data  for  the 
Medicare  Spending  Per  Beneficiary 
measure  on  Hospital  Compare  on  April 
21,  2012.  We  therefore  concluded  that 
the  earliest  we  could  begin  a 
performance  period  for  FY  2015  is  one 
year  from  the  date  on  which  the  data 
was  posted.  In  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  28083),  we 
proposed  an  end  date  of  December  31, 
2013  for  this  measure’s  performance 
period.  This  end  date  is  consistent  with 
the  end  dates  proposed  for  the  Clinical 
Process  of  Care  domain  and  for  the 
HCAHPS  measure  in  the  Patient 
Experience  of  Care  domain. 

In  the  interest  of  maintaining 
consistency  across  domains,  to  the 
extent  possible,  and  in  order  to  ensure 
that  data  have  been  posted  for  at  least 
1  year  prior  to  the  beginning  of  the 
measure  performance  period,  we 
proposed  to  adopt  an  8-month 
performance  period  (May  1,  2013 
through  December  31,  2013)  for  the 
Medicare  spending  per  beneficiary 
measure  for  the  FY  2015  Hospital  VBP 
Program.  We  believe  this  proposed 
performance  period  enables  us  to  collect 
as  much  measure  data  as  possible  and 
the  time  necessary  to  process  claims  and 
incorporate  measure  data  into  Hospital 
VBP  Program  scores.  We  further 
proposed  to  adopt  a  corresponding  prior 
period  (May  1,  2011  through  December 
31,  2011)  as  the  baseline  period  for 
purposes  of  calculating  the  performance 
standards.  This  proposed  baseline 
period  would  be  consistent  with  the 
baseline  period  proposed  for  other 
Hospital  VBP  Program  measures  in  that 
it  precedes  the  performance  period  by 
two  years. 

We  welcomed  public  comment  on  the 
proposed  FY  2015  performance  and 
baseline  period  for  the  Medicare 
spending  per  beneficiary  measure. 

Comment:  Some  commenters  argued 
that  the  proposed  performance  period 
for  the  Medicare  Spending  per 
Beneficiary  measure  is  not  long  enough 
to  produce  reliable  data  on  which  to 
base  performance  scores. 

Response:  We  disagree.  We  believe 
that  the  proposed  performance  period 
will  enable  us  to  make  robust 
comparisons  of  hospitals’  spending 
levels,  which  we  note  are  important 
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considerations  for  quality  improvement. 
As  described  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule,  we  conducted  an 
independent  analysis  of  the  minimum 
number  of  cases  necessary  for  hospitals 
to  receive  a  reliable  score  on  the 
Medicare  Spending  per  Beneficiary 
measure  (77  FR  28089-90),  and  we 
believe  that  the  25  case  minimum 
finalized  below  appropriately  ensures 
that  hospitals  are  being  compared  using 
reliable  measure  data.  In  addition,  in 
order  to  confirm  our  expectation  that 
the  Medicare  Spending  per  Beneficiary 
measure  would  be  reliable,  an 
expectation  that  was  based  on  the  large 
number  of  discharges  included  in  the 
measure  and  the  body  of  literature 
supporting  the  ability  of  cost  measures 
to  assess  variability  between  hospitals, 
we  have  conducted  comprehensive 
reliability  testing  of  the  measure.  As 
discussed  in  section  VIII.C.8.b  of  this 
preamble,  that  analysis  found  the 
measU''3  to  be  reliable  with  a  minimum 
of  10  cases.  VVe  discuss  and  finalize  our 
minimum  case  number  for  the  Medicare 
Spending  per  Beneficiary  measure  in 
section  VIII.C.14.C.  of  this  preamble. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  FY  2015  performance 
period  for  the  Medicare  Spending  per 
Beneficiary  measure  as  proposed. 

d.  Outcome  Domain  Performance 
Periods  for  FY  2015 

(1)  Mortality  Measures 

In  the  Hospital  Inpatient  VBP  Program 
final  rule  (76  FR  26495),  we  finalized  a 
12-month  performance  period  (July  1, 
201 1-June  30,  2012)  for  the  Outcome 
domain  for  the  FY  2014  Hospital  VBP 
Program.  We  also  finalized  a 
comparable  prior  period  as  the  baseline 
period  (July  1,  2009  through  June  30, 
2010)  for  purposes  of  calculating 
improvement  points  as  well  as  the 
performance  standards. 

Due  to  the  lengthy  time  needed  for  us 
to  compile  certain  claims-based  measure 
data  at  the  individual  hospital  level  and 
calculate  the  measure  rates  and  scores 
(discussed  more  fully  in  section 
VIII.C.6.b.  of  this  preamble  in  the 
context  of  our  review  and  corrections 
proposal  for  claims-based  measures),  we 
must  conclude  the  performance  period 
for  the  mortality  and  AHRQ  PSI 
measures  for  FY  2015  by  June  30,  2013. 

VVe  are  concerned  about  the  difficulty 
that  varied  performance  periods  impose 
on  participating  hospitals.  While  we 
believe  the  public  recognizes  the  need 
for  different  performance  periods  due  to 
varied  measure  types  and  collection 
methods,  we  strive  to  propose 
performance  periods  that  are  as 


consistent  as  possible  from  one  program 
year  to  the  next.  We  believe  this 
consistency  is  important  for  all 
hospitals  that  are  working  to  improve 
the  quality  of  care  they  provide  to 
Medicare  beneficiaries  and  to  the 
entirety  of  the  patient  population. 
However,  we  are  also  aware  that  the 
Hospital  VBP  statute  requires  that  we 
establish  and  announce  performance 
standards  for  Hospital  VBP  measures  at 
least  60  days  in  advance  of  the 
performance  period.  Because  we 
proposed  to  adopt  these  measures  for 
FY  2015  in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule,  which  will  not  be 
effective  until  60  days  after  it  is 
finalized,  we  did  not  believe  we  could 
propose  a  performance  period  for  these 
measures  beginning  earlier  than  October 
1,  2012. 

We  note  that  this  proposed 
performance  period  is  less  than  12 
months,  which  may  raise  seasonality 
concerns  with  regard  to  these  measures. 
We  note  further  that  we  examined  the 
independent  analysis  of  these  measures’ 
reliability  provided  by  Mathematica 
Policy  Research,  entitled,  “Reporting 
Period  and  Reliability  of  AHRQ,  CMS 
30-day  and  HAC  Quality  Measures — 
Revised,”  which  is  available  on  our  Web 
site  {http://cms.hhs.gov/Medicare/ 
Quality'-Initiatives-Patient-Assessment- 
Instruments/hospital-value-based- 
purchasing/Downloads/ 

HVBP  Measure  Reliability-. pdf],  and 
which  concluded  that  the  measures  may 
not  achieve  total  reliability  for  all 
hospitals  for  reporting  periods  as  short 
as  6  months.  However,  we  believe  that 
holding  all  hospitals  accountable  using 
the  same  period  will  fairly  alleviate 
those  concerns,  particularly  because 
these  measures  are  risk-adjusted  using  a 
methodology  that  does  not  penalize 
hospitals  for  poor  performance  on  the 
measure  without  a  relatively  larger 
sample  size.  As  described  further  below, 
while  we  are  concerned  about  these 
measures’  reliability  when  adopting  a 
performance  period  of  less  than  12 
months,  we  believe  that  increasing  the 
required  minimum  number  of  cases  will 
assure  sufficient  reliability  for  these 
measures  for  value-based  purchasing. 
Based  on  our  stated  objective  to  include 
outcome  measures  in  the  Hospital  VBP 
Program,  we  believe  that  the  proposed 
9-month  performance  period  for  these 
measures  will  produce  sufficiently 
reliable  results  for  hospitals. 

Therefore,  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  28083),  we 
proposed  to  adopt  a  9-month 
performance  period  for  the  three  30-day 
mortality  measures  for  FY  2015  from 
October  1,  2012  through  June  30,  2013. 
We  further  proposed  a  comparable 


baseline  period  from  October  1,  2010 
through  June  30,  2011. 

We  welcomed  public  comment  on  our 
proposal  to  adopt  a  performance  period 
for  the  proposed  FY  2015  mortality 
measures  that  runs  from  October  1,  2012 
through  June  30,  2013,  and  a  baseline 
period  that  runs  from  October  1,  2010, 
through  June  30,  2011. 

Comment:  Many  commenters 
expressed  concern  about  the  proposed 
performance  period  for  mortality 
measures,  arguing  that  the  proposed 
period  is  too  short  to  provide  reliable 
measure  scores  on  which  to  base  TPSs. 
Commenters  noted  that  a  statistical 
report  released  by  CMS  concluded  that 
the  mortality  measures  do  not  appear  to 
be  reliable  even  with  up  to  24  months 
of  performance  information. 

Response:  As  stated  above,  we  believe 
that  holding  all  hospitals  accountable 
using  the  same  time  period  alleviates 
any  significant  concerns  about  seasonal 
variation  in  measure  performance.  We  , 
believe  that  our  proposal  is  responsive 
to  concerns  about  outcome  measure 
reliability.  Our  proposals  are  designed 
to  increase  overall  reliability  of  these 
measures,  and  exclude  hospitals  with 
the  most  unreliable  measure  rates  from 
receiving  a  score  in  the  outcome 
domain.  We  also  considered  the 
improved  validity  resulting  from 
outcome  measures  that  include  a  higher 
correlation  with  patient  outcomes, 
relative  to  process  of  care  measures.  As 
stated  previously,  we  assessed  measure 
reliability,  TPS  reliability  and  validity, 
and  alignment  with  our  policy  goal  to 
reduce  cost  and  improve  patient  health 
outcomes  when  we  developed  our 
proposals. 

Comment:  Some  commenters 
expressed  concern  about  the  proposed 
performance  periods,  suggesting  that 
CMS  should  wait  until  it  can  adopt  12- 
month  performance  and  baseline 
periods  before  adopting  measures  into 
the  Hospital  VBP  Program.  Commenters 
argued  that  12-month  performance 
periods  represent  the  minimum  length 
that  CMS  should  consider  finalizing. 

Response:  While  we  are  also 
concerned  about  requiring  hospitals  to 
improve  on  quality  metrics  during 
varied  performance  periods,  as  stated 
above,  we  believe  the  proposed 
performance  periods  enable  us  to  adopt 
robust  quality  measures  covering 
important  clinical  topics  as  quickly  as 
possible,  thereby  encouraging  hospitals 
to  improve  their  performance  on  the 
measures.  We  believe  that  the  Hospital 
VBP  Program’s  shifting  focus  from 
measures  of  clinical  processes  to 
outcome  and  efficiency  measures  rightly 
ensures  that  hospitals  consider  how  to 
improve  every  aspect  of  the  care 
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provided  to  Medicare  beneficiaries,  an 
aim  that  we  achieve  by  adopting  new 
measures  into  the  Hospital  VBP  Program 
as  soon  as  possible. 

After  consideration  of  the  public  , 
comments  we  received,  we  are 
finalizing  the  FY  2015  performance 
period  and  baseline  period  for  the  30- 
day  mortality  measures  as  proposed. 

(2)  AHRQ  PSI  Composite  Measure 

We  posted  hospital  performance  data 
on  the  AHRQ  PSI  composite  measure  on 
Hospital  Compare  on  October  14,  2011. 
Based  on  that  posting  date,  we  believe 
the  earliest  we  could  begin  a 
performance  period  for  FY  2015  is 
October  14,  2012.  As  discussed  above, 
we  must  conclude  the  performance 
period  for  certain  claims-based 
measures  by  June  30,  2013  in  order  to 
allow  sufficient  time  to  calculate  the 
measure  rates  and  scores.  We  note  that 
we  did  not  specify  which  measures’ 
performance  period  we  must  end  by 
June  30,  2013  in  the  proposed  rule;  we 
intended  to  refer  specifically  to  the 
mortality  measures  and  the  AHRQ  PSI 
composite  measure. 

Therefore,  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  28084),  we 
proposed  to  adopt  a  nearly  9-month 
performance  perio’d  (October  15,  2012 
through  June  30,  2013)  for  the  AHRQ 
PSI  composite  measure  for  FY  2015.  We 
believe  that  this  performance  period 
will  provide  us  with  sufficiently  reliable 
data  on  which  to  base  hospitals’  scores. 
We  further  proposed  to  adopt  a 
comparable  prior  period  from  October 
15,  2010  through  June  30,  2011  as  the 
baseline  period  for  purposes  of 
calculating  the  performance  standards. 

While  we  would  prefer  to  adopt  a 
performance  period  longer  than  nearly 
9-months  in  order  to  provide  the  most 
reliable  measure  data  possible,  we 
believe  that  the  proposed  period  enables 
us  to  ensure  that  this  measure,  which 
assesses  hospital  performance  on  the 
critical  topic  of  patient  safety,  is 
included  in  hospitals’  FY  2015  TPSs 
and,  therefore,  will  become  a  focus  of 
quality  improvement  efforts.  We  note 
further  that  we  examined  the 
independent  analysis  of  this  measure’s 
reliability  provided  by  Mathematica 
Policy  Research,  entitled,  “Reporting 
Period  and  Reliability  of  AHRQ,  CMS 
30-day  and  HAC  Quality  Measures — 
Revised,”  which  is  available  on  our  Web 
site  [http://cms.hhs.gov/Medicare/ 
Quality-Initiatives-Patient-Assessment- 
Instruments/hospital-value-based- 
purchasing/Downloads/ 
HVBP_Measure_ReliabiIity-.pdf),  and 
which  concluded  that  the  AHRQ  PSI 
composite  measure  achieves  moderate 
reliability  for  the  majority  of  hospitals 


for  reporting  periods  of  6  months  or 
longer.  Based  on  our  objective  to 
include  patient  safety  measures  in  the 
Hospital  VBP  Program,  we  believe  that 
the  proposed  nearly  9-month 
performance  period  for  this  measure 
will  produce  reliable  results  for 
hospitals. 

We  welcomed  public  comment  on 
these  proposals. 

Comment:  Many  commenters  opposed 
the  proposed  performance  period  for  the 
AHRQ  PSI  composite  measure,  arguing 
that  CMS’  standard  for  reliability  testing 
for  the  measure  is  not  sufficient  for  a 
payment  program.  Some  commenters 
urged  CMS  to  review  measure  reliability 
at  0.9  or  higher  to  ensure  that  value- 
based  incentive  payments  have  high 
reliability  rates. 

Response:  As  described  above,  we 
believe  that  the  AHRQ  PSI  composite 
measure  is  sufficiently  reliable  for 
purposes  of  the  Hospital  VBP  program. 
The  median  reliability  level  of  this 
measure  is  estimated  to  be  0.7  for  a  9 
month  performance  period.  In  our 
measure  selection  and  performance 
period  assessment,  we  also  assessed  the 
validity  of  the  measure  through  its 
correlation  with  patient  health 
outcomes,  and  the  reliability  of  the  TPS 
as  indicative  of  hospital  performance. 
We  do  not  believe  that  focusing  on  the 
individual  measure’s  reliability,  to  the 
exclusion  of  its  contribution  to  the 
reliability  of  the  TPS,  is  the  sole 
criterion  for  assessing  the 
appropriateness  of  adopting  measures  to 
the  Hospital  VBP  Program.  We  note  that 
the  AHRQ  PSI  composite  measure  is  a 
measure  of  patient  safety,  a  critical  topic 
for  quality  measurement  and 
improvement,  and  we  believe  strongly 
that  adopting  this  measure  for  the 
Hospital  VBP  Program  will  ensure  that 
hospitals  focus  on  the  topic  of  patient 
safety  when  working  towards  quality 
improvement. 

We  do  not  believe  that  commenters’ 
suggestion  of  adopting  0.9  as  the 
standard  for  measure  reliability  to  the 
exclusion  of  other  criteria  is  advisable. 
We  further  note  that  we  assess  quality 
measures  for  adoption  in  the  Hospital 
VBP  Program  in  many  ways,  including 
reliability,  the  number  of  hospitals 
receiving  a  score  on  the  measure,  the 
measure  topic,  and  alignment  with 
quality  priorities. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  FY  2015  performance 
period  and  baseline  period  for  the 
AHRQ  PSI  composite  measure  as 
proposed. 


(3)  CLABSI  Measure 

We  posted  CLABSI  measure  data  on 
Hospital  Compare  on  January  26,  2012. 
Pursuant  to  our  commitment  to  post 
measure  data  on  Hospital  Compare  at 
least  one  year  prior  to  the  beginning  of 
a  performance  period  for  the  Hospital 
VBP  Program,  the  earliest  we  can  begin 
a  performance  period  for  this  measure  is 
January  26,  2013.  Because,  as  described 
above,  we  believe  this  measure  captures 
important  patient  safety  data,  in  this 
case  related  to  infections  that  present 
the  possibility  of  significant  harm  to 
hospitalized  patients,  we  believe  it  is 
appropriate  to  adopt  the  measure  as 
soon  as  possible  for  as  lengthy  a 
performance  period  as  possible. 
Adopting  an  approximately  11 -month 
performance  period  for  this  measure 
will  not,  in  our  view,  appreciably  harm 
the  measure’s  statistical  reliability  for 
purposes  of  value-based  purchasing 
scoring,  particularly  because  (as 
described  below)  we  also  proposed  to 
adopt  the  measure  steward’s  criteria  for 
minimum  number  of  cases  to  receive  a 
measure  score. 

Therefore,  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  28084),  we 
proposed  to  adopt  an  approximately  11- 
month  performance  period  for  the 
CLABSI  measure  from  January  26,  2013 
through  December  31,  2013  with  a 
comparable  baseline  period  of  January 
26,  2011  through  December  31,  2011  for 
purposes  of  calculating  the  performance 
standards. 

We  welcomed  public  comment  on 
these  proposals. 

Comment:  Many  commenters  were 
concerned  about  the  proposed 
performance  period  for  the  CLABSI 
measure.  Commenters  were  specifically 
concerned  about  the  quality  of  CLABSI 
data  that  is  being  reported  publicly,  as 
they  argued  that  less  than  25  percent  of 
hospitals  met  the  minimum  case 
threshold  for  reporting  on  Hospital 
Compare  during  the  first  quarter  of 
public  reporting.  Commenters  asserted 
that  the  relatively  small  sample  is  not 
representative  of  hospitals  around  the 
country. 

Response:  We  understand 
commenters’  concerns  about  the 
robustness  of  the  CLABSI  measure  data. 
However,  we  believe  that  the  best  way 
to  address  these  concerns  is  to  include 
as  much  data  from  as  many 
participating  hospitals  as  possible. 
While  the  January  2011  Hospital 
Compare  display  included  data  for  a 
relatively  small  number  of  hospitals, 
approximately  2,300  hospitals  reporting 
.  CLABSI  data  were  suppressed  on  the 
January  2011  Hospital  Compare  due  to 
insufficient  volume  of  reported  data.  In 
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total,  over  2,600  hospitals  submitted 
CLABSl  data  during  the  first  quarter 
2011  to  the  NHSN  to  comply  with  our 
Hospital  IQR  Program  reporting 
requirement.  An  additional  600 
hospitals  reported  to  CMS  that  they  did 
not  treat  a  sufficient  volume  of  ICU 
patients,  and  were  not  required  to  report 
CLABSl  data  to  CMS.  We  also  note  that 
the  May  2012  display  of  Hospital 
Compare  included  over  1,500  hospitals’ 
CLABSl  data,  an  increase  of  over  1,000 
hospitals  ft’om  the  January  posting.  We 
anticipate  the  number  of  hospitals 
posted  on  Hospital  Compare  will 
increase  to  over  2,000  hospitals  when 
we  collect  12  months  of  CLABSl  data. 
We  do  not  believe  it  is  appropriate  to 
drop  January  2011  reported  data 
because  we  believe  that  the  increased 
reliability  using  a  12  month 
performance  period  and  we  believe  that 
any  sampling  bias  that  may  have  been 
introduced  by  the  relatively  small 


number  of  reporting  hospitals  in  the 
first  quarter  is  eliminated  by  adopting  a 
12-month  baseline  period  and  including 
as  many  hospitals  as  possible.  We 
believe  that  adopting  a  12-month 
baseline  period  enables  us  to  calculate 
performance  standards  that  fully  and 
fairly  reflect  national  performance  on 
the  CLABSl  measure  without  including 
the  effects  of  seasonal  variation. 

We  also  wish  to  provide  hospitals 
with  baseline  performance  period  data 
as  soon  as  feasible  to  promote  hospital 
quality  improvement  efforts.  We 
anticipate  that  hospitals  will  also  see 
their  12  month  baseline  performance 
period  CLABSl  data  on  Hospital 
Compare  by  January  2013.  These  same 
data  are  posted  on  Hospital  Compare  as 
part  of  our  Hospital  IQR  program.  We 
expect  to  provide  Hospital  Compare 
preview  reports  containing  this 
information  to  hospitals  during  fall  2012 
calendar  year. 


In  addition,  CDC  advised  us  that 
CLABSl  measure  data  may  not  be  easily 
disaggregated  to  incident  day,  but 
rather,  may  only  be  reduced  to  incident 
month.  For  that  reason,  we  are  finalizing 
that  instead  of  beginning  the 
performance  period  for  the  CLABSl 
measure  for  FY  2015  with  January  26, 
2013  events,  the  performance  period 
will  begin  with  February  1,  2013  events. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  an  FY  2015  performance 
period  for  the  CLABSl  measure  of 
February  1,  2013  through  December  31, 
2013  infection  event  data,  with  a 
baseline  period  of  January  1,  2011 
through  December  31,  2011  infection 
event  data. 

The  final  performance  and  baseline 
periods  for  all  of  the  FY  2015  measures 
appear  below; 


- 5 

Domain  1 

Baseline  period 

Performance  period 

Clinical  Process  of  Care . 

Patient  Experience  of  Care . 

Outcome 

•  Mortality  . 

•  AHRQ  PSI  . :. . 

•  CLABSl  . 

Efficiency 

•  Medicare  Spending  Per  Beneficiary- 1  . 

January  1 ,  201 1  -December  31 ,  201 1  . 

January  1,  2011 -December  31,  2011  . 

1 

•  October  1,  2010“June  30.  2011  . 

!  •  October  15,  2010-June  30,  2011  . 

i  •  January  1,  2011 -December  31,  2011  . 

i  •  May  1,  2011 -December  31,  2011  . 

January  1,  2013-December  31,  2013. 

January  1,  2013-December  31,  2013. 

•  October  1,  2012-dune  30,  2013. 

•  October  15,  2012^une  30,  2013. 

j  •  February  1,  2013-December  31,  2013. 

{  •  May  1,  2013-December  31,  2013. 

e.  Performance  Periods  for  FY  2016 
Measures 

In  order  to  provide  relatively  more 
reliable  data  for  the  three  proposed  30- 
day  mortality  measures  and  the  AHRQ 
PSl  composite  measure,  we  considered 
how  we  could  adopt  a  24-month 
performance  period  for  the  FY  2016 
Hospital  VBP  Program.  We  do  not 
believe  it  is  feasible  to  do  so  at  this  time 
given  the  statutory  requirement  that  we 
establish  and  announce  performance 
standards  at  least  60  days  in  advance  of 
the  applicable  performance  period. 
However,  we  intend  to  propose  to  adopt 
a  24-month  performance  period  for 
these  measures  as  soon  as  is  practicable 
and  will  consider  a  24-month 
performance  period  in  future 
rulemaking. 

Given  the  time  constraints  associated 
with  the  annual  IPPS/LTCH  PPS 
rulemaking  schedule,  we  believe  that 
the  longest  performance  period  we  can 
propose  for  FY  2(116  at  this  time  is  21 
months.  We  believe  that  this 
performance  period  will  provide 
relatively  more  reliable  measure  data 
and  will  enable  us  to  consider  adopting 
a  24-month  performance  period  in  the 
future. 


Therefore  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  28084),  we 
proposed  to  adopt  a  21 -month 
performance  period  for  the  three 
proposed  30-day  mortality  measures 
and  the  AHRQ  PSI  composite  measure 
for  the  FY  2016  Hospital  VBP  Program, 
from  October  1,  2012  through  July  30, 
2014.  We  further  proposed  a  baseline 
period  of  October  1,  2010  through  July 
30,  2011,  for  purposes  of  calculating 
performance  standards  and  measuring 
improvement.  We  note  that  this  baseline 
period  is  identical  to  the  proposed 
baseline  period  for  these  measures  for 
FY  2015.  We  also  note  that  this  baseline 
period  is  shorter  than  the  proposed 
performance  period.  We  believe  it  is 
appropriate  to  use  the  most  recently- 
available  data  to  calculate  performance 
standards  and  are  concerned  about  the 
possibility  of  using  data  from  several 
years  prior  to  the  performance  period 
for  performance  standards.  However,  we 
sought  public  comment  on  whether  we 
should  adopt  a  24-month  baseline 
period. 

We  welcomed  public  comment  on 
this  proposal.  We  also  sought  comments 
.on  the  possibility  of  adopting  a 
“rolling”  2-year  performance  period  for 
certain  claims-based  measures  during 


which  we  would  score  hospitals  using 
24  months  of  data.  As  an  example, 
under  such  a  policy  for  mortality 
measures,  hospitals  could  be  scored  for 
the  FY  2018  Hospital  VBP  Program 
using  data  from  the  performance  periods 
for  FY  2017  (while  not  yet  proposed, 
one  possibility  for  that  year  could  be 
July  1,  2013  through  June  30,  2015).  For 
subsequent  fiscal  years,  we  would  drop 
the  oldest  12  months  of  data  from  that 
period  and  add  the  next  12  months.  The 
performance  period  for  the  FY  2019 
Hospital  VBP  Program  under  that  policy 
could  be  July  1,  2014  through  June  30, 
2016. 

Comment:  Many  commenters 
applauded  CMS’  proposal  to  move 
towards  a  24-month  performance  period 
for  outcome  measures  in  the  future. 
However,  some  commenters  argued  that 
CMS  should  not  finalize  shorter 
performance  periods  for  these  measures 
in  the  interim,  citing  reliability 
concerns. 

Response:  We  thank  commenters  for 
their  support.  We  believe  that  our 
proposal  is  responsive  to  concerns  about 
outcome  measure  reliability,  since  we 
proposed  a  21  month  FY  2016 
performance  period  and  a  25  case 
minimum  threshold  for  including 
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mortality  measures  for  the  FY  2015 
Hospital  VBP  Program.  Both  proposals 
are  designed  to  increase  the  overall 
reliability  of  these  measures.  We  also 
considered  the  improved  validity 
resulting  from  more  outcome  measures 
that  include  a  higher  correlation  with 
patient  outcomes,  relative  to  process  of 
care  measures.  As  stated  previously,  we 
assessed  measure  reliability,  TPS 
reliability  and  validity,  and  alignment 
with  our  policy  goal  to  reduce  cost  and 
improve  patient  health  outcomes  when 
we  developed  our  proposals.  We 
disagree  that  we  should  exclude  these 
measures  from  the  TPS  until  we  can 
adopt  lengthier  performance  periods. 

We  believ'e  that  scoring  hospitals  on 
these  measures,  even  with  relatively 
shorter  performance  periods,  ensures 
that  the  topics  covered  by  these 
measures  remain  important  components 
of  hospitals’  quality  improvement 
efforts. 

Comment:  Some  commenters  opposed 
the  proposal  to  adopt  longer 
performance  periods  for  certain 


measures  in  FY  2016.  Commenters 
argued  thatThe  varied  performance 
periods  are  confusing  for  hospitals,  and 
that  using  longer  timeframes  results  in 
hospitals  being  held  accountable  for  old 
data. 

Response:  We  understand 
commenters’  concerns  about  the  varied 
performance  periods  finalized  for  the 
Hospital  VBP  Program  and  about  using 
relatively  older  data.  However,  we  make 
every  effort  to  communicate  with 
hospitals  about  the  time  periods  during 
which  their  performance  will  be 
assessed.  We  will  continue  to  work  to 
notify  hospitals  about  the  measures, 
performance  periods,  performance 
standards,  and  other  components  of  the 
Hospital  VBP  Program. 

We  view  the  use  of  relatively  older 
data  as  a  necessary  component  of  the 
Hospital  VBP  Program  given  the  current 
state  of  quality  measurement.  Many 
measures  in  the  Hospital  VBP  Program 
are  claims-based,  which  often  require 
more  time  to  compile  and  calculate,  and 
require  relatively  longer  performance 


periods  than  other  types  of  measures  to 
maximize  reliability.  While  this  may 
result  in  hospitals’  being  held 
accountable  for  data  from  prior  fiscal 
years,  we  do  not  believe  this  policy  to 
be  avoidable  at  this  time. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  FY  2016  performance 
period  and  baseline  period  for  the  30- 
day  mortality  measures  as  proposed. 
However,  based  on  the  AHRQ  PSI 
measure’s  posting  on  Hospital  Compare 
on  October  14,  2011,  we  do  not  believe 
we  can  finalize  a  performance  period  for 
that  measure  beginning  on  October  1 , 
2012.  Based  on  the  date  of  the  posting, 
we  believe  that  the  longest  performance 
period  we  could  adopt  would  run  from 
October  15,  2012  to  June  30,  2014,  with 
a  corresponding  baseline  period  from  2 
years  prior. 

The  table  below  displays  the  final 
performance  periods  and  baseline 
periods  for  the  FY  2016  mortality  and 
AHRQ  PSI  composite  measures. 


Measure 

Baseline  period 

Performance  period 

Mortality . 

AHRQ  PSI  . 

October  1,  2010-June  30,  2011  . 

October  15,  2010-June  30,  2011  . 

October  1,  2012-June  30,  2014. 

October  15,  2012-June  30,  2014. 

11.  Performance  Standards  for  the 
Hospital  VBP  Program  for  FY  2015  and 
FY  2016 

a.  Background 

Section  1886(o){3){A)  of  the  Act 
requires  the  Secretary  to  establish 
performance  standards  for  the  measures 
selected  under  the  Hospital  VBP 
Program  for  a  performance  period  for 
the  applicable  fiscal  year.  The 
performance  standards  must  include 
levels  of  achievement  and  improvement, 
as  required  by  section  1886(o)(3)(B)  of 
the  Act,  and  must  be  established  and 
announced  not  later  than  60  days  before 
the  beginning  of  the  performance  period 
for  the  fiscal  year  involved,  as  required 
by  section  1886(o)(3)(C)  of  the  Act. 
Achievement  and  improvement 
standards  are  discussed  more  fully  in 
the  Hospital  Inpatient  VBP  Program 
final  rule  (76  FR  26511  through  26513). 
In  addition,  when  establishing  the 
performance  standards,  section 
1886(o)(3)(D)  of  the  Act  requires  the 
Secretary  to  consider  appropriate 
factors,  such  as:  (1)  Practical  experience 
with  the  measures,  including  whether  a 
significant  proportion  of  hospitals  failed 
to  meet  the  performance  standcurd 
during  previous  performance  periods; 


(2)  historical  performance  standards;  (3) 
improvement  rates;  and  (4)  the 
opportunity  for  continued 
improvement.  In  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28085), 
we  proposed  to  codify  this  for 
performance  standards  in  our 
regulations  at  §  412.165.  '  , 

b.  Performance  Standards  for  the  FY 
2015  Hospital  VBP  Program  Measures 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28085),  we 
proposed  to  establish  performance 
standards  that  apply  to  the  FY  2015 
Hospital  VBP  Program  using  the  same 
methodologies  that  we  previously 
adopted  for  the  FY  2013  and  FY  2014 
Hospital  VBP  Programs.  We  refer 
readers  to  the  Hospital  Inpatient  VBP 
Program  final  rule  (76  FR  26511  through 
26513)  for  a  detailed  discussion  of  the 
methodology  we  adopted  for  the  clinical 
process  of  care,  patient  experience  of 
care,  and  outcome  measures,  and  the  FY 
2012  IPPS/LTCH  PPS  final  rule  (76  FR 
51654  through  51656)  for  a  discussion 
of  the  methodology  we  adopted  for  the 
Medicare  spending  per  beneficiary 
measure. 

We  continue  to  believe  that  the 
finalized  methodology  for  calculating 


performance  standards  is  appropriate 
for  the  Hospital  VBP  Program  given  that 
the  Program  remains  relatively  new  to 
hospitals  and  the  public.  The  proposed 
performance  standards  for  the  clinical 
process,  outcome,  and  Medicare 
spending  per  beneficiary  measures 
appear  in  the  first  table  below,  while  the 
proposed  performance  standards  for  the 
patient  experience  of  care  (HCAHPS 
survey)  measure  appears  in  the  second 
table  below.  We  note  that  the 
performance  standards  displayed  below 
represent  estimates  based  on  the  most 
recently-available  data;  we  are  updating 
the  standards  in  this  final  rule.  We  also 
note  that  the  performance  standards  for 
the  CLABSI  measure  and  the  AHRQ  PSI 
composite  measure  are  calculated  with 
lower  values  representing  better 
performance,  in  contrast  to  other 
measures,  on  which  higher  values 
indicate  better  performance.  We  note 
further  that  we  inadvertently  omitted 
the  benchmark  for  the  AMI-ljD  measure 
and  the  achievement  threshold  and 
benchmark  for  the  HF-1  measure  in  the 
proposed  rule.  We  corrected  those 
omissions  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  correction  notice  (77 
FR  34327  through  34328)  and  the 
corrected  table  appears  below. 


j- 
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Proposed  Performance  Standards  for  the  FY  2015  Hospital  VBP  Program  Clinical  Process  of  Care  and 
Outcome  Domains,  and  the  Medicare  Spending  per  Beneficiary  Measure  ' 

[Corrected] 


Measure  ID 

Description 

Achievement  threshold  j 

Benchmark  ! 

3 

Clinical  Process  of  Care  Measures  ! 

AMI-7a . 1 

Fibrinolytic  Therapy  Received  Within  30  Min-  I 

0.72727  . 

1.00000.  1 

utes  of  Hospital  Arrival.  1 

AMI-8a  . 

Primary  PCI  Received  Within  90  Minutes  of  ! 

0.92857  . 

1.00000. 

Hospital  Arrival.  ; 

5 

AMI-10 . 

Statin  Prescribed  at  Discharge . i 

0.90474  . 

1.00000. 

HF-1  . 

Discharge  Instructions  . | 

0.92090  . 

1.00000. 

PN-3b  . 

Blood  Cultures  Performed  in  the  Emergency 

0.97129  . . . 

1.00000.  .  • 

Department  Prior  to  Initial  Antibiotic  Re-  ' 
ceived  in  Hospital. 

PN-6  . 

Initial  Antibiotic  Selection  for  CAP  in 

0.93671  . 

0.99832. 

Immunocompetent  Patient. 

SCIP-Card-2  .... 

Surgery  Patients  on  Beta-Blocker  Therapy 

0.95122  . 

1.00000. 

Prior  to  Arrival  Who  Received  a  Beta- 
Blocker  During  the  Perioperative  Period. 

SCIP-lnf-1  . 

Prophylactic  Antibiotic  Received  Within  One 

0.97872  . 

1.00000. 

Hour  Prior  to  Surgical  Incision. 

SCIP-inf-2 . 

Prophylactic  Antibiotic  Selection  for  Surgical 

0.97882  . 

1.00000. 

Patients. 

SCIP-lnf-3 . 

Prophylactic  Antibiotics  Discontinued  Within  24 

0.96154  . . 

0.99905. 

Hours  After  Surgery  End  Time. 

SCIP-Inf-^ 

Cardiac  Surgery  Patients  with  Controlled  6AM 

0.94799  . 

0.99824. 

Postoperative  Serum  Glucose. 

SCIP-lnf-9  . 

Urinary  Catheter  Removed  on  Postoperative 
Day  1  or  Postoperative  Day  2. 

0.93333  . 

1.00000. 

SCIP-VTE-2  . 

Surgery  Patients  Who  Received  Appropriate 

0.94118 . 

0.99938. 

Venous  Thromboembolism  Prophylaxes 
Within  24  Hours  Prior  to  Surgery  to  24 
Hours  After  Surgery. 

Outcome  Measures 

MORT-30-AMI 

Acute  Myocardial  Infarction  (AMI)  30-Day  Mor- 

0.8477  . 

0.8673. 

tality  Rate. 

MORT-30-HF  ... 

Heart  Failure  (HF)  30-Day  Mortality  Rate  . 

0.8861  . 

0.9042. 

MORT-3(>-PN  ... 

Pneumonia  (PN)  ^Day  Mortality  Rate . 

0.8818 . 

0.9021. 

PSI-90 . 

!  Patient  safety  for  selected  indicators  (com- 

0.4006  . 

0.2754. 

'  posite). 

clabsi . 

j  Central  Line-Associated  Blood  Stream  Infec- 

0.442  . . . 

0.000. 

!  tion. 

' 

Efficiency  Measures 

MSPB-1  . 

!  Medicare  Spending  per  Beneficiary  . 

j  Median  Medicare  spending  per 

Mean  of  the  lowest  decile  of  Medicare 

I 

1  beneficiary  ratio. 

spending  per  beneficiary  ratios 

1 

1  across  all  hospitals  during  the  per- 

across  all  hospitals  during  the  per- 

1  formance  period. 

formance  period. 

Proposed  Performance  Standards  for  the  FY  2015  Hospital  VBP  Program  Patient  Experience  of  Care 

Domain 


HCAHPS  Survey  dimension 

Floor 

(percent) 

Achievement 

threshold 

(percent) 

Benchmark 

(percent) 

Communication  with  Nurses . 

49.23 

76.28 

85.56 

Communication  with  Doctors . . . . 

57.31 

79.61 

88.72 

Responsiveness  of  Hospital  Staff . 

34.83 

62.75 

78.59 

Pain  Management . 

43  05 

69.24 

78  24 

Communication  about  Medicines  . 

28.11 

60.46 

71.72 

Hospital  Cleanliness  &  Quietness  . 

40.35 

63.79 

78.46 

Discharge  Information . 

55.10 

83.29 

89.60 

Overall  Rating  of  Hospital . . . . . 

29.26 

67.73 

83.13 

Federal  Register / Vol.  77,  No.  170/Friday,  August  31,  2012/Rules  and  Regulations 


53601 


We  welcomed  public  comment  on 
these  proposed  performance  standards. 

Comment:  Some  commenters  noted 
that  the  performance  standards  table  in 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  omitted  the  achievement  thresholds 
and  benchmarks  for  HF-1  and  AMI-10. 

Response:  We  thank  commenters  for 
their  attention  to  this  matter.  As  noted 
above,  we  published  the  proposed 
performance  standards  values  for  those 
two  measures  in  the  FY  2013  IPPS/ 

LTCH  PPS  proposed  rule  correction 
notice  (77  FR  34327  through  34328). 

Comment:  Some  commenters 
expressed  support  for  the  proposed 
performance  standards  for  FY  2015. 

Response:  We  thank  commenters  for 
their  support. 

Comment:  S©me  commenters  noted  a 
slight  decline  in  the  Clinical  Process  of 
Care  performance  standards  for  the  FY 
2015  Program  compared  to  the  finalized 
standards  for  FY  2014.  Commenters 
suggested  that  CMS  should  analyze 
these  differences  and  ascertain  whether 
this  decline  was  the  result  of  a  true 
decline  in  quality  performance  or  other 
factors.  Other  commenters  urged  CMS  to 
monitor  the  Hospital  VBP  Program 
closely,  particularly  as  the  first  year  of 
full  implementation  looms,  to  ensure 
that  the  program’s  goals  are  met  and  that 
no  unintended  consequences  result. 

Response:  We  thank  commenters  for 
their  input.  We  intend  to  monitor 
hospitals’  performance  under  the 
Hospital  VBP  Program  closely,  with 
particular  attention  to  changes  in 
hospitals’  quality  performance  over 
time. 

Comment:  Some  commenters  argued 
that  CMS  should  display  the  numerical 


vajues  of  the  performance  stEmdards  for 
the  Medicare  Spending  per  Beneficiary 
measure  rather  than  the  descriptions 
(“Median  Medicare  spending  per 
beneficiary  ratio  across  all  hospitals 
during  the  performance  period”  and 
“Mean  of  the  lowest  decile  of  Medicare 
spending  per  beneficiary  ratios  across 
all  hospitals  during  the  performance 
period”).  These  commenters  did  not 
support  the  methodology  for  calculating 
Medicare  Spending  per  Beneficiary 
performance  standards  because  those 
numerical  values  were  not  provided. 

Response:  We  disagree.  We  finalized 
the  methodology  we  would  use  to  assess 
hospital  performance  on  the  Medicare 
Spending  per  Beneficiary  measure  in 
the  FY  2012  IPPS/LTCH  PPS  final  rule 
(76  FR  51655)  and  believe  that  we  have 
met  the  requirement  to  notify  hospitals 
of  the  performance  standards.  We  will 
provide  the  numerical  equivalents  when 
they  are  available,  after  the  conclusion 
of  the  performance  period.  Further,  the 
Medicare  Spending  per  Beneficiary 
measure  is  constructed  as  a  measure  of 
costs  attributable  to  patient  care  during 
the  specified  episode  of  care.  We  do  not 
believe  it  is  helpful  for  hospitals  to  be 
compared  against  performance 
standards  constructed  from  baseline 
period  data,  on  this  payment-based 
measure,  given  potential  changes  in 
Medicare  payment  policy,  changes  in 
market  forces,  and  changes  in  utilization 
practices.  The  national  median 
Medicare  Spending  per  Beneficiary  ratio 
will  be  1.0,  because  it  is  the  ratio  of  the 
hospital’s  score  to  the  national  median. 

For  hospitals’  information,  we  are 
providing  historical  benchmark  and 
achievement  threshold  information 


during  the  period  May  15,  2010- 
February  14,  2011.  For  hospitals’ 
information,  we  are  providing  historical 
benchmark  and  achievement  threshold 
information  during  the  period  May  15, 
2010-February  14,  2011,  in  addition  to 
the  measure  rates  for  this  period,  which 
were  displayed  on  Hospital  Compare  on 
April  19,  2012.  During  this  historical 
performance  period,  this  median  ratio 
was  associated  with  a  Medicare 
Spending  per  Beneficiary  amount  of 
$17,988.04.  Hospitals  were  given  this 
national  median  Medicare  Spending  per 
Beneficiary  amount  on  a  Hospital  Open 
Door  Forum.  We  would  also  like  to 
provide  hospitals  with  the  amount  that 
corresponds  to  what  would  have  been 
the  benchmark  for  the  measure,  were 
this  an  actual  Hospital  VBP  performance 
period.  The  benchmark  Medicare 
Spending  per  Beneficiary  ratio,  or  mean 
of  the  lowest  decile,  was  0.806.  This 
ratio  corresponds  to  a  Medicare 
Spending  per  Beneficiary  amount  of 
$14,495. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  FY  2015  performance 
standards.  As  described  further  above, 
we  are  not  finalizing  performance 
standards  for  AMI-10  because  we  are 
not  including  it  in  the  FY  2015  measure 
set. 

The  final  performance  standards  for 
the  clinical  process,  outcome,  and 
Medicare  spending  per  beneficiary 
measures  appear  in  the  first  table  below, 
while  the  final  performance  standards 
for  the  patient  experience  of  care 
(HCAHPS  survey)  measure  appears  in 
the  second  table  below. 


Final  Performance  Standards  for  the  FY  2015  Hospital  VBP  Program  Clinical  Process  of  Care,  Outcome, 

AND  Efficiency  Domains 


Measure  ID 


Description 


Achievement  threshold 


Benchmark 


Clinical  Process  of  Care  Measures 


AMI-7a  . 

Fibrinolytic  Therapy  Received  Within  30  Min- 

0.80000  . 

1 .00000. 

AMI-8a  . 

utes  of  Hospital  Arrival. 

Primary  PCI  Received  Within  90  Minutes  of 

0.95349  . . 

1.00000. 

PN-3b  . 

Hospital  Arrival. 

Blood  Cultures  Performed  in  the  Emergency 

0.94118 . 

1.00000. 

PN-6  . 

Department  Prior  to  Initial  Antibiotic  Re¬ 
ceived  in  Hospital. 

Initial  Antibiotic  Selection  for  CAP  in 

0.97783  . 

1.00000. 

SCIP-Card-2  .... 

Immunocompetent  Patient. 

Surgery  Patients  on  Beta-Blocker  Therapy 

0.95918  . 

1 .00000. 

SCIP-lnf-1  . 

Prior  to  Arrival  Who  Received  a  Beta- 
Blocker  During  the  Perioperative  Period. 
Prophylactic  Antibiotic  Received  Within  One 

0.97175  . 

1 .00000. 

SCIP-lnf-2  . 

Hour  Prior  to  Surgical  Incision. 

Prophylactic  Antibiotic  Selection  for  Surgical 

0.98639  . 

1.00000. 

SCIP-lnf-3 . 

Patients. 

Prophylactic  Antibiotics  Discontinued  Within  24 

0.98637  . 

1 .00000. 

SCIP-lnf-4 . 

Hours  After  Surgery  End  Time. 

Cardiac  Surgery  Patients  with  Controlled  6AM 

0.97494  . 

1.00000. 

Postoperative  Serum  Glucose. 

. 
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Final  Performance  Standards  for  the  FY  2015  Hospital  VBP  Program  Clinical  Process  of^Care,  Outcome, 

AND  Efficiency  Domains — Continued 


Measure  ID 

i  Description  Achievement  threshold 

Benchmark 

SCIP-lnf-9 . 

1  1 

.  Urinary  Catheter  Removed  on  Postoperative  i  0.95798  . 

Day  1  or  Postoperative  Day  2. 

0.99767. 

SCIP-VTE-2  . 

i 

Surgery  Patients  Who  Received  Appropriate  i  0.94891  . . . 

Venous  Thromboembolism  Prophylaxes 

Within  24  Hours  Prior  to  Surgery  to  24  | 

0.99991. 

Hours  After  Surgery.  1 

Outcome  Measures 


MORT-30-AMI 

Acute  Myocardial  Infarction  (AMI)  30-Day  Mor- 

0.847472  . 

0.862371. 

tality  Rate. 

MORT-30-HF  ...  ! 

Heart  Failure  (HF)  30-Day  Mortality  Rate  . 

0.881510  . 

0.900315. 

MORT-30-PN  ...  1 

Pneumonia  (PN)  30-Day  Mortality  Rate . 

0.882651  . 

0.904181. 

PSI-90 .  : 

;  Patient  safety  for  selected  indicators  (com- 

0.622879  . 

0.451792. 

posite). 

CLABSI . 

Central  Line-Associated  Blood  Stream  Infec- 

0.437  . 

0.000. 

!  tion. 

1 

1 

MSPB-1 


Medicare  Spending  per  Beneficiary 


Efficiency  Measures 


I  Median  Medicare  spending  per 
i  beneficiary  ratio. 

I  across  all  hospitals  during  the  per¬ 
formance  period. 


Mean  of  the  lowest  decile  of  Medicare 
spending  per  beneficiary  ratios 
across  all  hospitals  during  the  per¬ 
formance  period. 


Final  Performance  Standards  for  the  FY  2015  Hospital  VBP  Program  Patient  Experience  of  Care  Domain 


HCAHPS  Survey  dimension 

Floor 

(percent) 

Achievement 

threshold 

(percent) 

Benchmark 

(percent) 

Communication  with  Nurses . 

47.77 

76.56 

85.70 

Communication  with  Doctors . 

55.62 

79.88 

88.79 

Responsiveness  of  Hospital  Staff . : . . 

35.10 

63.17 

79.06 

Pain  Management . 

43.58 

69.46 

78.17 

Communication  about  Medicines  . 

35.48 

60.89 

71.85 

Hospital  Cleanliness  &  Quietness  . 

41.94 

64.07 

78.90 

Discharge  Information . , . 

57.67 

83.54 

89.72 

Overall  Rating  of  Hospital . 

32.82 

67.96 

83.44 

We  are  also  aware  that  once  the  ICD- 
10-CM/PCS  coding  transition  is 
completed,  we  will  be  faced  with 
comparing  hospitals’  performance  from 
baseline  periods  coded  using  ICD-9-CM 
with  performance  periods  coded  using 
ICD-IO-CM/PCS.  We  note  that 
constructing  performance  standards 
from  such  baseline  periods  could 
produce  unforeseen  consequences  for 
quality  measurement  and  performance 
scoring.  Therefore,  we  sought  comments 
on  how  to  fairly  compare  hospitals’ 
performance  on  quality  measures  when 
captured  in  different  coding  sets. 

Comment:  Some  commenters 
expressed  concern  about  how  to 
measure  hospitals’  performance  when 
measures  or  coding  sets  change. 
Commenters  argued  that  it  would  be 
unfair  to  compare  hospitals’ 


performance  using  ICD-9-CM  in  the 
baseline  period  and  ICD-IO-CM/PCS  in 
the  performance  period.  Commenters 
urged  us  to  re-run  the  data  using  the 
same  coding  set  for  both  periods  in 
order  to  ensure  fair  comparisons. 

Response:  We  thank  commenters  for 
their  input.  We  will  consider  these 
comments  in  future  rulemaking  and 
closely  monitor  future  measure 
specification  updates  incorporating 
ICD-10  codes  into  our  future  measure 
proposals.  We  will  also  closely  monitor 
how  measure  rates  change  following 
ICEF-IO  adoption  in  our  future 
performance  standards  and  measure 
proposals. 

c.  Performance  Standards  for  FY  2016 
Hospital  VBP  Program  Measures 

As  described  further  above,  in  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 


FR  28086),  we  proposed  to  adopt  the 
three  30-day  mortality  measures  and  the 
AHRQ  PSI  composite  measure  for  the 
FY  2016  Hospital  VBP  Program.  We  also 
proposed  to  adopt  performance 
standards  for  these  measures  based  on 
the  proposed  baseline  periods  outlined 
above.  Proposed  performance  standards 
for  these  measures  appear  in  the  table 
below.  We  noted  that  the  performance 
standards  displayed  below  represent 
estimates  based  on  the  most  recently- 
available  data,  and  stated  that  we  would 
update  the  standards  in  this  final  rule. 
We  also  note  that  the  performance 
standards  for  the  AHRQ  PSI  composite 
measure  are  calculated  with  lower 
values  representing  better  performance, 
in  contrast  to  the  mortality  measures,  on 
which  higher  values  indicate  better 
performance. 
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Proposed  Performance  Standards  for  FY  2016  Hospital  VBP  Programs  Outcome  Domain:  Mortality/PSI 

Composite  Measures 


Measure  ID 

Description 

Achievement  1 
threshold  | 

Benchmark 

Outcome  Measures 

MORT-30-AMI  . 

Acute  Myocardial  Infarction  (AMI)  30-day  mortality  rate  . 

0.8477  ! 

0.8673 

MORT-30-HF . 

Heart  Failure  (HF)  30-day  mortality  rate . 

0.8861  1 

0.9042 

MORT-30-PN . 

Pneumonia  (PN)  30-day  mortality  rate  . 

0.8818 

0.9021 

PSI-90  . 

Patient  safety  for  selected  indicators  (composite) . 

0.4006 

0.2754 

Comment:  Many  commenters 
expressed  general  opposition  to  the 
proposed  performance  standards  for  the 
FY  2016  Program  based  on  their 
opposition  to  further  adoption  of  the 
proposed  measures  for  that  program 
year. 


Response:  We  responded  to  comments 
opposing  the  adoption  of  these 
measures  above  and  are  finalizing  our 
adoption  of  those  measures.  We  do  not 
interpret  the  comments  as  objecting 
specifically  to  the  proposed  FY  2016 
performance  standards  if  we  finalized 
the  measures  themselves. 


After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  FY  2016  performance 
standards  as  proposed.  Set  out  below 
are  the  final  performance  standards  for 
the  three  30-day  mortality  measures  and 
the  AHRQ  PSI  composite  measure. 


Final  Performance  Standards  for  FY  2016  Hospital  VBP  Programs  Outcome  Domain:  Mortality/PSI 

Composite  Measures 


Measure  ID 

Description 

1 _ 

Achievement 
threshold  i 

Benchmark 

Outcome  Measures 

MORT-30-AMI  . 

MORT-30-HF  . 

MORT-30-PN . 

PSI-90  . 

Acute  Myocardial  Infarction  (AMI)  30-day  mortality  rate  . 

Heart  Failure  (HF)  30-day  mortality  rate . 

Pneumonia  (PN)  30-day  mortality  rate  . 

Patient  safety  for  selected  indicators  (composite) . 

0.847472  ! 
0.881510  i 
0.882651  i 
0.622879  i 

0.862371 

0.900315 

0.904181 

0.451792 

d.  Adopting  Performance  Periods  and 
Standards  for  Future  Program  Years 

For  prior  program  years,  with  the 
exception  of  the  Hospital  Inpatient  VBP 
Program  proposed  and  final  rules,  we 
have  proposed  and  finalized  policies  for 
the  Hospital  VBP  Program  in  the  IPPS/ 
LTCH  PPS  and  OPPS/ASC  regulations. 
However,  we  do  not  believe  these  two 
rulemaking  vehicles  are  ideally  suited 
for  additional  Hospital  VBP  proposals. 
While  we  are  aware  that  it  is  convenient 
for  the  public  when  additional 
proposals  are  made  in  a  relatively 
limited  number  of  rulemaking  vehicles, 
we  are  concerned  about  the  limitations 
that  these  regulations’  schedules  place 
on  our  ability  to  propose  and  finalize 
quality  measures,  performance  periods, 
and  performance  standards  in  a  timely 
manner. 

In  order  to  facilitate  quality  measure 
adoption  for  the  Hospital  VBP  Program 
and  ensure  that  hospitals  are  kept  fully 
aware  of  the  performance  standards  to 
which  we  intend  to  hold  them 
accountable  and  the  performance 
periods  during  which  their  performance 
will  be  measured,  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28087), 
we  proposed  to  update  performance 
periods  and  performance  standards  for 


future  program  years  via  notice  on  our 
Web  site  or  another  publicly-available 
Web  site.  We  would  establish  future 
performance  standards  for  the  clinical 
process  of  care,  outcome,  and  patient 
experience  of  care  measures  using  the 
same  methodology  that  we  first 
finalized  in  the  Hospital  Inpatient  VBP 
Program  final  rule  (76  FR  26510  through 
26513).  We  would  establish  future 
performance  standards  for  the  Medicare 
spending  per  beneficiary  measure  using 
the  same  methodology  that  we  finalized 
in  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51654  through  51656).  In  the 
case  of  other  types  of  measures  whose 
scoring  would  not  be  appropriately 
described  by  the  methodologies 
outlined  above,  we  intend  to  propose 
and  finalize  additional  scoring 
methodologies.  ' 

We  believe  that  this  proposal  will 
enable  us  to  adopt  measures 
representing  the  best  in  medical  practice 
into  the  Hospital  VBP  Program  more 
quickly  and  will  allow  us  to  establish 
and  announce  performance  standards 
and  performance  periods  when 
necessary  outside  the  annual  IPPS/ 
LTCH  PPS  and  OPPS/ASC  rulemaking 
schedules.  We  believe  this  flexibility  is 
especially  necessary  as  the  Hospital 
VBP  Program  continues  to  evolve  and 


incorporate  new  types  of  quality 
measures. 

We  welcomed  public  comment  on 
this  proposal. 

Comment:  Many  commenters 
expressed  support  for  the  proposal  to 
adopt  performance  standards  and 
performance  periods  for  future  program 
years  via  notice  on  the  CMS  Web  site  or 
other  publicly-available  forum. 

Response:  We  thank  commenters  for 
their  support. 

Comment:  Some  commenters 
expressed  opposition  to  the  proposal  to 
adopt  performance  periods  and 
performance  standards  outside  of  the 
rulemaking  process.  Commenters  argued 
that  the  annual  IPPS  rulemaking  process 
is  the  most  transparent,  understood 
venue  for  hospitals  to  track  changes  to 
Medicare’s  programs. 

Response:  We  believe  that  adopting 
performance  periods  and  performance 
standards  outside  the  rulemaking 
process  provides  us  with  more 
flexibility  than  the  annual  rulemaking 
processes  allow.  We  intend  to  consider 
fully  any  comments  we  receive  on  the 
Hospital  VBP  Program  each  year,  and 
we  do  not  believe  that  finalizing  this 
policy'precludes  stakeholders  from 
providing  valuable  input  for  our 
consideration. 
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Comment:  Some  commenters  were 
concerned  about  CMS’  proposal  to 
adopt  performance  periods  and 
performance  standards  outside  the 
rulemaking  process  as  they  believed  that 
stakeholders  would  no  longer  be  able  to 
comment  on  the  proposals. 

Response:  As  stated  above,  we  intend 
to  consider  fully  any  public  comments 
we  receive  on  the  Hospital  VBP  Program 
when  developing  our  policies  for  future 
program  years.  Since  we  would  be 
updating  performance  standards  and 
performance  periods  under  this  policy, 
not  changing  the  underlying  finalized 
methodology  in  either  case,  we  believe 
this  policy  provides  us  additional 
flexibility  without  compromising  the 
public’s  ability  to  provide  input. 

VVe  also  believe  that  our  proposal 
would  improve  quality  because  it  would 
enable  us  to  use  more  recent  baseline 
information  for  the  performance 
standard  calculations.  Currently,  we  are 
only  able  to  use  the  most  recent  data 
available  at  the  time  we  issue  the  IPPS/ 
LTCH  PPS  proposed  and  final  rules. 

This  proposal  would  allow  us  to  use 
more  current,  data  extracts  because  we 
would  not  be  limited  by  the  rulemaking 
calendar  when  posting  performance 
standards. 

Comment:  To  the  extent  that  CMS 
uses  rulemaking  to  adopt  requirements 
for  the  Hospital  VBP  Program  in  the 
future,  some  commenters  urged  us  to 
use  a  stand-alone  regulation,  as  was 
done  with  the  Program’s  initial 
rulemaking.  Commenters  suggested  that 
the  proposal  and  finalization  of  new 
policies  in  the  IPPS  and  OPPS  rules  has 
been  confusing  for  hospitals  and  other 
stakeholders. 

Response:  VVe  believe  that  hospitals 
and  the  public  are  well  aware  of  the 
annual  IPPS  and  OPPS  rulemaking 
schedules,  thoujgh  we  understand  that 
including  Hospital  VBP  proposals  in 
both  IPPS  and  OPPS  rules  may  have 
been  confusing.  We  believe  it  is 
appropriate  to  update  the  Hospital  VBP 
Program,  which  generally  applies  to 
IPPS  hospitals,  in  the  annual  IPPS  rule 
as  necessary  because  hospitals  are 
generally  aware  of  that  regulation  and 
monitor  it  closely.  However,  we  reserve 
the  right  to  adopt  Hospital  VBP  policies 
in  other  rulemaking  vehicles  as 
necesscury. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  adopt 
performance  standards  and  performance 
periods  via  notice  on  our  Web  site  or 
another  publicly-available  Web  site. 


12.  FY  2015  Hospital  VBP  Program 
Scoring  Methodology 

a.  General  Hospital  VBP  Program 
Scoring  Methodology 

In  the  Hospital  Inpatient  VBP  Program 
final  rule,  we  adopted  a  methodology 
for  scoring  clinical  process  of  care, 
patient  experience  of  care,  and  outcome 
measures.  As  noted  in  that  rule,  this 
methodology  outlines  an  approach  that 
we  believe  is  well  understood  by  patient 
advocates,  hospitals,  and  other 
stakeholders  because  it  was  developed 
during  a  lengthy  process  that  involved 
extensive  stakeholder  input,  and  was 
based  on  a  scoring  methodology  we 
presented  in  a  report  to  Congress.  We 
also  noted  in  that  final  rule  that  we  had 
conducted  extensive  additional  research 
on  a  number  of  other  important 
methodology  issues  to  ensure  a  high 
level  of  confidence  in  the  scoring 
methodology  (76  FR  26514).  In  addition, 
we  believe  that,  for  reasons  of 
simplicity,  transparency,  and 
consistency,  it  is  important  to  score 
hospitals  using  the  same  general 
methodology  each  year,  with 
appropriate  modifications  to 
accommodate  new  domains  and 
measures.  We  Finalized  a  scoring 
methodology  for  the  Medicare  spending 
per  beneficiary  measure  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule  (76  FR  51654 
through  51656). 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28087),  for  the  FY 
2015  Hospital  VBP  Program,  we 
proposed  to  use  these  same  scoring 
methodologies  to  score  hospital 
performance.  We  believe  these  scoring 
methodologies  continue  to 
appropriately  capture  hospital  quality  as 
reflected  by  the  finalized  quality 
measure  sets.  We  also  note  that  re¬ 
adopting  the  finalized  scoring 
methodology  from  prior  program  years 
represents  the  simplest  and  most 
consistent  policy  for  providers  and  the 
public. 

Comment:  Some  commenters 
suggested  that  CMS  should  consider 
suspending  any  further  changes  to  the 
Hospital  VBP  Program  for  at  least  two 
years  in  order  to  allow  hospitals  to 
implement  quality  improvement 
policies.  Other  commenters  argued  that 
the  Hospital  VBP  Program  is  challenging 
to  hospitals  due  to  the  burden  of  chart 
abstraction.  Commenters  argued  that  , 
preparing  for  new  measures  requires 
substantial  work  by  hospital  staff,  and 
further  suggested  that  the  complicated 
calculations  involved  in  Hospital  VBP 
Program  payments  could  be  simplified 
by  adding  measure  scores  together  and 
calculating  confidence  intervals. 


Response:  We  do  not  believe  it  would 
be  appropriate  to  suspend  further 
changes  to  the  Hospital  VBP  Program  at 
this  time.  While  we  are  aware  that  chart 
abstraction  is  a  burden  to  hospitals,  we 
note  that,  because  the  Hospital  VBP 
Program  is  built  on  the  quality  measures 
already  adopted  for  the  Hospital  IQR 
Program,  the  Hospital  VBP  Program  in 
this  regard  does  not  impose  an 
additional  reporting  burden  on 
hospitals. 

We  note  further  that  the  finalized 
Hospital  VBP  Program  scoring 
methodology  is  based  on  research  dating 
back  to  the  2007  Report  to  Congress,  as 
further  described  in  the  Hospital 
Inpatient  VBP  Program  final  rule  (76  FR 
26493).  We  do  not  believe  that  simply 
adding  measure  scores  together  and 
calculating  confidence  intervals  fully 
and  fairly  represents  hospitals’ 
performance  on  quality  measures,  nor 
does  it  enable  objective  comparisons 
between  hospitals’  scores. 

Comment:  Some  commenters  argued 
that  the  Hospital  VBP  Program  TPS 
should  be  risk-adjusted  to  account  for 
the  challenges  faced  by  urban  safety-net 
hospitals,  including  the  increased 
follow-up  and  post-discharge  care 
required  by  beneficiaries  living  in 
poverty  and  with  limited  access  to  care. 
Commenters  noted  that  patients  who 
choose  urban  safety-net  hospitals  are 
sicker  than  typical  hospitals  patients 
and  more  complicated  to  treat. 

Response:  We  intend  to  monitor 
closely  the  effects  of  the  Hospital  VBP 
Program  on  hospitals,  including  any 
systemic  disparities  that  may  result.  We 
note  that  many  of  the  finalized  measures 
for  the  Hospital  VBP  Program  are  risk- 
adjusted,  but  we  do  not  believe  it  is 
appropriate  to  separately  risk-adjust 
hospitals’  TPSs  at  this  time.  We  believe 
the  TPS,  as  calculated  according  to  the 
finalized  scoring  methodology,  is 
sufficiently  reliable  for  purposes  of 
awarding  value-based  incentive 
payments  under  the  Hospital  VBP 
Program. 

Comment:  Some  commenters  urged 
CMS  to  analyze  Hospital  VBP  Program 
scores  to  determine  whether  events  such 
as  tropical  storms  Irene  and  Lee  had  any 
effect  on  hospitals’  scores.  Commenters 
noted  that  the  storms  interrupted  many, 
services  provided  by  hospitals, 
including  data  collection,  and  argued 
that  hospitals  should  not  be  penalized 
for  effects  resulting  from  those  extreme 
weather  events. 

Response:  As  stated  above,  we  intend 
to  closely  monitor  the  impact  of  the 
Hospital  VBP  Program  on  hospitals.  We 
do  not  believe  that  the  Hospital  VBP 
Program  requires  an  additional 
mechanism  for  disaster  waivers  than  is 
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provided  in  the  Hospital  IQR  Program. 
We  encourage  hospitals  in  areas  affected 
by  tropical  storms  Irene  and  Lee,  or 
other  types  of  natural  disasters,  to  seek 
*  disaster  extensions  or  waivers  under  the 
Hospital  IQR  Program.  Hospitals  waived 
from  Hospital  IQR  Program  data 
reporting  during  applicable  Hospital 
VBP  performance  periods  and  not 
meeting  Hospital  VBP  minimum  case, 
measure,  and  domain  thresholds  would 
be  excluded  from  the  applicable 
Hospital  VBP  Program  year  and  would 
not  be  subject  to  the  base  operating  DRG 
payment  amount  reduction  for  that 
fiscal  year. 

Comment:  Some  commenters  argued 
that  the  Hospital  VBP  Program  should 
also  apply  to  Medicare  Advantage  (MA) 
beneficiaries  in  order  to  reward  quality 
provided  by  hospitals  more  fully.  Other 
commenters  specifically  argued  that  the 
AHRQ  PSI  composite  measure  should 
capture  both  fee-for-service  and 
Medicare  Advantage  beneficiaries. 

Response:  The  Hospital  VBP  Program 
would  apply  to  MA  beneficiaries  in 
cases  in  which  the  hospital  did  not  have 
an  agreement  governing  payment  with 
the  MA  organization,  as  the  hospital 
would  be  entitled,  under  section 
1866(a)(l)(0)  of  the  Act  to  the  same 
payment  from  the  MA  organization  as  it 
would  receive  from  us  if  the  beneficiary 
were  not  enrolled  in  a  MA  plan.  In  the 
case  of  a  hospital  that  does  have  an 
agreement  governing  payment  with  the 
MA  organization,  that  agreement  would 
govern  the  payment  amount,  and  it 
would  be  up  to  the  parties  to  that 
agreement  whether  to  take  the  Hospital 
VBP  Program  into  account  in 
establishing  payment  amounts. 

With  respect  to  whether  the  AHRQ 
PSI  composite  measure  should  capture 
MA  beneficiaries,  based  on  the 
methodology  currently  used  to  collect 
this  measure  (it  is  claims-based),  data 
involving  MA  beneficiaries  would  not 
be  captured  because  claims  for  those 
beneficiaries’  services  are  handled  by 
their  MA  plans. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  scoring  methodology  for 
the  FY  2015  Hospital  VBP  Program  as 
proposed. 

b.  Domain  Weighting  for  the  FY  2015 
Hospital  VBP  Program  for  Hospitals 
That  Receive  a  Score  on  All  Four 
Domains 

As  we  stated  in  the  Hospital  Inpatient 
VBP  Program  final  rule  (76  FR  26491), 
we  believe  that  domains  need  not  be 
given  equal  weight,  and  that  over  time, 
scoring  methodologies  should  be 
weighted  more  towards  outcomes, 
patient  experience  of  care,  and 


functional  status  measures  (for  example, 
measures  assessing  physical  and  mental 
capacity,  capability,  well-being  and 
improvement).  We  took  these 
considerations  into  account  when 
developing  the  domain  weighting 
proposal  outlined  below. 

As  discussed  above,  we  proposed  to 
add  the  Efficiency  domain  to  the 
Hospital  VBP  Program  beginning  with 
the  FY  2015  Hospital  VBP  Program. 
Therefore,  we  proposed  the  following 
domain  weights  for  the  FY  2015 
Hospital  VBP  Program  for  hospitals  that 
receive  a  score  on  all  four  proposed 
domains: 

Proposed  Domain  Weights  for  the 
FY  2015  Hospital  VBP  Program 
FOR  Hospitals  Receiving  a  Score 
ON  All  Proposed  Domains 


Domain 

Weight 

(percent) 

Clinical  Process  of  Care . 

20 

Patient  Experience  of  Care  . 

30 

Outcome  . 

30 

Efficiency  . 

20 

We  believe  this  domain  weighting 
appropriately  reflects  our  priorities  for 
quality  improvement  in  the  inpatient 
hospital  setting  and  aligns  with  the 
National  Quality  Strategy’s  priorities. 

We  believe  that  the  proposed  domain 
weighting  will  continue  to  improve  the 
link  between  Medicare  payments  to 
hospitals  and  patient  outcomes, 
efficiency  and  cost,  and  the  patient 
experience.  We  note  that  the  proposed 
domain  weighting  places  the  strongest 
relative  emphasis  on  outcomes  and  the 
patient  experience,  which  we  view  as 
two  critical  components  of  quality 
improvement  in  the  inpatient  hospital 
setting.  We  further  note  that  the 
proposed  domain  weighting,  for  the  first 
time,  incorporates  a  measure  of 
efficiency  and  continues  to  provide 
substantial  weight  to  clinical  processes. 
We  welcomed  public  comment  on  this 
proposed  weighting  methodology. 

Comment:  Some  commenters 
supported  the  proposed  domain 
weighting  for  FY  2015,  arguing  that  it 
represents  an  appropriate  balance 
between  quality  and  efficiency  domains. 

Response:  We  thank  commenters  for 
their  support. 

Comment:  Some  commenters  opposed 
the  proposed  domain  weighting  for  FY 
2015,  arguing  that  the  proposed 
outcome  measures  and  the  Medicare 
Spending  per  Beneficiary  measure 
should  not  be  included  in  the  Hospital 
.  VBP  Program  and  should  therefore  not 
be  given  any  domain  weight.  Other 
commenters  specifically  opposed  the 


proposed  weighting  for  the  Efficiency 
domain,  arguing  that  20  percent  is  too 
high  for  a  domain  containing  one 
measure  and  suggesting  that  placing 
such  weight  on  a  spending  measure  may 
result  in  unintended  consequences  for 
patient  care. 

Response:  We  appreciate  the 
comment,  but  disagree  for  several 
reasons.  Since  first  implementing  the 
Hospital  VBP  Program,  we  have 
signaled  our  intent  to  move  the  Program 
from  measures  of  clinical  processes  to 
measures  of  outcomes  and  efficiency. 

We  signaled  this  intention  because  we 
believe  that  outcome  and  efficiency 
measures  provide  the  most  direct 
incentives  for  hospitals  to  improve  their 
quality  performance  in  ways  that  are 
directly  applicable  to  patients.  Further, 
efficiency  measures  provide  additional 
incentives  for  hospitals  to  control  costs, 
which  is  ail  important  goal  for  the 
Medicare  program  and  for  the  health 
system  at  large.  We  do  not  believe  that 
lowering  the  domain  weighting 
proposed  for  outcome  or  efficiency 
measures  will  sufficiently  encourage 
hospitals  to  strive  for  improvements  in 
the  quality  of  care  provided  to  Medicare 
beneficiaries  and  to  all  of  their  patients. 
As  we  explain  in  more  detail  in 
responses  to  comments  above,  we 
believe  that  it  is  appropriate  to  include 
the  30-day  mortality  measures  and  the 
Medicare  spending  per  beneficiary 
measure  in  the  Hospital  VBP  Program. 

Comment:  Some  commenters  called 
on  CMS  to  revisit  our  finalized  domain 
weighting  for  FY  2014. 

Response:  We  do  not  believe  it  is 
appropriate  to  revisit  the  details  of  the 
finalized  FY  2014  Hospital  VBP 
Program  at  this  time.  We  have  strived  to 
provide  hospitals  as  many  details  about 
each  program  year  as  far  in  advance  of 
the  applicable  performance  periods  as 
possible.  We  do  not  believe  it  would  be 
equitable  to  hospitals  that  strove  to 
improve  their  quality  performance  on 
FY  2014  measures  during  the  FY  2014 
performance  periods  to  change  the 
finalized  FY  2014  domain  weights. 

Comment:  Some  commenters  noted 
the  drop  in  weighting  for  clinical 
process  of  care  measures  over  program 
years.  Other  commenters  argued  that 
clinical  processes  should  receive  more 
weight  than  outcomes  until  broader  risk 
adjustment  is  perfected. 

Response:  As  stated  above,  we 
signaled  our  intention  to  move  the 
Hospital  VBP  Program  from  its  initial 
focus  on  measures  of  clinical  processes, 
which  are  not  risk  adjusted,  towards 
measures  of  outcomes  and  efficiency. 
Shifting  the  program’s  focus  vmuld 
necessarily  mean  reducing  the  domain 
weighting  for  the  Clinical  Process  of 
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Care  domain  over  time.  We  believe  that 
this  reduction  is  appropriate  given  the 
need  for  quality  improvement  efforts  to 
more  closely  include  measures  of 
outcomes  and  efficiency. 

We  do  not  believe  that  further  risk 
adjustment  to  the  finalized  outcome 
measures  is  appropriate  at  this  time.  As 
described  further  above,  the  mortality 
measures  currently  use  the  Hierarchical 
Condition  Category  (HCC)  grouping  of 
clinical  conditions  and  hospital  case- 
mix  for  risk  adjustment.  The  HCC  model 
makes  use  of  all  physician  and  hospital 
encounter  diagnoses  and  was  designed 
to  predict  a  beneficiary’s  expenditures 
based  on  the  total  clinical  profile 
represented  by  all  of  his/her  assigned 
HCCs.  Additionally,  there  are  several 
exclusions  to  the  mortality  measures, 
such  as  enrollment  in  a  hospice 
program.  We  refer  commenters  to  the 
extensive  documentation  of  the 
mortality  measure  methodology  at 
http://www.qualjtynet.org.  However,  as 
we  have  described  above,  we  intend  to 
monitor  the  effects  of  the  Hospital  VBP 
Program  on  hospitals  and  will  propose 
other  programmatic  changes  as 
necessary. 

Comment:  Some  commenters 
expressed  concerns  with  the  weighting 
of  the  Patient  Experience  of  Care 
domain,  arguing  that  patients’  severity 
of  illness  negatively  affects  their 
HCAHPS  scores.  A  few  commenters 
mentioned  a  Cleveland  Clinic  analysis 
that  shows  a  greater  than  expected 
impact  of  severity  of  illness  on  HCAHPS 
scores. 

Response:  We  adjust  the  HCAHPS 
data  for  patient  characteristics  that  are 
not  under  the  control  of  the  hospital  and 
that  may  affect  patient  reports  of 
hospital  experiences.  The  goal  of 
adjusting  for  patient-mix  is  to  estimate 
how  different  hospitals  would  be  rated 
if  they  all  provided  care  to  comparable 
groups  of  patients.  In  developing  the 
HCAHPS  patient-mix  adjustment  (PMA) 
model,  we  sought  important  and 
statistically  significant  predictors  of 
patients’  HCAHPS  ratings  that  also  vary 
meaningfully  across  hospitals  (O’Malley 
et  al.,  2005).  The  PMA  model  includes 
self-reported  health  status,  education, 
service  line  (medical,  surgical,  or 
maternity  care),  age,  response  percentile 
order  (also  known  as  “relative  lag  time,” 
which  is  based  on  the  time  between 
discharge  and  survey  completion], 
service  by  linear  age  interactions,  and 
primary  language  other  than  English. 

With  respect  to  a  Cleveland  Clinic 
analysis  mentioned  by  a  few 
commenters  that  shows  a  greater  than 
expected  impact  of  severity  of  illness  on 
HCAHPS  scores,  our  understanding  is 
that  this  analysis  does  not  examine 


associations  between  those  patient 
characteristics  and  HCAHPS  scores  after 
standard  CAHPS  PMA  is  applied,  which 
would  be  expected  to  remove  most  or  all 
of  that  association.  We  also  note  that 
this  study  is  not  based  on  national  data. 

We  are  aware  of  no  data  suggesting 
that  patient  characteristics  result  in  bias 
in  the  HCAHPS  patient-mix  adjusted 
data  used  in  the  Hospital  VBP  Program. 
We  therefore  do  not  believe  that  the 
proposed  weighting  for  the  Patient 
Experience  of  Care  domain  is  too  high 
or  penalizes  hospitals  with  relatively 
sicker  patients. 

Comment:  Sorne  commenters 
supported  the  proposed  Efficiency 
domain  weight  of  20  percent,  and  two 
commenters  suggested  that  CMS 
consider  increasing  it  to  30  percent  over 
time.  One  commenter  supported  a  30 
percent  weight  for  the  Efficiency 
domain  at  the  outset.  Some  commenters 
suggested  that  20  percent  was  too  high, 
because  the  measure  is  the  sole  measure 
in  an  Efficiency  domain  or  because  the 
commenters  do  not  support  inclusion  of 
the  Medicare  Spending  per  Beneficiary 
measure  in  the  Hospital  VBP  Program 
for  FY  2015.  These  commenters 
suggested  that  the  Efficiency  domain  be 
excluded  or  given  a  weight  of  no  more 
than  5  p>ercent. 

Response:  We  appreciate  the 
comments  in  support  of  an  initial 
weight  of  20  percent  for  the  Efficiency 
domain.  We  will  consider  increasing  the 
domain  weight  for  future  years,  as 
hospitals  gain  experience  with  the 
domain  and  build  stronger  relationships 
with  the  providers  and  suppliers  who 
care  for  their  patients  before  and  after 
hospitalization  to  maintain  high  quality 
while  controlling  costs.  We  disagree 
with  the  commenters  who  stated  that  a 
20  percent  Efficiency  domain  weight  is 
too  high.  We  believe  that  attributing 
significant  weight  to  this  domain  is 
critical  to  ensuring  that  hospitals  make 
efforts  to  provide  effective  care  on  an 
inpatient  basis  and  build  stronger 
relationships  with  the  providers  and 
suppliers  who  care  for  their  patients 
before  and  after  the  hospitalization. 

Comment:  Some  commenters  argued 
that  the  changing  domain  weights  over 
time  make  it  difficult  to  evaluate  a 
hospital’s  performance  over  time.. 

Response:  While  we  are  aware  that 
direct  comparisons  between  program 
years  become  more  difficult  with  the 
changes  we  have  proposed  in  domain 
weights  over  time,  we  believe  that  such 
changes  are  necessary  to  continue 
shifting  the  program  from  its  initial 
focus  on  clinical  processes  and  the 
patient  experience  to  accommodate 
outcome  and  efficiency  measures  as 
well. 


After  consideration  of  the  public 
comments  we  received,  are  finalizing 
the  FY  2015  domain  weighting  as 
proposed.  The  final  domain  weights  are 
set  out  below. 

Final  Domain  Weights  for  the  FY 
2015  Hospital  VBP  Program  for 
Hospitals  Receiving  a  Score  on 
All  Proposed  Domains 


Domain 

Weight  , 
(percent) 

Clinical  Process  of  Care . 

20 

Patient  Experience  of  Care  . 

30 

Outcome  . 

30 

Efficiency  . 

20 

c.  Domain  Weighting  for  Hospitals 
Receiving  Scores  on  Fewer  Than  Four 
Domains 

In  prior  program  years,  we  finalized  a 
policy  that  hospitals  must  have  received 
domain  scores  on  all  finalized  domains 
in  order  to  receive  a  TPS.  However, 
since  the  Hospital  VBP  Program  has 
evolved  from  its  initial  two  domains  to 
an  expanded  measure  set  with  four 
quality  domains,  we  considered 
whether  it  was  appropriate  to  continue 
this  policy. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28088),  as 
described  further  below,  we  proposed  a 
higher  minimum  number  of  cases  for 
the  three  30-day  mortality  measures  for 
FY  2015  than  was  finalized  for  the  FY. 
2014  Hospital  VBP  Program  in  order  to 
improve  these  measures’  reliability 
given  the  relatively  shorter  proposed 
performance  period  described  above. 
However,  we  are  concerned  that  the 
relatively  higher  minimum  number  of 
cases  could  result  in  a  substantially 
larger  number  of  hospitals  being 
excluded  from  the  Hospital  VBP 
Program.  We  believe  that  we  should 
make  a  concerted  effort  to  include  as 
many  hospitals  as  possible  in  the 
Program  in  order  to  offer  quality 
incentives  to  as  many  hospitals  as 
possible  and  encourage  quality 
improvement  as  broadly  as  possible 
throughout  the  health  care  system  while 
maintaining  our  focus  on  measure  and 
scoring  reliability. 

Therefore,  we  proposed  that,  for  the 
FY  2015  Hospital  VBP  Program  and 
subsequent  fiscal  years,  hospitals  with 
sufficient  data  to  receive  at  least  two 
domain  scores  (that  is,  sufficient  cases 
and  measures  to  receive  a  domain  score 
on  at  least  two  domains)  will  receive  a 
TPS.  We  also  proposed  that,  for 
hospitals  with  at  least  two  domain 
.scores,  TPSs  would  be  reweighted 
proportionately  to  the  scored  domains 
to  ensure  that  the  TPS  is  still  scored  out 
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of  a  possible  100  points  and  that  the 
relative  weights  for  the  scored  domains 
remain  equivalent  to  the  weighting 
outlined  above.  We  believe  that  this 
proposal  allows  us  to  include  relatively 
more  hospitals  in  the  Hospital  VBP 
Program  while  continuing  to  focus  on 
reliably  scoring  hospitals  on  their 
quality  measure  performance.  ^ 

We  welcomed  public  comment  on 
this  proposal. 

Comment:  Some  commenters 
supported  the  proposal  to  provide  a  TPS 
to  hospitals  with  sufficient  data  in  at 
least  two  domains  rather  than  requiring 
that  hospitals  receive  a  score  in  all  four 
domains  to  receive  a  TPS.  Commenters 
acknowledged  CMS’  effort  to  ensure  that 
as  many  hospitals  as  possible 
participate  in  the  Hospital  VBP  Program 
and  suggested  that  CMS  monitor  the 
effects  of  this  proposed  change  on 
included  and  excluded  hospitals. 

Response:  We  thank  commenters  for 
their  support.  We  intend  to  closely 
monitor  this  policy’s  eff&cts  on 
hospitals’  scores. 

Comment:  Some  commenters 
expressed  concerns  about  the  proposal 
to  provide  hospitals  with  TPSs  for  FY 
2015  if  they  receive  domain  scores  on  at 
least  2  of  the  4  domains.  Commenters 
were  concerned  that  low-volume 
hospitals  could  be  penalized  under  this 
policy  and  noted  that  comparing 
hospitals’  TPSs  would  become  more 
difficult. 

Response:  We  disagree  with  the 
commenters’  characterization  of  our 
proposal.  By  enabling  hospitals  to 
receive  a  TPS  with  domain  scores  on 
just  two  domains  out  of  four,  we  believe 
we  are  allowing  low-volume  hospitals  to 
participate  more  broadly  in  the  Hospital 
VBP  Program  than  they  might  have 
otherwise.  We  note  that  the  Hospital 
VBP  Program’s  incentive  payments 
depend  entirely  on  the  relative 
distribution  of  TPSs.  Therefore,  we 
believe  that  comparisons  between 
hospitals’  scores  are  incomplete  without 
the  full  context  provided  by  national 
TPS  information  and  corresponding 
value-based  incentive  payment 
information.  We  acknowledge  that 
comparisons  among  hospitals  with 
different  numbers  of  domain  scores  may 
become  more  difficult,  but  we  view  this 
compromise  as  necessary  in  order  to 
ensure  broad  participation  in  the 
program  by  hospitals. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  policy  to  provide  a  TPS  to 
hospitals  receiving  domain  scores  on  at 
least  2  of  the  4  finalized  domains  for  the 
FY  2015  Hospital  VBP  Program. 


13.  Applicability  of  the  Hospital  VBP 
Program  to  Hospitals 

a.  Background 

Section  1886(o)(l)(C)  of  the  Act 
specifies  how  the  Hospital  VBP  Program 
applies  to  hospitals.  Specifically,  the 
term  “hospital”  is  defined  under  section 
1886(o)(l)(C)(i)  of  the  Act  as  a 
“subsection  (d)  hospital  (as  defined  in 
section  1886(d)(l)(B  [of  the  Act])).” 
Section  1886(o)(l)(C)(ii)  of  the  Act  sets 
forth  a  list  of  exclusions  to  the 
definition  of  the  term  “hospital”  with 
respect  to  a  fiscal  year,  including  a 
hospital  that  is  subject  to  the  payment 
reduction  under  section 
.1886{b)(3)(B)(viii)(I)  of  the  Act  (the 
Hospital  IQR  Program),  a  hospital  for 
which,  during  the  performance  period 
for  the  fiscal  year,  the  Secretary  has 
cited  deficiencies  that  pose  immediate 
jeopardy  to  the  health  or  safety  of 
patients,  a  hospital  for  which  there  are 
not  a  minimum  number  of  measures 
that  apply  to  the  hospital  for  the 
applicable  performance  period  for  the 
fiscal  year,  and  a  hospital  for  which 
there  are  not  a  minimum  number  of 
cases  for  the  measures  that  apply  to  the 
hospital  for  the  performance  period  for 
the  fiscal  year. 

In  addition,  section  1886(o)(l)(C)(iv) 
of  the  Act  states  that  in  the  case  of  a 
hospital  that  is  paid  under  section 
1814(b)(3)  of  the  Act,  the  Secretary  may 
exempt  the  hospital  from  the  Hospital 
VBP  Program  if  the  State  submits  an 
annual  report  to  the  Secretary 
describing  how  a  similar  program  in  the 
State  for  a  participating  hospital  or 
hospitals  achieves  or  surpasses  the 
measured  results  in  terms  of  patient 
health  outcomes  and  cost  savings 
established  under  the  Hospital  VBP 
Program.  We  interpret  the  reference  to 
section  1814(b)(3)  of  the  Act  to  mean 
those  Maryland  hospitals  that  are  paid 
under  section  1814(b)(3)  of  the  Act  and 
that,  absent  the  “waiver”  specified  by 
section  1814(b)(3)  of  the  Act,  would 
have  been  paid  under  the  IPPS. 

b.  Exemption  Request  Process  for 
Maryland  Hospitals 

Acute  care  hospitals  located  in  the 
State  of  Maryland  are  not  currently  paid 
under  the  IPPS  in  accordance  with  a 
special  waiver  provided  by  section 
1814(b)(3)  of  the  Act.  In  the  Hospital 
Inpatient  VBP  Program  final  rule  (76  FR 
26527  through  26530),  we  finalized  our 
policy  that  the  Hospital  VBP  Program 
would  apply  to  acute  care  hospitals 
located  in  the  State  of  Maryland  unless 
the  Secretary  exercises  discretion 
pursuant  to  section  1886(o)(l)(C)(iv)  of 
the  Act.  We  also  finalized  a  procedure 
for  the  State  to  submit  a  report  pursuant 


to  section  1886(o)(l)(C)(iv)  of  the  Act  in 
a  timeframe  that  would  allow  it  to  be 
received  no  later  than  October  1,  2011, 
which  is  the  beginning  of  the  fiscal  year 
prior  to  FY  2013. 

We  received  an  FY  2013  exemption 
request  from  the  Maryland  Health 
Services  Cost  Review  Commission  on 
September  30,  2011  and  the  Secretary 
approved  the  exemption  request  in 
December  2011.  This  request  included  a 
discussion  on  how  the  State  program 
achieved  or  surpasses  the  measured 
results  in  terms  of  patient  health 
outcomes  and  cost  savings  established 
under  the  Hospital  VBP  Program.  When 
evaluating  the  Maryland  Health  Services 
Cost  Review  Commission’s  request,  we 
considered  the  relevant  health  outcomes 
for  the  State’s  hospitals  as  described  in 
the  Maryland  Health  Services  Cost 
Review  Commission’s  request  and  noted 
that  they  achieve  or  surpass  the  current 
national  results  for  Hospital  VBP  FY 
2013  clinical  process  of  care  and 
HCAHPS  dimensions.  We  also  assessed 
closely-related  clinical  outcomes  as 
measured  by  quality  data  reported 
through  the  Hospital  IQR-Progrcim.  For 
the  FY  2013  Hospital  VBP  Program, 
however,  we  did  not  assess  the  criterion 
“cost  savings”  as  required  by  the 
statute,  as  the  FY  2013  Hospital  VBP 
Program  does  not  use  any  efficiency 
measures  and  is  a  budget-neutral 
program  pursuant  to  section 
1886(o)(7)(A)  of  the  Act.  Maryland 
hospitals  are  therefore  exempt  from  the 
FY  2013  Hospital  VBP  Program. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28088),  beginning 
with  the  FY  2014  Hospital  VBP 
Program,  we  proposed  to  adopt  a  new 
procedure  for  submission  of  the  report 
in  order  for  a  hospital  within  the  State 
to  be  exempt  from  the  Hospital  VBP 
Program.  Under  this  proposed 
procedure,  if  the  State  seeks  an 
exemption  with  respect  to  a  particular 
program  year,  it  would  need  to  submit 
a  report  that  meets  the  requirements  of 
section  1886(o)(l)(C)(iv)  of  the  Act  in  a 
timeframe  that  allows  it  to  be  received 
by  the  Secretary  on  or  before  November 
15  prior  to  the  effective  fiscal  year  (for 
example,  the  report  seeking  an 
exemption  from  the  FY  2014  Hospital 
VBP  Program  would  have  to  be  received 
by  the  Secretary  no  later  than  November 
15,  2012).  We  anticipate  notifying  the 
State,  as  well  as  each  hospital  for  which 
the  State  has  requested  an  exemption,  of 
our  decision  whether  to  grant  the 
request  no  later  than  90  days  following 
the  exemption  request  deadline. 

We  will  evaluate  each  exemption 
request  to  see  if  the  State  has 
demonstrated  that  it  has  implemented  a 
similar  program  for  participating 
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hospitals  that  achieves  or  surpasses  the 
measured  results  in  terms  of  patient 
health  outcomes  and  cost  savings 
relative  to  the  Hospital  VHP  Program. 

We  welcomed  public  comment  on  our 
proposals. 

Comment:  Some  commenters  asked 
that  we  clarify  that  the  exemption 
request  process  for  hospitals  paid  under 
section  1814(b)(3)  of  the  Act  will  apply 
to  all  such  hospitals  within  a  State, 
rather  than  to  requesting  hospitals. 

Response:  Future  exemptions,  if 
requested  by  the  Maryland  Health 
Services  Cost  Review  Commission  and 
granted  by  the  SecreteU"y,  would  apply  to 
all  hospitals  paid  under  section 
1814(b)(3)  of  the  Act. 

We  proposed  to  codify  the 
applicability  of  the  Hospital  VHP 
Program  to  hospitals  paid  under  section 
1814(b)(3)  of  the  Act  in  42  CFR 
412.162(d).  We  did  not  receive  any 
comments  on  the  specific  regulatory  text 
that  we  proposed.  We  are  finalizing  this 
provision  with  minor  revisions  in  a  new 
42  CFR  412.161(b).  We  are  also 
codify’ing  at  42  CFR  412.161(a)  that  the 
Hospital  VBP  Program  applies  to 
hospitals,  as  that  term  is  defined  in  our 
regulations  at  §412.160. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  exemption  request 
process  as  proposed. 

14.  Minimum  Numbers  of  Cases  and 
Measures  for  the  FY  2015  Hospital  VBP 
Program 

a.  Background 

Section  1886(o)(l)(C)(ii)(III)  of  the  Act 
requires  the  Secretary'  to  exclude  for  the 
fiscal  year  hospitals  that  do  not  report 
a  minimum  number  (as  determined  by 
the  Secretary)  of  measures  that  apply  to 
the  hospital  for  the  performance  period 
for  the  fiscal  year.  Section 
1886(o)(l)(C)(ii)(IV)  of  the  Act  requires 
the  Secretary  to  exclude  for  the  fiscal 
year  hospitals  that  do  not  report  a 
minimum  number  (as  determined  by  the 
Secretary)  of  cases  for  the  measures  that 
apply  to  the  hospital  for  the 
performance  period  for  the  fiscal  year. 

In  the  Hospital  Inpatient  VBP  Program 
final  rule  (76  FR  26527  through  26531), 
we  finalized  minimum  numbers  of  10 
cases  and  4  measures  in  the  Clinical 
Process  of  Care  domain  and  100 
completed  HCAHPS  surveys  for  the 
Patient  Experience  of  Care  domain.  In 
the  CY  2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74532  through 
74534),  we  finalized  a  minimum 
number  of  10  cases  for  the  three  30-day 
mortality  measures.  We  also  finalized  a 
minimum  number  of  2  measures  with 
respect  to  the  Outcome  domain.  In  both 


rules,  we  finalized  a  policy  that 
hospitals  must  have  sufficient  cases  and 
measures  in  all  domains  in  order  to 
receive  a  TPS. 

b.  Minimum  Numbers  of  Cases  and 
Measures  for  the  FY  2015  Outcome 
Domain 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28089),  as 
described  further  above,  we  proposed  a 
9-month  performance  period  for  the 
three  30-day  mortality  measures  for  the 
FY  2015  Hospital  VBP  Program.  We 
have  reassessed  the  previously  finalized 
10  case  minimum  threshold  for  the 
three  30-day  mortality  measures  (76  FR 
74533  through  74534),  as  well  as 
reexamined  the  independent  analyses 
by  Brandeis  University  and 
Mathematica  Policy  Research,  when 
considering  these  three  measures’ 
proposed  addition.  We  recognize  that 
the  proposed  9-month  performance 
period  for  these  measures,  in 
combination  with  a  minimum  number 
of  25  cases  per  measure,  would  increase 
the  number  of  hospitals  with 
insufficient  cases  on  the  measure  to 
several  hundred  hospitals,  based  on  past 
information. 

In  order  to  ensure  that  the  mortality 
measure  scores  remain  sufficiently 
reliable,  we  proposed  to  adopt  a  25-case 
minimum  for  the  three  30-day  mortality 
measures  for  FY  2015.  We  believe  that 
this  proposal  will  ensure  relatively  more 
reliable  measure  data  than  could  be 
obtained  with  the  10-case  minimum  that 
was  previously  finalized  for  FY  2014 
given  the  relatively  shorter  proposed 
performance  period  in  FY  2015.  As 
described  above,  while  this  may  result 
in  fewer  hospitals  receiving  scores  on 
the  mortality  measures,  we  have 
proposed  to  reallocate  domain 
weighting  for  hospitals  with  fewer 
domain  scores  than  the  total  number^  of 
finalized  domains.  By  doing  so,  we 
believe  we  are  appropriately  allowing  as 
many  hospitals  as  possible  to  participate 
in  the  Hospital  VBP  Program  while  also 
ensuring  reliable  quality  measure  and 
quality  domain  data. 

We  note  that  this  proposed  minimum 
number  of  cases  is  higher  than  has  been 
finalized  for  other  types  of  measures 
such  as  clinical  process  of  care 
measures.  However,  we  note  that 
clinical  process  of  care  measures  are  not 
risk-adjusted  and  are  not  outcome- 
based.  Because  those  measures  do  not 
require  statistical  adjustment  to  estimate 
hospital-specific  differences  in  case 
mix,  we  believe  that  the  relatively 
smaller  case  minimum  is  acceptable  for 
clinical  process  of  care  measures. 

For  the  AHRQ  PSI  composite 
measure,  we  proposed  to  adopt  AHRQ’s 


methodology-,  which  uses  three  cases  for 
any  of  the  underlying  indicators  as  a 
case  minimum.  For  the  CLABSI 
measure,  we  proposed  to  adopt  CDC’s 
minimum  case  criteria,  which  calculates 
a  standardized  infection  ratio  for  a 
hospital  on  the  CLABSI  measure  if  the 
hospital  has  1  predicted  infection 
during  the  applicable  period.  We 
believe  that  the  measure  stewards’ 
methodologies  for  constructing  reliable 
measure  data  are  most  appropriate  for 
use  in  the  Hospital  VBP  Program. 

Further  information  on  these  measures 
may  be  found  on  the  QualityNet  Web 
site. 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  we  concluded, 
based  on  an  independent  analysis,  that 
the  minimum  number  of  measures  that 
a  hospital  must  report  in  order  to 
receive  a  score  on  the  Outcome  domain 
is  two  measures.  We  continue  to  believe 
that  this  minimum  number  is 
appropriate  for  the  expanded  Outcome 
domain  because.adding  measure  scores 
beyond  the  minimum  number  of 
measures  has  the  effect  of  enhancing  the 
domain  score’s  reliability.  For  that 
reason,  we  proposed  to  adopt  it  for  the 
FY  2015  Hospital  VBP  Program. 

We  welcomed  public  comment  on 
these  proposals. 

Comment:  Many  commenters 
expressed  support  for  the  proposal  to 
raise  the  minimum  number  of  cases  for 
mortality  measures  to  25,  though  some 
expressed  concern  that  this  proposed 
minimum  may  not  be  reliable  enough 
for  performance  scoring. 

Response:  We  thank  commenters  for 
their  support.  We  believe  that  the  higher 
minimum  number  of  cases  provides 
sufficiently  reliable  mortality  measure 
data  for  performance  scoring.  We 
believe  that  our  proposal  is  responsive 
to  concerns  about  outcome  measure 
reliability,  since  we  proposed  a  21 
month  FY  2016  performance  period  and 
a  25  case  minimum  threshold  for 
including  mortality  measures  in  the  FY 
2015  Hospital  VBP  Program.  Both 
proposals  are  designed  to  increase  the 
overall  reliability  of  these  measures,  and 
exclude  hospitals  with  the  most 
unreliable  measure  rates  from  receiving 
measure  scores.  As  stated  previously, 
we  assessed  measure  reliability,  TPS 
reliability  and  validity,  and  alignment 
with  our  policy  goal  to  reduce  cost  and 
improve  patient  health  outcomes  in  our 
proposals. 

Comment:  Some  commenters  opposed 
the  proposed  mhiimum  numbers  of 
cases  and  measures  for  the  AHRQ  PSI 
composite  and  CLABSI  measures, 
arguing  that  the  measures  are  unreliable 
at  the  proposed  numbers  of  cases. 
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Response:  We  disagree.  As  stated 
above,  we  believe  that  the  AHRQ  PSI 
measure  is  sufficiently  reliable  for  the 
purposes  of  the  Hospital  VBP  Program. 
Our  proposal  is  responsive  to  concerns 
about  outcome  measure  reliability,  since  ^ 
we  proposed  a  nearly  21  month  FY  2016 
performance  period  to  include  the 
AHRQ  PSI  composite  measure  in  the  FY 
2016  TPS.  That  proposal  is  designed  to 
increase  overall  reliability  of  the 
measure  and  to  exclude  hospitals  with 
the  most  unreliable  measure  rates  from 
FY  2016  TPSs.  We  also  considered  the 
improved  validity  resulting  from  more 
outcome  measures  that  include  a  higher 
correlation  with  patient  outcomes, 
relative  to  process  of  care  measures.  As 
stated  previously,  we  assessed  measure 
reliability,  TPS  reliability  and  validity, 
and  alignment  with  our  policy  goal  to 
reduce  cost  and  improve  patient  health 
outcomes  in  our  proposals.  As  we  stated 
further  above,  we  strive  to  improve  both 
validity  of  the  TPS  through  improved 
correlation  with  patient  health 
outcomes,  and  its  reliability  to 
accurately  incentivize  health  outcomes, 
patient  experience  of  care,  and  reduced 
cost.  We  also  considered  both  validity 
and  reliability  is  of  the  TPS,  in  addition 
to  alignment  with  policy  goals  to 
improve  patient  outcomes,  as  well  as  of 
the  individual  measure  reliability 
contributing  to  the  TPS.  We  also  believe 
that  adopting  the  minimum  numbers  of 
cases  specified  by  the  measure  stewards 
in  the  case  of  the  AHRQ  PSI  and 
CLABSI  measures  is  both  fully 
transparent  and  fair,  as  hospitals  may 
apply  their  current  experience  with 
these  measures  to  their  use  in  the 
Hospital  VBP  Program. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  minimum  numbers  of 
cases  for  outcome  measures  as 
proposed. 

c.  Medicare  Spending  per  Beneficiary 
Measure  Case  Minimum 

As  required  by  section 
1886(o)(l)(C)(iii)  of  the  Act,  we  obtained 
an  independent  analysis  to  help  us 
determine  the  appropriate  minimum 
number  of  cases  for  the  Medicare 
spending  per  beneficiary  measure.  For 
this  measure,  we  proposed  to  interpret 
the  term  “case”  in  section 
1886(o)(lKCKii)(IV)  of  the  Act  as  a' 
Medicare  spending  per  beneficiary 
episode.  A  Medicare  spending  per 
beneficiary  episode  is  inclusive  of  all 
Part  A  and  Part  B  payments  from  3  days 
prior  to  a  subsection  (d)  hospital 
admission  through  30  days  post 
discharge  with  certain  adjustments  and 
exclusions.  The  independent  analysis 
examines  the  tradeoff  between 


increasing  the  minimum  number  of 
episodes,  which  shrinks  the  confidence 
interval;  and  reducing  the  minimum 
number  of  episodes,  which  widens  the 
confidence  interval  but  enables  more 
hospitals  to  receive  a  Medicare 
spending  per  beneficiary  measure  score. 
Because  the  distribution  of  Medicare 
spending  per  beneficiary  episodes  is 
skewed  towards  higher  cost  episodes, 
creating  confidence  intervals  using 
statistical  techniques  that  assume 
spending  is  normally  and  symmetrically 
distributed  will  not  accurately  describe 
the  likelihood  a  hospital’s  true 
efficiency  level  falls  within  the 
confidence  interval  bounds. 

To  account  for  these  statistical  issues, 
the  independent  analysis  uses  a 
simulation-based  (“non-parametric 
bootstrap”)  methodology  to  measure 
how  the  confidence  interval  of  the 
Medicare  spending  per  beneficiary 
measure  changes  when  the  minimum 
episode  threshold  increases.  Medicare 
spending  per  beneficiary  is  measured 
for  an  “average”  hospital,  where  the 
“average”  hospital  case  is  considered 
one  with  a  Medicare  spending  per 
beneficiary  episode  distribution  that 
mimics  that  of  the  entire  population  of 
Medicare  spending  per  beneficiary 
episodes.  This  methodology  simulates 
the  process  of  randomly  drawing 
Medicare  spending  per  beneficiary 
episodes  from  the  population,  and  thus 
approximates  the  actual  shape  of  the 
Medicare  spending  per  beneficiary 
measure  distribution  from  which 
confidence  intervals  are  determined.  By 
repeatedly  calculating  (in  this  case, 
10,000  times  for  each  minimum  episode 
threshold)  a  Medicare  spending  per 
beneficiary  measure  for  this  simulated 
hospital  under  differing  assumptions  on 
the  number  of  episodes  observed,  one 
can  create  a  confidence  interval  for  the 
Medicare  spending  per  beneficiary 
measure  of  this  “average”  hospital.  The 
upper  and  lower  bounds  of  the  95 
percent  confidence  interval  indicates 
that  95  percent  of  the  time,  the 
hospital’s  Medicare  spending  per 
beneficiary  measure  will  fall  within  this 
range  when  the  minimum  number  of 
cases  (the  minimum  episode  threshold) 
is  set  at  different  levels.  As  the 
minimum  episode  threshold  increases, 
the  width  of  the  confidence  interval 
becomes  narrower,  but  the  number  of 
hospitals  receiving  a  Medicare  spending 
per  beneficiary  measure  score  decreases. 

In  developing  our  proposal,  we 
considered  two  options  for  setting  the 
minimum  number  of  cases  for  the 
Medicare  spending  per  beneficiary 
measure:  (1)  setting  the  minimum 
number  of  cases  at  25;  and,  (2)  setting 
the  minimum  number  of  cases  at  50. 


We  focused  on  these  minimums 
because  we  believe  that  either  of  them 
provides  a  sufficiently  narrow  range  at 
the  95  percent  confidence  interval.  The 
independent  analysis  concludes  that  if 
the  minimum  number  of  cases  is  set  at 
25,  then  95  percent  of  the  time  a 
hospital  with  an  average  underlying 
efficiency  level  (that  is,  1.0)  would 
receive  a  Medicare  spending  per 
beneficiary  measure  score  between  0.81 
and  1.23.  Further,  a  minimum  number 
of  25  cases  would  enable  97.8  percent 
of  hospitals  to  receive  a  Medicare 
spending  per  beneficiary  measure  score, 
based  on  historical  data.  The  analysis 
also  showed  that  the  alternative 
minimum  of  50  cases  would  result  in  a 
95  percent  confidence  interval  range  of 
0.86  to  1.16  and  would  enable  95.9 
percent  of  hospitals  to  receive  a 
Medicare  spending  per  beneficiary 
measure  score,  based  on  historical  data. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28090),  after 
considering  the  options  outlined  above, 
we  proposed  to  use  25  as  the  minimum 
number  of  cases  required  in  order  to 
receive  a  score  for  the  Medicare 
spending  per  beneficiary  measure.  We 
believe  that  using  a  minimum  number 
of  25  cases  achieves  an  appropriate 
balance  of  our  interest  in  allowing  the 
maximum  possible  number  of  hospitals 
the  opportunity  to  receive  a  score  on  the 
Medicare  spending  per  beneficiary 
measure  and  maintaining  a  sufficiently 
narrow  range  for  the  95  percent 
confidence  interval.  Additionally, 
although  we  proposed  to  use  a 
minimum  of  25  cases  for  the  Medicare 
spending  per  beneficiary  measure,  we 
also  sought  comment  on  whether  using 
a  minimum  of  50  cases  better  reaches 
our  goal  of  maintaining  a  meaningful 
measure  of  Medicare  spending  across 
hospitals. 

Comment:  A  few  commenters  stated 
that  they  were  unable  to  meaningfully 
comment  on  the  proposed  minimum 
number  of  cases,  because  there  was  not 
a  reliability  study  posted.  Some 
commenters  pointed  to  the  reliability  of 
the  mortality  measures,  suggesting  that 
100  cases  may  not  be  a  high  enough 
minimum  for  a  claims-based  measure. 

Response:  In  addition  to  the 
minimum  number  of  cases  analysis 
described  above,  we  have  obtained  a 
more  robust  reliability  analysis,  in  order 
to  confirm  our  expectation  that  the 
Medicare  Spending  per  Beneficiary 
measure  would  be  reliable.  As  noted 
above,  the  analysis  found  the  Medicare 
Spending  per  Beneficiary  measure  to 
have  a  reliability  of  0.951,  with  a 
minimum  of  10  cases,  and  an  increase 
in  reliability  of  0.0002  when  the 
minimum  number  of  episodes  increases 
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from  10  to  25.  Because  we  believe  this 
analysis  supports  our  expectation  that  a 
minimum  number  of  10  cases  for  the 
measure  would  be  sufficient,  we  are 
confident  that  the  minimum  number  of 
25  cases  proposed  will  produce 
sufficient  measure  reliability.  The 
analysis  may  be  accessed  at  https://  ' 
vi'W'H'.cms.gov/Medicare/Quality- 
Initiatives-Patient-Assessment- 
Instruments/ hospital-value-based- 
purchasing/ index. html?redirect=/ 
Hospital-  Value-Based-Purchasing/,  in 
the  “Downloads”  section. 

Comment:  Many  commenters  urged 
CMS  to  begin  the  legislatively  required 
demonstrations  on  value-based 
purchasing  for  hospitals  not  meeting  the 
minimum  numbers  of  cases  and 
measures  and  for  Critical  Access 
Hospitals  as  soon  as  possible. 

Response:  We  plan  to  begin  those 
demonstrations  when  possible  within 
our  resource  constraints. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  minimum  number  of 
cases  for  the  Medicare  Spending  per 
Beneficiary  measure  as  proposed. 

15.  Immediate  Jeopardy  Citations 

Under  section  1886(o)(l}(C)(ii)(II)  of 
the  Act,  a  hospital  is  excluded  from  the 
Hospital  VBP  Program  if  it  has  been 
cited  by  the  Secretary  during  the 
performance  period  for  deficiencies  that 
pose  immediate  jeopardy  to  the  health 
or  safety  of  patients.  In  the  Hospital 
Inpatient  VBP  Program  final  rule  (76  FR 
26528  through  26530),  we  finalized  our 
interpretation  of  this  provision  to  mean 
that  any  hospital  that  we  cite  through 
the  Medicare  State  Survey  and 
Certification  process  for  deficiencies 
during  the  performance  period  that  pose 
immediate  jeopardy  to  patients  will  be 
excluded  from  the  Hospital  VBP 
Program  for  the  fiscal  year.  We  also 
finalized  our  proposal  to  use  the 
definition  of  the  term  “immediate 
jeopardy”  that  appears  in  42  CFR  489.3. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28090),  in 
proposed  §412.160,  we  proposed  to 
define  “immediate  jeopardy”  in  the 
same  way  as  that  term  is  defined  in  42 
CFR  Part  489,  which  governs  provider 
agreements  and  supplier  approval.  We 
believe  that  the  language  in  section 
1886(o)(l)(C)(ii)(II)  of  the  Act  referring 
to  a  hospital  having  been  “cited”  for 
deficiencies  posing  an  immediate 
jeopardy  is  a  reference  to  the  process  by 
which  CMS,  through  agreements  with 
State  survey  agencies,  surveys  or 
inspects  hospitals  for  compliance  with 
the  hospital  CoPs  at  42  CFR  Part  482  or 
Emergency  Medical  Treatment  and 
Labor  Act  (EMTALA)  regulations  at 


§  489.24,  and  issues  deficiency  citations 
for  non-compliance  with  Federal  health, 
safety  and  quality  standards.  The  survey 
process  is  governed  by  provisions  found 
in  42  CFR  Part  488,  Survey,  Certification 
and  Enforcement  Procedures.  Further, 
provisions  at  42  CFR  Part  489,  Provider 
Agreements  and  Supplier  Approval, 
define  the  term  “immediate  jeopardy”  at 
§  489.3;  authorize  us  at  §  489.53(a)(3)  to 
terminate  the  Medicare  provider 
agreement  for  the  hospital’s  failure  to 
meet  the  CoP;  authorize  us  at  §  489.53(b) 
to  terminate  the  Medicare  provider 
agreement  of  a  hospital  that  fails  to  meet 
the  EMTALA  regulatory  requirements; 
and  provide  at  §  489.53(d)(2)(i)  for  a 
shortened  advance  notice  to  the  public 
of  the  termination  when  a  hospital  with 
an  emergency  department  is  in  violation 
of  EMTALA  requirements  and  the 
violation  poses  immediate  jeopardy. 
Therefore,  we  believe  that  the  term 
“immediate  jeopardy”  should  be 
defined  in  our  Hospital  VBP  Program 
regulations  in  the  same  manner  as  it  is 
defined  for  the  purpose  of  survey, 
certification,  enforcement,  and 
termination  procedures. 

In  proposed  §412.160,  we  proposed 
to  define  the  phrase  “cited  for 
deficiencies  that  pose  immediate 
jeopardy.”  We  proposed  a  definition  in 
order  to  avoid  potential  ambiguities 
about  the  terms  “cited”  and 
“deficiencies.”  There  are  several  ways 
in  which  a  hospital  might  be  found  to 
have  an  immediate  jeopardy  situation. 
Appendix  Q  of  the  State  Operations 
Manual  (SOM),  Pub.  No.  100—07, 
provides  guidance  to  the  State  survey 
agencies  on  our  policies  concerning  the 
identification  and  citation  of  immediate 
jeopardy  and  subsequent  enforcement 
actions.  A  common  way  in  which  an 
immediate  jeopardy  situation  is 
identified  is  when  a  surveyor  or  team  of 
surveyors  is  in  the  process  of 
conducting  a  survey  of  compliance  with 
the  Medicare  CoP  at  the  hospital  and 
accurately  identifies  those  situations 
which  immediately  jeopardize  the 
health  and  safety  of  patients.  Surveyors 
may  be  expected,  according  to  State 
protocols,  to  consult  immediately  with 
their  supervisors  before  declaring  an 
immediate  jeopardy,  and  in  cases 
involving  hospitals  deemed  to  meet  the 
CoP  based  on  their  accreditation,  the 
State  must  first  consult  with  the  CMS 
Regional  Office  (RO).  In  the  case  of 
EMTALA  surveys,  only  the  CMS 
Regional  Office  may  determine,  after 
reviewing  the  State  Survey  Agency’s 
report,  whether  there  was  an  EMTALA 
violation  and,  if  so,  whether  it 
constituted  an  immediate  jeopardy. 

Once  an  immediate  jeopardy  situation 
is  declared,  the  hospital’s  management 


is  informed  and  expected  to  take  steps 
to  remove  the  immediate  jeopardy, 
preferably  before  the  survey  team 
concludes  the  on-site  portion  of  its 
survey.  If  the  hospital  does  not  remove 
the  immediate  jeopardy  while  the 
survey  team  is  on-site,  it  has  23  days  to 
submit  an  acceptable  plan  of  correction 
and  have  an  onsite  follow-up  survey  to 
confirm  removal.  If  the  hospital  fails  to 
remove  the  immediate  jeopardy  in  a 
timely  manner,  we  may  terminate  the 
hospital’s  Medicare  provider  agreement. 
There  are  also  situations  where  a  survey 
team  does  not  declare  an  immediate 
jeopardy  while  on-site,  but  a  subsequent 
supervisory  or  CMS  RO  review  of  the 
survey  team’s  findings  identifies  an 
immediate  jeopardy  situation  that 
should  have  been  declared.  In  such 
cases,  the  hospital  is  promptly  advised 
of  the  immediate  jeopardy  and  given  23 
days  to  submit  an  acceptable  plan  of 
correction  and  have  an  onsite  follow-up 
survey  to  confirm  removal  of  the 
immediate  jeopardy.  It  can  also  happen 
that  a  supervisory  or  CMS  RO  review 
will  conclude  that  the  survey 
documentation  does  not  support  a 
finding  of  an  immediate  jeopardy,  and 
in  such  cases  no  official  immediate 
jeopardy  citation  will  be  issued. 

We  note  that  removal  of  an  immediate 
jeopardy  is  not  necessarily  the  same  as 
correction  of  the  hospital’s 
noncompliance  deficiencies.  Removal 
may  be  accomplished  by  an  interim 
measure  while  the  hospital  works  to 
create  a  systematic  and  permanent 
correction  of  its  deficient  practices. 

The  Form  CMS-2567,  Statement  of 
Deficiencies  and  Plan  of  Correction,  is 
issued  after  each  survey  of  a  hospital, 
even  if  only  to  indicate  that  no 
deficiencies  were  found  during  the 
survey  (SOM  Section  2728  and  SOM 
Exhibit  7 A,  Principles  of 
Documentation,  Principle  #1).  The 
CMS-2567  form  constitutes  the  official 
notice  to  a  healthcare  facility  of  the 
survey  findings.  Statements  made  by 
surveyors  to  the  facility  while  they  are 
on-site  are  always  preliminary  in  nature. 
After  surveyors  have  exited  the  facility, 
they  prepare  the  Form  CMS-2567  based 
on  their  observations  and  survey 
documentation.  Their  draft  Form  CMS- 
2567  is  then  subjected  to  a  supervisory 
review  and,  in  the  case  of  hospitals  that 
are  deemed  to  meet  the  CoP  via 
accreditation  and  are  being  cited  for 
serious  noncompliance  (that  is, 
condition-leyel  or  immediate  jeopardy 
citation),  to  a  CMS  RO  review.  The 
Form  CMSt-2567  is  not  considered  final 
until  it  is  transmitted  to  the  healthcare 
facility,  either  by  the  State  survey 
agency  or,  in  certain  cases,  the  CMS  RO. 
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In  the  case  of  a  survey  where  an 
immediate  jeopardy  situation  was 
found,  the  Form  CMS-2567  must  state 
that  the  facility  was  found  to  have 
immediate  jeopardy.  This  is  the  case 
regardless  of  whether  the  immediate 
jeopardy  was  removed  while  the  survey 
team  was  still  on-site  at  the  facility, 
although  on-site  removal  will  be  noted 
if  it  occurred.  Furthermore,  it  is 
standard  survey  practice  to  cite  on  the 
Form  CMS-2567  all  noncompliance 
deficiencies  identified  during  a  survey  • 
even  when  the  healthcare  facility 
corrects  those  deficiencies  after  they 
have  been  identified  by  a  surveyor,  but 
before  the  survey  team  exits  the  facility 
(SOM  Exhibit  7A,  Principles  of 
Documentation,  Principle  #4). 

We  considered  whether  it  would  be 
reasonable  to  treat  only  those  hospitals 
that  failed  to  remove  immediate 
jeopardy  while  a  survey  team  was  still 
on-site  as  having  been  “cited  for  an 
immediate  jeopardy”  solely  for  the 
purposes  of  the  Hospital  VBP  Program. 
However,  we  concluded  that  this  would 
not  be  equitable,  since  there  are  cases 
where  an  immediate  jeopardy  is 
identified  after  the  survey  team  has  left 
the  hospital  through  a  supervisory  or 
CMS  RO  review,  as  described  above.  We 
also  concluded  this  approach  would  not 
be  consistent  with  the  statutory 
requirement  given  that  the  Form  CMS- 
2567  is  the  official  notice  to  a  healthcare 
facility  of  deficiencies  found  during  a 
survey  and  in  light  of  the  fact  that  CMS 
includes  references  to  the  identification 
of  an  immediate  jeopardy  on  the  CMS- 
2567,  regardless  of  when  or  if  'it  was 
removed  by  the  facility.  We  have, 
therefore,  concluded  that  “citation”  of 
an  immediate  jeopardy  within  the 
context  of  the  Hospital  VBP  Program 
means  the  identification  of  an 
immediate  jeopardy  noted  on  the  CMS- 
2567  that  is  issued  to  the  hospital  after 
a  survey. 

We  also  note  that  section 
1886(o)(l)(C)(ii)(II)  of  the  Act  refers  to 
the  citation  of  plural  “deficiencies”  that 
pose  immediate  jeopardy  and  that  this 
requires  interpretation  of  its  application 
to  the  Hospital  VBP  Program.  We  use  an 
Automated  Survey  Processing 
Environment  (ASPEN)  system  to  catalog 
deficient  practices  identified  during  a 
survey  and  to  generate  the  CMS-2567 
that  is  issued  to  the  hospital  after  the 
survey.  To  facilitate  processing  in  the 
ASPEN  system,  we  have  subdivided  the 
regulations  applicable  to  each  type  of 
certified  healthcare  facility  into  specific 
“tags,”  each  one  of  which  has 
corresponding  interpretive  guidelines  in 
the  applicable  appendix  of  the  SOM. 
Hospital  tags  are  found  in  Appendix  A. 
The  ASPEN  system  also  differentiates 


between  “condition”  and  “standard” 
level  tags  for  non-long  term  care 
enforcement,  since  it  is  essential  to 
know  whether  or  not  identified 
noncompliance  is  found  at  the 
condition-level,  that  is,  whether  it  is 
considered  substantial  noncompliance. 
Each  hospital  condition  of  participation 
has  its  own  condition  tag.  There  are  also 
q  varying  number  of  “standard”  tags 
within  each  condition.  The  number  of 
standard-level  tags  identified  in  the 
SOM  Appendix  does  not  correspond  to 
the  number  of  individual  “standards” 
required  in  the  regulations:  usually 
there  are  more  tags  than  actual 
standards,  because  standards  may 
involve  multiple  items  or  requirements 
under  specific  CoP  that  lend  themselves 
to  separate  evaluation. 

While  we  understand  that  each  tag 
identified  in  a  CMS-2567  may  be 
viewed  as  a  separate  deficiency,  we  also 
recognize  that  the  division  of  the 
regulations  for  each  “condition”  and 
“standard”  into  individual  tags  was  to 
facilitate  the  survey  and  certification 
process  for  surveyors.  Moreover,  in 
general  a  set  of  documented  deficient 
practices  that  constitute  immediate 
jeopardy  would  be  cited  at  least  in  two 
tags,  since  there  must  be  a  citation  at  the 
condition-level  to  indicate  substantial 
noncompliance,  along  with  citation  of 
any  pertinent  standard-level  tags,  which 
are  subsets  of  tbe  condition  tags.  We  do 
not  believe  it  was  the  intent  of  the 
statute  to  count  each  of  these  tags 
related  to  the  same  set  of  circumstances 
or  practices  as  separate  deficiencies 
under  the  Hospital  VBP  Program. 

We  have  concluded,  therefore,  that  a 
more  reasonable  interpretation  of  the 
Hospital  VBP  statute  is  to  view  each 
hospital  survey  for  which  the  CMS- 
2567  form  cited  immediate  jeopardy  as 
a  deficiency,  for  Hospital  VBP  purposes 
only.  Thus,  a  hospital  would  have  to 
have  been  cited  on  a  CMS-2567  for 
immediate  jeopardy  on  at  least  two 
surveys  during  the  performance  period 
in  order  to  be  considered  as  having 
multiple  deficiencies  that  pose 
immediate  jeopardy.  Accordingly,  we 
proposed  to  define  in  our  regulations 
the  term  “cited  for  deficiencies  that 
•pose  immediate  jeopardy”  under  the 
Hospital  VBP  Program  to  mean  that, 
during  the  applicable  performance 
period,  the  hospital  had  more  than  one 
survey  for  which  it  was  cited  for  an 
immediate  jeopardy  on  the  Form  CMS- 
2567,  Statement  of  Deficiencies  and 
Plan  of  Correction. 

As  required  by  the  statute,  hospitals 
cited  during  the  performance  period  for 
multiple  deficiencies  that  pose 
immediate  jeopardy  to  the  health  or 
safety  of  patients  would  be  excluded 


from  the  Hospital  VBP  Program  for  the 
applicable  fiscal  year.  Because  we 
sometimes  adopt  different  performance 
periods  for  different  measures  for 
purposes  of  the  same  program  year,  we 
proposed  to  exclude  hospitals  cited  for 
such  deficiencies  during  any  of  the 
finalized  performance  periods  for  the 
applicable  program  year  for  purposes  of 
that  interpretation. 

We  welcomed  public  comment  on 
this  interpretation  of  the  immediate 
jeopardy  exclusion  and  on  our 
proposals. 

Comment:  A  majority  of  commenters 
expressed  their  support  for  the  proposal 
to  define  the  phrase  “cited  for 
deficiencies  that  pose  immediate 
jeopardy”  as  meaning  that,  during  the 
applicable  performance  period  a 
hospital  was  cited  for  immediate 
jeopardy  on  at  least  two  surveys  using 
the  Form  CMS-2567,  Statement  of 
Deficiencies  and  Plan  of  Correction.  One 
commenter  indicated  this  approach  was 
reasonable  and  strikes  an  appropriate 
balance  between  the  importance  of 
ensuring  high  quality  care  and  the 
punitive  nature  of  disqualifying  a 
hospital  from  value-based  purchasing 
incentives. 

Response:  We  thank  those 
commenters  who  support  our  proposal 
and  agree  that  it  allows  for  an 
appropriate  balance  in  the  Hospital  VBP 
Program  between  assuring  high  quality 
care  and  not  unreasonably  excluding  a 
hospital  from  participation  in  the 
Hospital  VBP  Program. 

Comment:  A  number  of  individual 
commenters  associated  with  one 
hospital,  as  well  as  several  other 
commenters,  objected  to  the  proposed 
definition  for  the  term  “cited  for 
deficiencies  that  pose  immediate 
jeopardy.”  The  commenters  suggested 
that  there  is  variation  in  immediate 
jeopardy  citation  practices  which  raises 
legitimate  concerns  about  the  validity  of 
the  citations.  One  commenter  suggested 
that  CMS  eliminate  use  of  immediate 
jeopardy  citations  in  the  Hospital  VBP 
Program.  Several  others  suggested  the 
term  be  defined  to  include  only  those 
hospitals  whose  Medicare  provider 
agreement  is  actually  terminated  as  a 
result  of  the  inability  to  remove  an 
immediate  jeopardy  within  23  days. 

Two  commenters  suggested  that 
fmmediate  jeopardy  citations  based  on 
violations  of  the  Life  Safety  Code  be 
excluded  from  consideration  under  the 
Hospital  VBP  Program.  These 
commenters  believed  that  variations  in 
Life  Safety  Code  citations  are  wide  and 
that  these  types  of  deficiencies  often  are 
not  related  to  patient  safety.  Another 
commenter  suggested  that  any 
immediate  jeopardy  that  is  corrected 
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while  the  surveyors  are  on-site  not  be 
included  in  the  definition,  since  a 
deficiency  that  can  be  corrected  in  that 
timeframe  does  not  warrant  the  severity 
of  the  punishment  related  to  the 
Hospital  VBP  Program.  This  commenter 
also  suggested  revising  the  definition  of 
“immediate  jeopardy”  given  the  linkage 
to  the  Hospital  VBP  Program.  The 
commenter  believes  that  immediate 
jeopardy  citations  are  limited  in  scope 
to  single  patient  occurrences,  unlike  the 
Hospital  VBP  Program  performance 
measures  that  consider  a  hospital’s 
overall  performance.  This  commenter 
indicated  that  such  citations  in  the  case 
of  hospitals  previously  made  them 
subject  to  loss  of  deemed  status,  loss  of 
Medicare  certification  and  civil 
monetary  penalties,  and  with  this 
proposal  the  penalty  of  exclusion  from 
the  Hospital  VBP  Program  w'ould  be 
added.  The  commenter  believes  the 
definition  should  reflect  the  serious 
nature  of  the  penalties. 

Response:  With  respect  to  the 
suggestion  that  w'e  eliminate  the  u.se  of 
the  immediate  jeopardy  exclusion  in  the 
Hospital  VBP  Program,  w'e  do  not  have 
the  discretion  to  do  so.  Section 
1886(b)(l)(C)(ii)(Il)  of  the  Act  specifies 
that  a  hospital  is  excluded  from  the 
Hospital  VBP  Program  if  it  has  been 
cited  hy  the  Secretary  during  the 
performance  period  for  deficiencies  that 
pose  immediate  jeopardy  to  the  health 
or  safety  of  patients.  We  believe  that  the 
statute  is  clearly  referring  to  our 
longstanding  definition  of  “immediate 
jeopardy”  and  to  citations  in  connection 
with  Federal  surveys,  or  inspections,  of 
hospitals,  most  of  which  are  conducted 
on  CMS’  behalf  by  State  Survey 
Agencies  as  part  of  the  Medicare  survey 
and  certification  process.  We  do  not 
believe  the  statute  refers  only  to 
hospitals  whose  provider  agreements 
were  terminated  as  a  result  of  their 
failure  to  correct  their  cited  immediate 
jeopardy  deficiencies,  since  the  term 
“cited”  is  not  equivalent  to 
“terminated.”  Moreover,  any  hospital 
not  participating  in  the  Medicare 
program  as  a  result  of  a  termination 
action  would  not  be  eligible  for  the 
Hospital  VBP  Program,  so  it  is  unlikely 
that  the  statute  was  intended  for  such 
cases.  Likewise,  we  see  no  basis  for 
revising  the  definition  of  “immediate  * 
jeopardy,  ”  which  is  defined  at  42  CFR 
489.3  as  “a  situation  in  which  a 
provider’s  noncompliance  with  one  or 
more  requirements  of  participation  has 
caused,  or  is  likely  to  cause,  serious 
injury,  harm,  impairment,  or  death  to  a 
resident,”  or  not  considering  certain 
types  of  immediate  jeopardy  citations 
applicable.  The  definition  and  the 


criteria  for  all  immediate  jeopardy 
citations  are  the  same  for  all  types  of 
certified  providers  and  suppliers,  not 
just  subsection  (d)  hospitals.  As 
specified  in  Appendix  Q.  Guidelines  for 
Determining  Immediate  Jeopardy,  (Rev. 

1,  05-21-04),  of  the  SOM,  there  are 
three  components  that  must  be  present 
to  support  an  immediate  jeopardy 
citation:  actual  or  potential  serious 
harm,  injury,  impairment  or  death  of 
patients;  immediacy  of  the  harm,  that  is, 
its  likelihood  to  occur  in  the  very  near 
future:  and  culpability,  that  is,  the 
hospital  knew  or  should  have  known 
about  the  situation  and  taken 
appropriate  action  prior  to  the  survey.  It 
is  not  correct  to  say  that  immediate 
jeopardy  citations  a«j  limited  in  scope 
to  single  patient  occurrences,  since 
often  such  citations  reflect  serious 
systemic  problems  within  a  hospital 
that  could  put  many  patients  at  risk  of 
serious  harm.  Likewise,  the  issue  of 
being  able  to  “remove”  an  immediate 
jeopardy  while  the  survey  team  is  on 
site  should  not  be  confused  with  the 
seriousness  of  the  underlying  problem 
or  the  extent  of  systemic  corrections 
needed.  An  immediate  jeopardy  may  be 
removed  while  the  survey  team  is  on¬ 
site  w'hen  the  hospital  takes  interim 
measures  that  remove  the  immediacy  of 
the  threat  of  future  harm,.  However,  the 
substantial  noncompliance  with  the 
Medicare  health  and  safety  standards  in 
such  cases  remains  and  must  be 
corrected  through  systemic  changes. 

Our  survey  protocol  calls  for  the 
immediate  jeopardy  to  be  noted  on  the 
Form  CMS-2567  regardless  of  whether 
it  was  removed  while  the  survey  team 
was  on-site  or  not.  We  do  not  believe  it 
would  be  appropriate  to  modify  either 
the  regulatory  definition  of  immediate 
jeopardy  or  our  longstanding  protocols 
for  citing  immediate  jeopardy  for  one 
type  of  provider,  namely  subsection  (d) 
hospitals,  now  that  such  citations  are 
linked  to  another  Medicare  program. 

Comment:  Multiple  comipenters 
stated  that  there  is  wide  variation 
among  States  and  CMS  Regional  Offices 
and  that  they  can  reach  differing 
opinions  on  similar  facts  as  to  whether 
there  is  an  immediate  jeopardy  finding. 
One  commenter  asserted  that  CMS 
Regional  Offices  are  unlikely  to  overturn 
an  immediate  jeopardy  citation  that  is 
issued  by  a  State  surveyor.  Several 
comment ers  urged  that,  given  the 
additional  payment  impact  under  VBP 
of  immediate  jeopardy  citations,  CMS 
should  ensure  that  there  is  uniform 
guidance  for  State  surveyors  and  that 
the  definition  of  immediate  jeopardy  is 
well  understood  and  consistently 


applied  by  CMS  and  State  Survey 
Agencies. 

Response:  In  addition  to  the 
regulatory  definition  of  immediate 
jeopardy,  we  have  longstanding, 
detailed,  uniform  guidance  in  Appendix 
Q  of  the  SOM  for  determining  an 
immediate  jeopardy  situation.  We  also 
note  that  the  standard  protocol  for  non- 
EMTALA  surveys  requires  the  surveyor 
or  survey  team  which  suspects  an 
immediate  jeopardy  while  they  are  on¬ 
site  conducting  a  survey  to  call  their 
State  Survey  Agency  management,  per 
State  protocol.  In  the  case  of  deemed 
hospitals,  the  CMS  Regional  Office  must 
also  be  consulted  before  an  immediate 
jeopardy  may  be  declared.  In  the  case  of 
an  EMTALA  survey,  only  the  CMS 
Regional  Office  may  determine  whether 
there  was  an  EMTALA  violation  and,  if 
so,  whether  it  constitutes  immediate 
jeopardy.  This  necessity  for  multiple 
individuals  to  agree  that  an  immediate 
jeopardy  citation  is  warranted  helps  to 
mitigate  the  risk  of  subjectivity  in  the 
determination.  In  addition,  with  the 
advent  of  the  statutory  linkage  between 
the  Hospital  VBP  Program  and 
immediate  jeopardy  citations,  we 
recognized  the  importance  of  increasing 
our  efforts  to  ensure  consistency  across 
CMS  regions  and  States  in  issuing 
immediate  jeopardy  citations.  We  have 
conducted  special  training  for  surveyors 
and  regional  office  staff  on  identifying 
immediate  jeopardy  situations  related  to 
the  hospital  CoP,  and  will  be  doing  the 
same  with  respect  to  immediate 
jeopardy  situations  related  to  the 
EMTALA  requirements  for  hospitals.  In 
addition,  now  that  we  have  begun 
collecting  data  on  immediate  jeopardy 
citations,  we  will  use  the  data  to 
support  further  education  and  training 
as  needed.  For  the  first  Hospital  VBP 
performance  period  and  part  of  the , 
second  performance  period  we  utilized 
a  manual  process  to  collect  hospital 
immediate  jeopardy  citation  information 
from  each  CMS  Regional  Office.  In 
addition,  the  Automated  Survey 
Processing  Environment  (ASPEN),  an 
electronic  system  that  supports  our 
survey  and  certification  activity,  has 
been  revised  to  include  information 
about  immediate  jeopardy  citations  in 
surveys  entered  into  ASPEN  after  July, 
2012,  enabling  automated  collection  of 
this  data. 

We  note  as  a  point  of  information  that 
over  eighty  percent  of  subsection  (d) 
hospitals  are  “deemed”  to  be  in 
compliance  with  the  Medicare  hospital 
CoP  on  the  basis  of  their  accreditation 
under  a  CMS-approved  hospital 
accreditation  program.  Although  we 
have  the  authority  to  do  so,  as  a  matter 
of  policy  we  do  not  take  enforcement 
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actions  based  on  the  results  of  an 
accrediting  organization’s  survey  of  a 
deemed  facility.  Accordingly,  there  are 
no  Medicare  immediate  jeopardy 
citations  based  on  an  accrediting 
organization’s  survey  findings. 

However,  this  does  not  mean  that 
deemed  hospitals  would  never  be  cited 
for  immediate  jeopardy,  nor  does  it 
mean  that  they  are  not  subject  to 
Medicare  hospital  surveys  conducted 
either  by  State  Survey  Agencies  or 
Federal  surveyors.  With  respect  to  the 
Hospital  VHP,  therefore,  there  is  no 
advantage  to  being  deemed  versus  non- 
accredited.  In  accordance  with  section 
1864(c)  of  the  Act,  the  Secretary  may 
authorize  State  Survey  Agencies  to 
conduct  validation  surveys  of  deemed 
facilities.  There  are  two  types  of 
validation  surveys:  (1)  Representative 
sample  validation  surveys,  where  CMS 
selects  a  sample  of  deemed  providers 
and  suppliers  to  be  surveyed  under  a 
standard  survey  (i.e.,  a  survey  of 
compliance  with  all  applicable  CoP  or 
Conditions  for  Coverage)  by  the  State 
Survey  Agencies  as  part  of  our  annual 
assessment  of  the  performance  of  CMS- 
approved  accreditation  programs;  and 
(2)  substantial  allegation  validation 
surveys,  more  generally  known  as 
complaint  surveys.  The  latter  are 
conducted  in  response  to  an  allegation 
which,  if  found  to  be  true,  would 
indicate  that  a  provider  or  supplier  is 
not  in  substantial  compliance  with  one 
or  more  of  the  applicable  Conditions.  In 
the  case  of  hospitals,  the  majority  of  the 
Medicare  surveys  conducted  are 
validation  surveys  involving  deemed 
hospitals.  In  FY  2010,  for  example,  there 
were  over  4,200  Medicare  complaint 
surveys  and  over  400  standard  surveys 
of  subsection  (d)  hospitals,  and  fewer 
than  500  of  these  complaint  surveys  and 
roughly  100  of  the  standard  surveys 
were  of  non-accredited  hospitals. 
Finally,  we  also  note  that  accrediting 
organizations  are  required  to  notify  CMS 
promptly  if  they  identify  a  situation 
during  a  survey  of  a  deemed  facility 
which  constitutes  an  immediate 
jeopardy.  Upon  receiving  such 
notification,  CMS  reviews  the 
information  the  accrediting  organization 
provides  and,  if  it  agrees  that  the 
situation  as  described  would  constitute 
an  immediate  jeopardy,  either  instructs 
the  State  Survey  Agency  to  promptly 
conduct  a  substantial  allegation 
validation  survey  or  conducts  such  a 
survey  with  a  team  of  Federal  surveyors. 

Comment:  One  commenter 
interpreted  the  discussion  in  the 
proposed  rule  of  the  use  of  the  Form 
CMS-2567,  Statement  of  Deficiencies 
and  Plan  of  Correction,  as  implying  that 


State  Agency  surveyors  could  issue 
immediate  jeopardy  findings  usii\g  some 
other  form.  The  commenter  urged  CMS 
to  clarify  that  only  immediate  jeopardy 
findings  issued  by  CMS  or  its  Regional 
Offices  on  the  Form  CMS-2567  can 
serve  as  the  basis  for  an  immediate 
jeopardy  determination  that  will  have 
payment  impact  under  the  Hospital  VHP 
Program. 

Response:  Nothing  in  the  proposed 
rule  indicated  that  an  official  notice  of 
immediate  jeopardy  could  be  conveyed 
to  a  hospital  via  any  form  other  than  the 
Form  CMS-2567.  We  believe  that  the 
commenter  may  be  confused  by  the  fact 
that,  in  some  instances,  the  Form  CMS- 
2567  containing  the  findings  of  the 
Federal  survey  may  be  issued  or 
transmitted  to  a  hospital  by  the  State 
Survey  Agency  rather  than  the  CMS 
Regional  Office.  This  could  happen  in 
the  following  cases:  When  the  survey 
was  of  CoP  compliance  in  a  hospital 
that  does  not  have  Medicare  “deemed” 
status  on  the  basis  of  its  accreditation  by 
a  CMS-approved  Medicare  accreditation 
program;  when  the  survey  was  of  a 
hospital  whose  deemed  status  was 
previously  removed  by  the  CMS 
Regional  Office,  as  a  result  of  substantial 
noncompliance  found  on  a  previous 
survey;  or  in  the  case  of  a  hospital  with 
deemed  status  where  the  CMS  Regional 
Office  has  authorized  the  State  Survey 
Agency  to  transmit  the  specific  Form 
CMS-2567  to  the  hospital. 

We  are  also  taking  this  opportunity  to 
clarify  that  we  will  consider  only  those 
Form  CMS-2567S  which  are  issued  to  a 
hospital  based  on  a  Federal  survey,  both 
for  our  general  enforcement  purposes 
and  for  determining  immediate  jeopardy 
citations  for  the  Hospital  VBP  Program. 
We  recognize  that  it  is  not  uncommon 
for  States  to  also  use  the  Form  CMS- 
2567  as  a  template  for  them  to  issue 
reports  of  surveys  conducted  under 
their  State  licensure  authority.  Even 
though  the  report  may  appear  on  a  Form 
CMS-2567,  and  even  when  the  report 
may  refer  to  an  immediate  jeopardy,  if 
it  is  not  a  report  resulting  from  a  Federal 
survey  to  assess  compliance  with 
Federal  standards,  it  will  not  be 
considered  applicable  for  our  general 
enforcement  purposes  or  for  the 
Hospital  VBP  Program. 

Comment:  One  commenter  asked  that 
CMS  clarify  what  the  operative  date  will 
be  for  determining  the  appropriate 
performance  period  to  which  an 
immediate  jeopardy  citation  will  be 
applied.  The  commenter  noted  that  the 
issuance  of  the  Form  CMS  2567  to  the 
hospital  may  occur  a  lengthy  time  after 
surveyors  exited  the  hospital.  Another 
commenter  noted  that  sometimes  the 
same  event  can  result  in  multiple 


immediate  jeopardy  citations  which  is  a 
cause  for  concern.  Another  commenter 
recommended  that  CMS  apply  the 
definition  in  the  proposed  regulation  to 
the  FY  2013  Hospital  VBP  Program. 

Response:  It  is  possible  for  several 
Federal  surveys  to  be  conducted 
simultaneously  in  a  hospital.  This  could 
happen,  for  example,  if  a  particular 
complaint  warranted  an  investigation 
under  both  the  hospital  CoP,  42  CFR 
Part  482,  and  the  EMTALA 
requirements  found  in  42  CFR  489.  We 
recognize  that  it  is  more  an  artifact  of 
our  survey  process  and  the  ASPEN 
electronic  system  which  supports 
Federal  surveys  that  separate  Form  CMS 
2567s  are  generated  when  such 
simultaneous  surveys  occur.  We  have 
therefore  adopted  as  part  of  our  protocol 
that  two  Form  CMS-2567s  with 
immediate  jeopardy  citations  and  with 
the  same  survey  end  date  are  to  be 
counted  as  one  instance  of  an 
immediate  jeopardy  citation.  However, 
use  of  the  survey  end  date  will  enable 
us  to  identify  those  cases  where 
multiple  surveys  were  conducted 
simultaneously. 

The  survey  end  date  generated  in 
ASPEN  will  be  the  date  used  for 
assignment  to  a  performance  period.  We 
acknowledge  that  this  date  will  often  be 
earlier  than  the  date  on  which  the  Form 
CMS-2567  is  issued  to  the  hospital.  In 
the  case  of  EMTALA  surveys,  it  will 
always  be  earlier,  since  only  the  CMS 
Regional  Office  may  determine  whether 
there  has  been  an  EMTALA  violation, 
usually  after  obtaining  a  Quality 
Improvement  Organization  (QIO) 
physician  review  of  the  clinical  aspects 
of  the  case  when  required  by  the  statute. 
The  survey  end  date  is  a  date  that  can 
be  tracked  in  ASPEN  in  an  automated 
fashion,  increasing  the  accuracy  of 
identification  of  all  immediate  jeopardy 
citations  for  the  applicable  performance 
period. 

This  final  rule  concerning  the 
Hospital  VBP  Program  will  be  effective 
for  FY  2013.  Therefore,  although  the 
performance  period  for  the  FY  2013 
Hospital  VBP  Program  occurred  prior  to 
October  1,  2013,  the  definition  of 
immediate  jeopardy  citations  will  be  in 
effect  and  applied  to  the  FY  2013 
Hospital  VBP  performance  period. 

Comment:  Several  commenters 
indicated  that,  given  their  concerns 
about  the  variation  they  perceive  in 
immediate  jeopardy  citation  practices 
among  States  and  Regional  Offices,  they 
believe  that  they  should  be  able  to 
appeal  any  immediate  jeopardy  citation 
issued  to  them.  One  commenter  noted 
that  all  appeals  should  be  exhausted 
before  a  hospital  would  be  excluded 
from  the  Hospital  VBP  Program. 
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Response:  “Immediate  jeopardy”  is 
one  of  several  levels  of  noncompliance 
that  may  be  cited  in  a  hospital,  with  the 
other  two  being  substantial 
noncompliance  (that  is,  so-called 
“condition-level”  noncompliance)  and 
standard-level  deficiencies.  In 
accordance  with  42  CFR  498.3(b)(14), 
the  level  of  noncompliance  found  by 
CMS  is  an  initial  determination  (and 
therefore  appealable)  only  in  the  case  of 
a  skilled  nursing  facility  or  nursing 
facility,  and  then  only  in  certain 
circumstances.  The  level  of  citations 
issued  to  a  hospital  is,  therefore,  not 
appealable  under  the  current  regulation. 
Among  other  things,  a  hospital  may 
appeal  deficiency  findings  that  lead  to 
the  termination  of  a  provider  agreement 
under  42  CFR  489.53,  which  is  an  initial 
determination  defined  at  42  CFR 
498.3(b)(8).  Appeals  procedures  for 
providers,  including  hospitals,  and 
certified  suppliers  are  found  in  42  CFR 
Part  498.  We  will  consider  future 
rulemaking  on  this  issue. 

Comment:  Several  commenters 
objected  to  our  proposal  that,  because 
we  sometimes  adopt  different 
performance  periods  for  different 
measures  for  purposes  of  the  same 
Hospital  VBP  Program  year  we  would 
exclude  hospitals,  cited  for  immediate 
jeopardy  during  any  of  the  finalized 
performance  periods  for  the  applicable 
program  year.  Several  commenters 
noted  that  the  mortality  measurements 
performance  period  is  3  years  long  and 
indicated  that  it  is  unreasonable  to 
exclude  a  hospital  from  the  Hospital 
VBP  Program  for  3  years  due  to  two 
immediate  jeopardy  citations  in  one 
portion  of  this  performance  period. 

Response:  We  believe  commenters 
erred  in  describing  a  3-year  performance 
period  for  the  30-day  mortality 
measures.  We  finalized  above  a  21- 
month  performance  period  for  these 
measures  for  the  FY  2016  VBP  Program, 
but  have  not  proposed  to  adopt  a 
performance  period  of  3  years.  We 
interpret  the  commenters  to  express 
concern  about  the  possibility  of 
immediate  jeopardy  citations  during  a 
relatively  wide  date  range  resulting  in 
hospitals’  being  excluded  from  a 
Hospital  VBP  Program  year. 

Section  1886(o)(l)(C)(i)  of  the  Act 
defines  the  term  “hospital”  for  purposes 
of  the  Hospital  VBP  Program  as  “a 
subsection  (d)  hospital  (as  defined  in 
subsection  (d)(1)(B),”  subject  to  certain 
exclusions  outlined  in  section 
1886(o)(l)(C)(ii)  of  the  Act.  One  of  those 
exclusions,  found  in  subparagraph  (II), 
excludes  from  the  definition  of  the  term 
hospital  any  hospitals  “for  which, 
during  the  performance  period  for  such 
fiscal  year,  the  Secretary  has  cited 


deficiencies  that  pose  immediate 
jeopardy  to  the  health  or  safety  of 
patients.” 

We  do  not  believe  that  we  have  the 
statutory  authority  to  include  hospitals 
in  the  Hospital  VBP  Program  when  they 
have  been  cited  for  such  deficiencies 
during  any  of  the  finalized  performance 
periods  described  further  above.  Subject 
to  our  interpretation  of  the  term,  “cited 
for  deficiencies  that  pose  immediate 
jeopardy”  described  further  above,  we 
believe  that  we  must  exclude  hospitals 
so  cited  during  any  finalized 
performance  period  for  a  fiscal  year 
regardless  of  the  length  of  the  applicable 
performance  period.  While  we  recognize 
that,  for  certain  types  of  me*asures,  the 
length  of  time  during  which  immediate 
jeopardy  citations  may  result  in 
exclusion  from  the  Hospital  VBP 
Program  may  be  longer  than  for  others, 
we  believe  that  the  Hospital  VBP  statute 
requires  us  to  exclude  those  cited 
hospitals. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposed  immediate 
jeopardy  definitions  and  exclusion 
processes  without  modification, 
including  our  codification  of  the 
definitions  of  “cited  for  deficiencies  that 
pose  immediate  jeopardy”  and 
“immediate  jeopardy”  for  purposes  of 
the  Hospital  VBP  Program  in  42  CFR 
412.160. 

D.  Long-Term  Care  Hospital  Quality 
Reporting  (LTCHQR)  Program 

1.  Statutory  History 

In  accordance  with  section  1886(m)(5) 
of  the  Act,  as  added  by  section  3004  of 
the  Affordable  Care  Act,  the  Secretary 
established  the  Long-Term  Care 
Hospital  Quality  Reporting  (LTCHQR) 
Program.  Under  the  LTCHQR  Program, 
for  rate  year  2014  and  each  subsequent 
rate  year,  in  the  case  of  a  long-term  care 
hospital  (LTCH)  that  does  not  submit 
data  to  the  Secretary  in  accordance  with 
section  1886(m)(5)(C)  of  the  Act  with 
respect  to  such  a  rate  year,  any  annual 
update  to  a  standard  Federal  rate  for 
discharges  for  the  hospital  during  the 
rate  year,  and  after  application  of 
section  1886(m)(3)  of  the  Act,  shall  be 
reduced  by  two  percentage  points. 

Section  1886(m)(5)(D)(iii)  of  the  Act 
requires  the  Secretary  to  publish  the 
selected  measures  for  the  LTCHQR 
Program  that  will  be  applicable  with 
respect  to  the  FY  2014  payment 
determination  no  later  than  October  1, 
2012. 

Under  section  1886(m)(5)(D)(i)  of  the 
Act,  the  quality  measures  for  the 
LTCHQR  Program  are  measures  selected 
by  the  Secretary  that  have  been 


endorsed  by  an  entity  that  holds  a 
contract  with  the  Secretary  under 
section  1890(a)  of  the  Act,  unless 
section  1886(m)(5)(D)(ii)  of  the  Act 
applies.  This  contract  is  currently  held 
by  the  National  Quality  Forum  (NQF). 
Section  1886(m)(5)(D)(ii)  of  the  Act 
provides  that  an  exception  may  be  made 
in  the  case  of  a  specified  area  or  medical 
topic  determined  appropriate  by  the 
Secretary  for  which  a  feasible  and 
practical  measure  has  not  been  endorsed 
by  the  entity  that  holds  a  contract  with 
the  Secretary  under  section  1890(a)  of 
the  Act.  In  such  a  case,  section 
1886(m)(5)(D)(ii)  of  the  Act  authorizes 
the  Secretary  to  specify  a  measure(s) 
that  is  not  so  endorsed,  as  long  as  due 
consideration  is  given  to  measures  that 
have  been  endorsed  or  adopted  by  a 
consensus  organization  identified  by  the 
Secretary.  The  LTCHQR  Program  was 
implemented  in  section  Vll.C.  of  the  FY 
2012  IPPS/LTCH  PPS  final  rule  (76  FR 
51743  through  51756). 

2.  LTCH  Program  Measures  for  the  FY 
2014  Payment  Determination  and 
Subsequent  Fiscal  Years  Payment 
Determinations 

a.  Process  for  Retention  of  LTCHQR 
Program  Measures  Adopted  in  Previous 
Payment  Determinations 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28092),  for  the 
LTCHQR  Program,  we  proposed  that 
once  a  quality  measure  is  adopted,  it  is 
retained  for  use  in  subsequent  fiscal 
year  payment  determinations,  unless 
otherwise  stated.  For  the  purpose  of 
streamlining  the  rulemaking  process,  we 
proposed  that  when  we  initially  adopt 
a  measure  for  the  LTCHQR  Program  for 
a  payment  determination,  this  measure 
will  be  automatically  adopted  for  all 
subsequent  payment  determinations  or 
until  we  propose  to  remove,  suspend,  or 
replace  the  measure.  Quality  measures 
may  be  considered  for  removal  by  CMS 
if:  (1)  Measure  performance  among 
LTCHs  is  so  high  and  unvarying  that 
meaningful  distinctions  in 
improvements  in  performance  can  be  no 
longer  be  made;  (2)  performance  or 
improvement  on  a  measure  does  not 
result  in  better  patient  outcomes;  (3)  a 
measure  does  not  align  with  current 
clinical  guidelines  or  practice;  (4)  a 
more  broadly  applicable  measure 
(across  settings,  populations,  or 
conditions)  for  the  particular  topic  is 
available;  (5)  a  measure  that  is  more 
proximal  in  time  to  desired  patient 
outcomes  for  the  particular  topic  is 
available;  (6)  a  measure  that  is  more 
strongly  associated  with  desired  patient 
outcomes  for  the  particular  topic  is 
available;  or  (7)  collection  or  public 


Federal  Register/ Vol;  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


53615 


reporting  of  a  measure  leads  to  negative 
unintended  consequences  other  than 
patient  harm.  For  any  such  removal,  the 
public  will  be  given  a  chance  to 
comment  through  the  annual 
rulemaking  process.  However,  if  there  is 
reason  to  believe  continued  collection  of 
a  measure  raises  potential  safety 
concerns,  we  will  take  immediate  action 
to  remove  the  measure  from  LTCHQR 
Program  and  will  not  wait  for  the 
annual  rulemaking  cycle.  Such 
measures  will  be  promptly  removed  and 
we  will  promptly  notify  LTCHs  and  the 
public  of  such  a  decision  through  the 
usual  LTCHQR  Program  communication 
channels,  including  listening  sessions, 
memos,  email  notification,  and  Web 
postings  and  their  removal  will  be 
formally  announced  in  the  next  annual 
rulemaking  cycle. 

We  invited  public  comment  on  our 
proposal  that  once  a  quality  measure  is 
adopted,  it  is  retained  for  use  in  the 
subsequent  fiscal  year  payment 
determinations  unless  otherwise  stated. 

Comment:  Several  commenters 
supported  CMS’  approach  to  retaining 
measures.  Other  commenters  expressed 
appreciation  for  CMS’  proposal  to 
streamline  the  process  for  quality 
measure  retention  and  to  use  the  same 
process  proposed  in  the  Hospital  IQR 
Program. 

Response:  We  thank  the  commenters 
for  their  support  of  our  proposed 
approach  for  retaining  adopted 
measures  for  use  in  subsequent  fiscal 
year  payment  determinations. 

Comment:  Many  commenters  objected 
to  CMS’  approach  to  retain  quality 
measures  and  suggested  that  CMS  re¬ 
propose  measures  each  year  and  invite 
public  comment  before  measures  are 
finalized  for  use.  Another  commenter 
noted  that  measures  when  implemented 
may  produce  unintended  consequences 
and  that  stakeholders  should  have  the 
opportunity  in  the  rulemaking  process 
to  raise  these  issues. 

Response:  Our  proposal  to  retain 
previously  finalized  LTCHQR  Program 
measures  for  subsequent  fiscal  year 
determinations  aligns  with  our  proposal 
to  retain  measures  in  other  Medicare 
quality  reporting  programs  such  as  the 
Hospital  IQR  Program.  We  believe  this 
policy  will  help  streamline  the 
rulemaking  process  and  that,  in  most 
cases,  the  comment  process  during  the 
year  we  initially  propose  to  adopt  a 
measure  is  sufficient  to  identify  any 
potential  problem  with  the  measure. 
However,  if  we  have  any  indication  that 
the  continued  use  of  a  measure  is 
causing  potential  safety  concerns;  which 
includes  causing  Unintended 
consequences,  we  will  take  immediate 
action  to  remove  that  measure  from  the 


program.  To  the  extent  that  stakeholders 
identify  other  types  of  unintended 
consequences  (that  is,  unintended 
consequences  that  would  not  raise 
patient  safety  concerns),  we  also 
welcome  and  would  consider  comments 
on  these  issues  at  any  time.  We  also 
plan  to  work  with  technical  experts  and 
solicit  public  input  through  venueg  such 
as  technical  expert  panel  meetings, 
listening  sessions,  special  open  door 
forums,  and  our  helpdesk  for  the 
LTCHQR  Program  to  ensure  that  each  of 
the  adopted  measures  remains 
appropriate  for  continued  inclusion  in 
the  LTCHQR  Program. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  retain  adopted 
quality  measures  for  subsequent  fiscal 
year  payment  determinations  unless  we 
propose  to  remove,  suspend,  or  replace 
the  measure. 

b.  Process  for  Adopting  Changes  to 
LTCHQR  Program  Measures 

As  mentioned  previously,  quality 
measures  selected  for  the  LTCHQR 
Program  must  be  endorsed  by  the  NQF 
unless  they  meet  the  statutory  criteria 
for  exception.  The  NQF  is  a  voluntary 
consensus  standard-setting  organization 
with  a  diverse  representation  of 
consumer,  purchaser,  provider, 
academic,  clinical,  and  other  healthcare 
stakeholder  organizations.  The  NQF  was 
established  to  standardize  healthcare 
quality  measurement  and  reporting 
through  its  consensus  development 
process  {http://www.quaIityforum.org/ 
AboutNQF/MissionandVision.aspx). 
The  NQF  undertakes  review  of:  (a)  New 
quality  measures  and  national 
consensus  standards  for  measuring  and 
publicly  reporting  on  performance,  (b) 
regular  maintenance  processes  for 
endorsed  quality  measures,  (c)  measures 
with  time  limited  endorsement  for 
consideration  of  full  endorsement,  and 
(d)  ad  hoc  review  of  endorsed  quality 
measures,  practices,  consensus 
standards,  or  events  with  adequate 
justification  to  substantiate  the  review 
(http  -.//www.quali  tyforum .  org/ 
MeasuringPerformance/ 

Ad  Hoc  Reviews/ 

Ad  Hoc  Revie w.aspx]. 

The  NQF  solicits  information  from 
measure  stewards  for  annual  reviews 
and  in  order  to  review  measures  for 
continued  endorsement  in  a  specific  3- 
year  cycle.  In  this  measure  maintenance 
process,  the  measure  steward  is 
responsible  for  updating  and 
maintaining  the  currency  and  relevance 
of  the  measure  and  for  confirming 
existing  specifications  to  NQF  on  an 
annual  basis.  As  part  of  the  ad  hoc 
review  process,  the  ad  hoc  review 


requester  and  the  measure  steward  are 
responsible  for  submitting  evidence  for 
review  by  a  NQF  Technical  Expert  panel 
which,  in  turn,  provides  input  to  the 
Consensus  Standards  Approval 
Committee  which  then  makes  a  decision 
on  endorsement  status  and/or 
specification  changes  for  the  measure, 
practice,  or  event. 

Through  NQF’s  measure  maintenance 
process,  NQF-endorsed  measures  are 
sometimes  updated  to  incorporate 
changes  that  we  believe  do  not 
substantially  change  the  nature  of  the 
measure.  Examples  of  such  changes 
could  be  updated  diagnosis  or 
procedure  codes,  changes  to  exclusions 
to  the  patient  population,  definitions,  or 
extension  of  the  measure  endorsement 
to  apply  to  other  settings.  We  believe 
these  types  of  maintenance  changes  are 
distinct  from  more  substantive  changes 
to  measures  that  result  in  what  are 
considered  new  or  different  measures, 
and  that  they  do  not  trigger  the  same 
agency  obligations  under  the 
Administrative  Procedure  Act.  In  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28092),  we  proposed  that  if  the  NQF 
updates  an  endorsed  measure  that  we 
have  adopted  for  the  LTCHQR  Program 
in  a  manner  that  we  consider  to  not 
substantially  change  the  nature  of  the 
measure,  we  would  use  a  subregulatory 
process  to  incorporate  those  updates  to 
the  measure  specifications  that  apply  to 
the  Program.  Specifically,  we  would 
revise  the  LTCHQR  Program  Manual  so 
that  it  clearly  identifies  the  updates  and 
provide  links  to  where  additional 
information  on  the  updates  can  be 
found.  We  proposed  posting  updates  on 
our  LTCH  Quality  Reporting  Web  site  at: 
http://w\\'w.cms.gov/LTCH-Quality- 
Reporting/,  with  the  provision  of 
sufficient  lead  time  for  LTCHs  to 
implement  the  changes  where  changes 
to  the  data  collection  systems  would  be 
necessary. 

We  proposed  continuing  to  use  the 
rulemaking  process  to  adopt  changes  to 
measures  when  the  changes 
substantially  change  the  nature  of  the 
measure.  We  believe  that  our  proposal 
adequately  balances  our  need  to 
incorporate  NQF  updates  to  NQF- 
endorsed  LTCHQR  Program  measures  in 
the  most  expeditious  manner  possible, 
while  preserving  the  public’s  ability  to 
comment  on  updates  that  so 
fundamentally  change  an  endorsed 
measure  that  it  is  no  longer  the  measure 
we  originally  adopted.  We  invited 
public  comment  gn  this  proposal. 

Comment:  Commenters  noted  that 
standards  of  quality  may  change  from 
year  to  year  an^  believed  that  it  was  not 
clear  how  CMS  will  determine  what  a 
“substantial”  change  is,  requiring  public 
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input,  versus  an  “unsubstantial” 
change,  not  requiring  public  input.  One 
commenter  noted  that  “even  minor 
changes  to  the  definitions  and 
exceptions  (of  a  measure)  can  result  in 
a  substantive  change  to  a  quality 
measure.”  Several  commenters 
suggested  that  CMS  set  out  the  process 
for  adopting  NQF  measure  updates  that 
arise  from  the  NQF  review  process  and 
the  process  for  determining  what  is  a 
“substantive”  versus  “non-substantive” 
measure  change.  Some  commenters 
stated  that  CMS  should  solicit  public 
comments  to  adopt  these  changes. 

Response:  The  NQF  regularly 
maintains  its  endorsed  measures 
through  annual  and  triennial  reviews, 
which  may  result  in  the  NQF  making 
updates  to  the  measures.  We  believe 
that  it  is  important  to  have  in  place  a 
subregulatory  process  to  incorporate 
non-substantive  updates  made  by  the 
NQF  into  the  measure  specifications  we 
have  adopted  for  the  LTCHQR  Program 
so  that  these  measures  remain  up-to- 
date.  We  also  recognize  that  some 
changes  the  NQF  might  make  to  its 
endorsed  measures  are  substantive  in 
nature  and  might  not  be  appropriate  for 
adoption  using  a  subregulatory  process. 


Therefore,  after  consideration  of  the 
public  comments  received,  we  are 
finalizing  a  policy  under  which  we  will 
use  a  subregulatory  process  to  make 
non-substantive  updates  to  NQF- 
endorsed  measures  used  for  the 
LTCHQR  Program.  With  respect  to  what 
constitutes  a  substantive  versus  a  non¬ 
substantive  change,  we  expect  to  make 
this  determination  on  a  measure-by- 
measure  basis.  Examples  of  non¬ 
substantive  changes  to  measures  might 
include  updated  diagnosis  or  procedure 
codes,  medication  updates  for  categories 
of  medications,  broadening  of  age 
ranges,  and  exclusions  for  a  measure 
(such  as  the  addition  of  a  hospice 
exclusion  to  the  30-day  mortality 
measures  used  in  the  Hospital  IQR  and 
Hospital  VBP  Programs).  We  also 
believe  that  non-substantive  changes 
might  include  updates  to  NQF-endorsed 
measures  based  upon  changes  to 
guidelines  upon  which  the  measures  are 
based. 

We  will  continue  to  use  rulemaking  to 
adopt  substantive  updates  made  by  the 
NQF  to  the  endorsed  measures  we  have 
adopted  for  the  LTCHQR  Program. 
Examples  of  changes  that  we  might 
consider  to  be  substantive  would  be 


'those  in  which  the  changes  are  so 
significant  that  the  measure  is  no  longer 
the  same  measure,  or  when  a  standard 
of  performance  assessed  by  a  measure 
becomes  more  stringent  (for  example: 
changes  in  acceptable  timing  of 
medication,  procedure/process,  or  test 
administration).  Another  example  of  a 
substantive  change  would  be  where  the 
NQF  has  extended  its  endorsement  of  a 
previously  endorsed  measure  to  a  new 
setting,  such  as  extending  a  measure 
from  the  inpatient  setting  to  the  LTCH 
setting.  We  also  note  that  the  NQF 
process  incorporates  an  opportunity  for 
public  comment  and  engagement  in  the 
measure  maintenance  and  measure 
review  process. 

These  policies  regarding  what  is 
considered  substantive  versus  non¬ 
substantive  changes  would  apply  to  all 
LTCHQR  Program  measures. 

3.  CLABSI,  CAUTI,  and  Pressure  Ulcer 
Measures 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51743  through  51756),  we 
adopted  three  quality  measures  for  the 
FY  2014  payment  determination  as 
listed  in  the  following  table: 


Previously  Finalized  LTCHQR  Quality  Measures  for  the  FY  2014  Payment  Determination 


NQF  #0138 . 

NQF  #0139 . 

Application  of  NQF  #0678  .... 


Urinary  Catheter-Associated  Urinary  Tract  Infection  [CAUTI]  rate  per  1,  000  urinary  catheter  days,  for  Intensive 
Care  Unit  [ICU]  Patients. 

Central  Une  Catheter-Associated  Blood  Stream  Infection  [CLABSI]  Rate  for  ICU  and  High-Risk  Nursery  [HRN] 
Patients. 

Percent  of  Residents  with  Pressure  Ulcers  That  are  New  or  Worsened  (Short-Stay). 


The  three  measures  finalized  for  FY 
2014  payment  determination  were  NQF- 
endorsed  at  the  time  of  the  FY  2012 
IPPS/LTCH  PPS  final  rule,  although  not 
for  the  LTCH  setting.  We  also  stated  that 
we  expected  the  NQF  would  review 
some  of  these  measures  for  applicability 
to  the  LTCH  setting  and  we  anticipated 
this  review  might  result  in 
modifications  to  one  or  more  of  the 
measures. 

As  part  of  its  endorsement 
maintenance  process,  under  NQF’s 
Patient  Safety  Measures  Project  {http:// 
wH-w. quaIityforum.org/ projects/ patient _ 
safetyjmeasures.aspx),  the  NQF 
reviewed  the  CAUTI  and  CLABSI 
measures  previously  adopted  and 
expanded  the  scope  of  endorsement  to 
include  additional  care  settings, 
including  LTCHs.  The  original  NQF- 
endorsed  numbers  were  retained  for 
these  two  expanded  measures,  but  the 
measures  were  re-titled  to  reflect  the 
expansion  of  the  scope  of  endorsement. 
N(3F  #0138  (Urinary  Catheter- 
Associated  Urinary  Tract  Infection 
[CAUnj  Rate  Per  1,000  Urinary  Catheter 


Days,  for  Intensive  Care  Unit  [ICU] 
Patients)  is  now  titled  National  Health 
Safety  Network  (NHSN)  Catheter- 
Associated  Urinary  Tract  Infection 
(CAUTI)  Outcome  Measure.  NQF  #0139 
(Clentral  Line  Catheter-Associated  Blood 
Stream  Infection  [CLABSI]  Rate  for  ICU 
and  High-Risk  Nursery  (HRN)  Patients  is 
now  titled  National  Health  Safety 
Network  (NHSN)  Central  Line- 
Associated  Blood  Stream  Infection 
(CLABSI)  Outcome  Measure  (http:// 
www.quaIityforum.org/News_And 
_Resources/Press_ReIeases/2012/ 
NQF_En  d  orses_Pa  tient 
_Safety_Measures.aspx).  These 
expanded  measures  allow  for  the 
calculation  of  a  Standardized  Infection 
Ratio  (SIR). '33- 134. 1 35. 136  Por  the 


Centers  for  Disease  Control  and  Prevention. 
(2012,  lanuary).  Central  Line- Associated 
Bloodstream  Infection  (CLABSI)  Event.  Retrieved 
from  http://www.cdc.gov/nhsn/PDFs/pscManual/ 
4PSC_CLABScurTent.pdf. 

National  Quality  Forum  (2012).  National 
Healthcare  Safety  Network  (NHSN)  Central  line- 
associated  Bloodstream  Infection  (CLABSI) 
Outcome  Measure.  Retrieved  from  http:// 
www.qualityfonim.oig/QPS/0139. 


remainder  of  this  rule,  we  refer  to  these 
measures  as  the  CAUTI  measure  and 
CLABSI  measure,  respectively.  We 
proposed  adopting  the  changes  to  the 
NQF-endorsed  CAUTI  and  CLABSI 
measures  that  we  previously  finalized 
for  the  FY  2014  payment  determination, 
consistent  with  our  stated  intention  to 
update  these  measures  with  changes 
resulting  from  NQF’s  review  of  the 
measures.  Further,  we  proposed 
adopting  the  NQF-endorsed  CAUTI 
measure  and  CLABSI  measure  for  the 
FY  2015  payment  determination  and  all 
subsequent  fiscal  year  payment 
determinations.  We  also  proposed 
incorporating  any  future  changes  to  the 
CAUTI  measure  and  CLABSI  measure  to 


135  Centers  for  Disease  Control  and  Prevention. 
(2012,  January).  Catheter  Associated  Urinary  Tract 
Infection  Event.  Retrieved  from:  http:// 
www.cdc.gov/nhsn/PDFs/pscManual/ 

TpscCA  UTIcurrent.pdf. 

136  National  Quality  Forum  (2012).  National 
Healthcare  Safety  Network  (NHSN)  Catheter 
Associated  Urinary  Tract  Infection  (CAUTI) 
Outcome  Measure.  Retrieved  from  http:// 
www.qualityfonim.org/QPS/01 38. 
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the  extent  these  changes  are  consistent 
with  our  proposal  to  update  measures. 

We  proposed  retaining  an  application 
to  the  LTCH  setting  of  the  measure 
Percent  of  Residents  with  Pressure 
Ulcers  that  are  New  or  Worsened  (Short- 
Stay)  (NQF  #0678),  as  finalized  in  the 
FY  2012  IPPS/LTCH  PPS  final  rule  for 
the  FY  2014  payment  determination,  for 
FY  2015  and  all  subsequent  fiscal  year 
payment  determinations.  We  also  noted 
that  the  Percent  of  Residents  with 
Pressure  Ulcers  that  are  New  or 
Worsened  (Short-Stay)  (NQF  #0678) 
measure  was  undergoing  NQF  review 
for  expansion  in  the  scope  of 
endorsement  to  include  additional  care 
settings,  including  LTCHs  and,  to  the  . 
extent  that  the  measure  is  updated  in  a 
manner  that  does  not  substantially 
change  the  nature  of  the  measure,  we 
would  incorporate  the  updates 
consistent  with  our  previous  proposal  to 
update  measures. 

This  measure  underwent  review  for 
expansion  by  the  NQF  Consensus 
Standards  Approval  Committee  (CSAC) 
on  July  11,  2012  [http://www.quality 
foru  m .  org/A  bou  t_NQF/CSA  C/ Meeti  ngs/ 
2012_CSAC_Meetings.aspx).  The  CSAC 
recommended  that  the  NQF  expand  its 
endorsement  of  the  measure  to  the 
LTCH  setting.  For  the  remainder  of  this 
final  rule,  we  refer  to  this  measure  as 
the  Pressure  Ulcer  measure.  For  more 
information  on  the  history  of  this 
measure  in  the  LTCHQR  Program,  we 
refer  readers  to  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51753  through 
51756). 

We  invited  public  comment  on  our 
proposal  to  adopt  the  revised  CAUTl 
measure  (NQF  #0138)  and  CLABSI 
measure  (NQF  #0139)  beginning  with 
the  FY  2014  payment  determination.  We 
also  invited  public  comment  to  retain  an 
application  to  the  LTCH  setting  of  the 
Pressure  Ulcer  measure  (NQF  #0678) 
(which  was  finalized  last  year  in  the  FY 
2012  IPPS/LTCH  PPS  final  rule  for  the 
FY  2014  payment  determination)  for  the 
FY  2015  payment  determination  and 
subsequent  fiscal  year  payment 
determinations. 

Comment:  Many  commenters  strongly 
supported  CMS’  use  of  the  HAI 
measures  CAUTl  and  CLABSI  in  the 
LTCHQR  Program  for  the  FY2014 
payment  determination  and  subsequent 
fiscal  years’  payment  determinations. 
One  commenter  noted  that  although  it  is 
important  to  move  forward  with 
including  these  HAI  measures,  they 
specifically  expressed  concerns  related 
to  the  validation  of  the  data  pertaining 
to  these  measures. 

Response:  We  appreciate  the 
commenters’  support  of  these  measures 
for  use  in  the  LTCHQR  Program.  We 


interpret  the  comment  expressing 
concern  related  to  data  validation  to  be 
recommending  that  we  validate  HAI 
data.  We  intend  to  work  with  the  CDC 
to  develop  an  efficient,  and  accurate, 
data  validation  approach,  and  will 
address  this  issue  in  future  rulemaking. 
Furthermore,  we  recognize  that  the 
validation  methods  currently  being  used 
by  States  that  have  conducted  some 
level  of  validation  are  not  standardized 
or  consistent.  We  will  take  these 
additional  concerns  under  consideration 
as  we  consider  CAUTl  and  CLABSI  data 
validation. 

Comment:  One  commenter  believed 
that  the  CAUTl  rate  is  open  to  observer 
bias  due  to  a  lack  of  education  regarding 
colonization  versus  infection.  As  a 
result,  the  commenter  believed  that 
almost  all  facilities  will  show 
progressively  improving  outcomes  in 
this  measure  over  time  as  they  improve 
the  education  of  staff  on  the 
colonization/infection  issue.  The 
commenter  believed  that  this 
■  demonstrated  improvement  will  be 
misleading  because,  instead  of 
representing  an  actual  decrease  in  the 
CAUTl  rate,  it  will  reflect  a  decrease  in 
false  positive  infection  reporting  due  to 
colonization.  The  commenter  believed 
that  effects  of  such  a  distortion  would 
likely  be  significant,  potentially 
rendering  the  first  year  or  two  or 
reporting  worthless. 

Response:  Education  is  always  an 
important,  ongoing  component  of 
surveillance.  We  agree  that  a  better 
distinction  by  clinicians  between  true 
UTI  and  asymptomatic  bacteriuria  may 
result  from  CAUTl  surveillance.  While 
this  result  could  affect  reported  CAUTl 
rates,  it  would  also  lead  to  improved 
patient  outcomes  such  as  reduction  of 
unnecessary  antimicrobial  usage, 
reduction  in  antimicrobial-resistant 
organisms  and  decreased'  adverse 
reactions  to  unnecessary  medications. 
Therefore,  we  do  not  believe  that 
delaying  CAUTl  surveillance  so  that 
LTCHs  might  better  educate  clinicians 
before  implementing  the  CAUTl 
measure  is  the  best  method  to  improve 
patient  outcomes. 

Comment:  One  commenter  expressed 
concern  about  the  LTCHQR  Program’s 
proposal  to  use  the  CAUTl  measure.  The 
commenter  noted  that  although  the 
proposed  CAUTl  measure  intended  to 
harmonize  measures  across  the  SNF, 
IRF,  and  LTCH  settings,  it  did  not  take 
into  account  the  significant  differences 
between  these  healthcare  settings. 
Specifically,  the  commenter  argued  that 
this  proposed  measure  failed  to  account 
for  higher  frequency  of  urinary  catheter 
use  in  LTCHs  and  that  this  factor  had 
the  potential  of  severely  distorting 


quality  measure  reporting  data.  The 
commenter  believed  that,  for  example, 
because  the  measure  denominator  is 
derived  in  part  from  “the  number  of 
urinary  catheter  days  for  each  location,’’ 
disproportionately  high  LTCH 
denominators  may  significantly  skew 
interpretations  of  the  data. 

Response:  Under  the  LTCHQR 
Program,  CAUTl  data  will  be  analyzed 
solely  for  LTCHs.  LTCHQR  Program 
CAUTl  data  will  not  be  compared  to  any 
data  collected  from  hospitals,  IRFs  or 
SNFs.  We  believe  that  the  use  of  a 
CAUTl  measure  in  the  Hospital  IQR 
Program  and  the  IRFQR  Program 
harmonizes  this  measure  across  care 
settings  and  will  not  skew 
interpretations  of  the  measure  under  the 
LTCHQR  Program. 

We  note  that,  at  this  time,  we  do  not 
requice  SNF  CAUTl  surveillance. 

Comment:  One  commenter 
recommended  not  finalizing  the'  CAUTl 
measure  or  at  least  excluding 
Asymptomatic,  Bacteremic,  Urinary 
Tract  Infection  (ABUTI)  fi-om  the 
measure.  The  commenter  added  that 
data  relating  to  ABUTI  patients  is  not 
relevant  to  LTCH  quality  and 
performance  improvement  because 
there  is  no  reason  for  an  LTCH  to  submit 
blood  cultures  for  an  asymptomatic 
patient. 

Response:  We  appreciate  the 
commenter’s  recommendation  to 
exclude  Asymptomatic  Bacteremic 
Urinary  Tract  Infection  (ABUTI)  from 
the  CAUTl  measure  or  not  finalize  the 
use  of  the  CAUTl  measure.  However,  we 
disagree  that  ABUTI  is  irrelevant  to  the 
LTCH  patient  population.  Bacteremic 
urinary  tract  infections  do  occur  among 
LTCH  patients,  and  these  infections  may 
occur  in  patients  without  fever  or 
localizing  urinary  tract  symptoms.  What 
is  required  to  meet  ABUTI  criteria  is 
presence  of  the  same  microorganism(s) 
in  blood  and  urine  cultures  obtained 
from  the  same  patient.  These  ■ 
microbiologic  findings  are  indicative  of 
severe  infection,  and  excluding  these 
infections  from  the  LTCH  measure 
would  mean  omitting  what  may  be 
important  information  about  LTCH 
quality.  The  inclusion  of  ABUTI  in  the 
measure  is  also  part  of  the  NQF- 
endorsed  specifications  for  the  measure. 

Comment:  Several  commenters  noted 
support  for  the  clinical  relevance  of  the 
CAUTl  measure  for  the  LTCH  patient 
population. 

Response:  We  appreciate  the 
commenters’  recognition  of  the  clinical 
importance  of  the  CAUTl  measure  for 
the  LTCH  patient  population.  We  agree 
with  the  importance  of  catheter 
associated  urinary  tract  infections  and 
role  of  infection  control  measures  to 
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prevent  these  infections.  According  to 
the  CDC,  CAUTI  is  the  most  common 
healthcare-associated  infection  (HAI) 
and  is  reported  30  percent  more 
frequently  than  all  other  infections 
reported  through  NHSN.  As  an  HAI,  the 
CDC  estimates  that  there  are  449,334 
CAUTIs  and  13,000  deaths  per  year  with 
an  estimated  associated  cost  of 
$340,000,000. Furthermore,  as 
indicated  in  the  HHS  National  Action 
Plan  to  Prevent  HAIs  {http:// 
www.hhs.gov/ash/initiatives/hai/ 
actionplan/index.html),  catheter- 
associated  urinary  tract  infection  is  also 
a  leading  type  of  preventable  HAI.'^s 

Comment:  Some  commenters 
expressed  concern  with  the  Pressure 
Ulcer  measure’s  NQF  endorsement 
status.  At  the  time  of  proposal, 
commenters  noted  that  the  measure  was 
NQF-endorsed  for  the  nursing  home 
patient  population,  and  was  undergoing 
NQF  review  for  re-specification  and 
expansion  to  additional  settings. 
Commenters  suggested  there  be  more 
transparency  in  the  NQF  endorsement  _ 
process,  and  that  CMS  provide  links  to 
NQF  documents  and  measure 
specifications.  One  commenter 
expressed  a  preference  to  not  submit 
pressure  ulcer  quality  measure  data 
until  the  NQF  has  completed  its  review. 
Some  commenters  noted  that  CMS 
failed  to  provide  information  pertaining 
to  this  measure’s  specifications,  and  that 
LTCHs  would  also  like  the  opportunity 
to  review  the  re-specified  measure  for 
appropriateness  before  determining 
whether  it  should  be  finalized  for 
FY2015  LTCHQR  Program. 

Response:  We  thank  the  commenters 
for  their  input.  On  July  11,  2012,  the 
NQF  CSAC  recommended  that  the  NQF 
expand  its  endorsement  of  the  Pressure 
Ulcer  measure  to  other  settings, 
including  the  LTCH  setting  without 
changes  to  the  specifications.  We  expect 
that  the  measure  will  be  ratified  for 
endorsement  by  the  NQF  Board  of 
Directors,  as  the  final  step  in  the  NQF 
endorsement  process. 

Therefore,  we  expect  the  measure,  if 
endorsed  for  the  LTCH  setting,  will  be 
the  same  as  the  measure  that  we 
previously  finalized.  We  note,  however, 
that  because  the  NQF  has  not  yet 
expanded  its  endorsement  of  the 
Pressure  Ulcer  measure  to  the  LTCH 


Scott.  RD.  The  Direct  Medical  Costs  of 
Healthcare-Associated  Infections  in  U.S.  Hospitals 
and  the  Benefits  of  Prevention.  March  2009. 
Available  at:  http://www.cdc.gov/ncidod/dhqp/pdf/ 
Scott_CostPaper.pdf. 

'“Klevens  RM.  Edwards  JR.  Richards  CL.  Horan 
TC.  Gaynes  RP,  Pollock  DA.  Cardo  DM.  Estimating 
healthcare-associated  infection  and  deaths  in  U.S. 
hospitals.  2002.  Public  Health  Reports  2007: 
122:160-166.  Available  at  http:/.^www.cdc.gov/ 
ncidod/dhqp/pdf/hicpac/infections_deaths.pdf. 


setting,  we  cannot  adopt  the  NQF- 
endorsed  version  of  that  measure.  For 
that  reason,  we  are  retaining  the 
measure  that  we  previously  finalized  in 
FY  2012  IPPS/LTCH  PPS  final  rule  for 
the  2014  LTCHQR  Program,  which  is  an 
application  of  this  measure  to  the  LTCH 
setting. 

We  do  not  agree  with  the  commenters’ 
assertion  that  we  failed  to  provide 
information  pertaining  to  the  measure’s 
specifications.  In  the  FY  2012  IPPS/ 

LTCH  PPS  final  rule  (76  FR  51754 
through  51755),  we  provided  the  link  to 
the  CMS  Web  site  {http://ww\v.cms.gov/ 
Medicare /Quali  ty-Initiati  ves-Pa  tien  t- 
Assessment-Instruments/ 
NursingHomeQualitylnits/ 
index. html?redirect=/ 
NursingHomeQualitylnits/ 
45_NHQIMDS30TrainingMateria}s.asp) 
where  the  Pressure  Ulcer  measure’s 
specifications,  as  applicable  to  the 
nursing  home  setting  (setting  for  which 
the  measure  was  endorsed  and  in  use  at 
the  time  of  the  FY  2012  IPPS/LTCH  PPS 
final  rule),  were  publically  available. 

We  further  noted  that  for  additional 
information  related  to  this  measure, 
including  definitions  related  to 
worsening,  unstageable  and  the  staging 
of  the  pressure  ulcers,  as  well  as  topics 
such  as  the  inability  to  stage  pressure 
ulcers  with  eschar  or  slough 
(unstageable),  the  public  could  view  the 
Minimum  Data  Set  3.0  (MDS  3.0) 
Resident  Assessment  Instrument 
Manual,  page  24  of  Section  M,  Skin 
Conditions,  which  describes  the  NPUAP 
approach. 

Further,  on  January  31,  2012,  we 
posted  on  CMS  LTCHQR  Program  Web 
site  an  initial  LTCHQR  Program 
guidance  document,  which  was 
followed  by  an  updated  guidance 
document  on  March  8,  2012.  These 
guidance  documents  included  measure 
specifications  for  the  Pressure  Ulcer 
measure  and  clearly  identified  data 
elements  from  the  LTCH  CARE  Data  Set 
proposed  for  use  in  the  LTCH-setting. 
The  March  8,  2012  guidance  document 
was  incorporated  into  the  draft  LTCHQR 
Program  Manual  and  can  be  found  on 
the  CMS  Web  site:  http://wn'iv.cms.gov/ 
Medicare/Quality-Initiatives-Patient- 
Assessment-Instruments/LTCH-Quality- 
Reporting/ index.html.  Appendix  E, 
Titled:  Centers  for  Medicare  &■  Medicaid 
Services  Long-Term  Care  Hospital 
Quality  Reporting  Program  Guidance. 

Comment:  Two  commenters 
expressed  concern  that  LTCHs  would  be 
held  responsible  for  pressure  ulcers  that 
develop  during  the  time  that  an  LTCH 
patient  receives  care  in  an  acute  care 
hospital  before  being  transferred  back  to 
the  LTCH  within  three  days  (also  known 
as  an  “interrupted  [LTCH]  stay”).  One 


commenter  recommended  that  the 
discharge  form  be  modified  to  exclude 
pressure  ulcers  that  were  acquired 
during  an  interrupted  stay  from  the 
calculation. 

Response:  LTCH  patients  that  are 
transferred  from  an  LTCH  for  three  days 
or  less’  are  considered  to  have  had  an 
“interrupted  stay,”  are  not  discharged 
from  the  LTCH,  and  are  still  considered 
to  be  LTCH  patients.  With  respect  to 
these  patients,  we  believe  that  LTCHs 
should  be  taking  quality  of  care  issues 
into  account  when  they  arrange  for 
transfers.  However,  we  also 
acknowledge  that  there  might  be  times 
when,  despite  efforts  made  by  the 
LTCH,  a  patient  develops  a  worsening 
pressure  ulcer  during  the  time  spent  in 
the  other  care  setting.  We  are  continuing 
to  evaluate  this  issue  and  intend  to 
address  it  in  future  rulemaking.  We  note 
that  the  LTCHQR  Program  is  a  pay-for- 
reporting  program,  which  means  that 
LTCHs  will  satisfy  their  reporting 
requirements  based  on  whether  or  not 
they  report  the  existence  of  a  worsening 
pressure  ulcer,  not  based  on  whether  the 
pressure  ulcer  actually  worsens. 

Comment:  One  commenter  expressed 
concern  regarding  the  presence  of  a 
pressure  ulcer  that  cannot  be  staged  and 
stated  that  such  an  ulcer  shoukl  not  be 
classified  as  “unstageable  simply 
because  it  was  not  examined.”  This 
commenter  further  noted  that  patients 
being  admitted  to  an  LTCH  would  be 
expected  to  have  their  wounds  assessed 
within  the  48  hour  window  and  that  it 
is  highly  unlikely  that  a  dressing 
applied  before  admission  would  be  left 
ii)  place  for  more  than  48  hours  on  any 
wound  after  admission  to  a  hospital. 

This  commenter  stated  that  “it  would 
border  on  negligent  if  a  dressing  was  not 
removed  from  a  known  wound  on  an 
admission  to  an  LTCH  within  the  3  days 
assessment.” 

The  commenter  further  noted  that  a 
device  applied  over  a  known  pressure 
ulcer,  such  as  a  NPWT  pump  or  cast 
would  never  be  utilized  for  a 
superficial,  partial-thickness  stage  II 
pressure  ulcer.  An  orthopedic  device 
applied  near/over  a  known  pressure 
ulcer  may  not  be  removable  to  allow 
observation  of  a  pressure  ulcer  on 
admission  to  an  LTCH.  However,  the 
patient  hospital  discharge  information 
would  have  identified  the  presence  of 
an  ulcer  and  typically  its  stage.  If  a 
dressing,  wound  device  or  cast  was  not 
removed,  it  would  highly  likely  be  due 
to  the  complexity  of  the  wound, 
indicating  the  ulcer  is  at  least  full¬ 
thickness.”  Commenters  also  stated  that 
it  was  unclear  whether  pressure  ulcers 
that  cannot  be  examined  due  to  the 
placement  of  a  medical  device,  a  cast,  or 
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a  non-removable  dressing  can  be  coded 
as  “unstageable”  on  the  LTCH  CARE 
Data  Set(s). 

Response:  We  appreciate  this 
feedback  related  to  the  assessment  and 
coding  of  unstageable  pressure  ulcers  in 
the  LTCH  setting.  The  LTCH  CARE  Data 
Set  includes  data  elements  to  allow 
LTCHs  to  record,  at  admission  and 
discharge,  the  presence  of  pressure 
ulcers  that  are  unstageable  due  to  a 
medical  device,  a  cast  or  non-removable 
dressing,  or  the  presence  of  non-viahle 
tissue  such  as  slough  or  eschar.  The 
instructions  for  the  coding  of  pressure 
ulcers  that  are  unstageable  can  be  found 
in  the  draft  LTCHQR  Program  Manual 
located  at  the  CMS  Web  site:  http:// 
www.cms.gov/Medicare/QuaIity- 
Initia  tives-Pa  tien  t-Assessmen  t- 
Instruments/LTCH-Quality-Reporting/ 
index  html.  For  additional  information 
related  to  this  measure,  including 
definitions  related  to  worsening, 
unstageable  and  the  staging  of  the 
pressure  ulcers,  as  well  as  topics  such 


as  the  inability  to  stage  pressure  ulcers 
with  eschar  or  slough,  we  refer  readers 
to  the  draft  LTCHQR  Program  Manual 
located  at  the  CMS  Weh  site:  http:// 
www.cms.gov/Medicare/Quality- 
Initiatives-Patient-Assessment- 
Instruments/LTCH-Quality-Reporting/ 
index.html. 

Further,  as  noted  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule,  unstageable 
wounds  include  deep  tissue  injuries  and 
pressure  ulcers  covered  by  non¬ 
removable  dressings,  or  non-viable 
tissue  such  as  slough  or  eschar.  These 
are  not  currently  included  in  this  NQF- 
endorsed  measure  since  unstageable 
wounds  cannot  be  measured,  and 
therefore  the  presence  of  worsening 
cannot  be  determined.  For  example,  a 
pressure  ulcer  that  presents  with  slough 
or  eschar  cannot  be  staged,  and  is  not 
considered  worsened.  Only  after,  and  if, 
debridement  occurs,  and  the  dead  tissue 
is  removed,  can  such  a  wound  be 
properly  staged.  If  after  wound 
debridement,  the  wound  is  staged  and 


subsequently  evaluated  to  have 
increased  in  the  stage,  the  wound  is 
considered  worsened.  However,  such  a 
wound  may  not  be  considered  worsened 
if  tho  stage  remains  unchanged  after 
debridement  and  staging. 

After  consideration  of  the  public 
comments  we  received,  we  are  retaining 
an  application  to  the  LTCH  setting  of 
the  Pressure  Ulcer  measure  for  the  FY 
2015  payment  determination  and 
subsequent  fiscal  year  paymeiit 
determinations.  Further,  we  are 
finalizing  the  adoption  of  the  updated 
NQF  endorsed  CAUTI  [http:// 
www.quaIityforum.org/QPS/0138]  and 
CLABSI 

(http://  www.qualityforum.org/QPS/ 
0139]  measures  for  the  FY  2014 
payment  determination  and  subsequent 
fiscal  year  payment  determinations. 

Set  out  below  are  the  quality 
measures  for  the  FY  2014,  FY  2015,  and 
subsequent  fiscal  year  payment 
determinations. 


Quality  Measures  for  the  FY  2014,  FY  2015  and  Subsequent  Fiscal  Year  Payment  Determinations 


NQF  #0138 . 

NQF  #0139 . 

Application  of  NQF  #0678  .... 


National  Health  Safety  Network  (NHSN)  Catheter-associated  Urinary  Tract  Infection  (CAUTI)  Outcome  Measure. 
National  Health  Safety  Network  (NHSN)  Central  line-associated  Blood  Stream  Infection  (CLABSI)  Outcome  Meas¬ 
ure. 

Percent  of  Residents  with  Pressure  Ulcers  That  are  New  or  Worsened  (Short-Stay). 


We  proposed  using  the  same  data 
collection  and  submission  methods 
finalized  for  these  measures  (CAUTI, 
^LABSI  and  Pressure  Ulcer)  in  the  FY 
2012  IPPS/LTCH  PPS  final  rule  (76  FR 
51752  through  51756).  We  proposed 
that  data  collection  for  these  measures, 
if  they  are  adopted  in  the  FY  2013  IPPS/ 
LTCH  PPS  final  rule,  would  remain  the 
same  for  the  FY  2014  payment 
determination  and  all  subsequent  fiscal 
year  payment  determinations. 

For  the  proposed  CAUTI  measure  and 
CLABSI  measure,  descriptions  of  the 
measures  are  available  on  the  NQF  Web 
site  at:  http://www.qualityforum.org/ 
QPS/0138  and  http:/ /www. quality 
forum.org/QPS/ 01 39,  respectively. 
Further,  the  measure  specifications,  data 
collection  and  reporting  requirements 
for  CAUTI  and  CLABSI  are  available  at 
http://www.cdc.gov/nhsn/PDFs/ 
pscMan  ual/7pscCA  UTIcurrent.pdf  and 
http://www.cdc.gov/nhsn/PDFs/ 
.,pscManual/ 4PSC_CLABScurrent.pdf, 
respectively.  Links  to  the  CDC  sites 
listed  above  are  also  provided  in  the 
LTCHQR  Program  Manual,  which  is 
available  for  download  on  the  CMS  Web 
site:  http://www.cms.gov/Medicare/ 
Quality-Initiatives-Patient-Assessment- 
Instruments/LTCH-Quality-Reporting/ 
index.html. , 


For  the  Pressure  Ulcer  measure,  the 
data  collection  instrument  is  the  Long- 
Term  Care  Hospital  (LTCH)  Continuity 
Assessment  Record  &  Evaluation 
(CARE)  Data  Set  available  for  download 
at  http://www.cms.gov/Regulations-and- 
Guidance/Legislation/Paperwork 
ReductionActofl995/PRA-Listing-ltems/ 
CMSl252160.html.  Because  there  are  no 
mandatory  standardized  data  sets  being 
used  in  LTCHs,  we  created  a  new  data 
set,  the  LTCH  CARE  Data  Set,  for  use  in 
LTCHs  for  data  reporting  for  the 
Pressure  Ulcer  measure  beginning 
October  1,  2012.  This  data  set 
incorporates  data  items  contained  in 
other,  standardized  and  clinically 
established  pressure  ulcer  data  sets, 
including  but  not  limited  to  the 
Minimum  Data  Set  3.0  (MDS  3.0)  and 
CARE  tool  (Continuity  Assessment 
Records  &  Evaluation).  Beginning  on 
October  1,  2012,  we  proposed  that 
LTCHs  will  begin  to  use  a  data 
collection  document  entitled  the  “LTCH 
CARE  Data  Set”  as  the  vehicle  by  which 
to  collect  and  electronically  submit  the 
data  for  the  Pressure  Ulcer  measure  for 
the  LTCHQR  Program.  This  data  set 
consists  of  the  following  components: 
(1)  Pressure  ulcer  documentation;  (2) 
selected  covariates  related  to  pressure 
ulcers;  (3)  patient  demographic 


information;  and  (4)  a  provider 
attestation  section.. 

Specific  details  related  to  the  LTCH 
CARE  Data  Set(s)  are  available  on  our 
Web  site  for  the  LTCHQR  Program  at 
http://www.cms.gov/LTCH-Quality- 
Reporting/.  The  Technical  Submission 
Specifications  Final  Version  1.00.3  for 
the  electronic  submission  of  the  data 
set(s)  is  also  available  on  the  LTCH 
Quality  Reporting  Technical 
Information  Web  page  http:// 
www.cms.gov/LTCH-Quality-Reporting/ 
OSLTCHTechnicalInformation. 
aspttTopOfPage. 

Comment:  Some  commenters 
encouraged  CMS  to  refrain  from 
impleinenting  the  use  of  the  LTCH 
CARE  Data  Set  for  the  FY  2014  and  FY 
2015  data  collection,  citing  LTCHs’ 
concern  that  LTCHs  have  not  been 
properly  prepared,  and  might  not  be 
ready  to  submit  the  LTCH  CARE  Data 
Set,  and  that  CMS  will  not  be  ready  to 
receive  this  data. 

Response:  We  appreciate  the 
commenters’  concerns  related  to  the 
readiness  of  the  LTCH  CARE  Data  Set. 
However,  we  believe  that  the  data  set 
will  be  ready  for  use  on  October  1,  2012. 
Furthermore,  we  believe  that  we  are 
able  to  receive  this  data  beginning  on 
October  1,  2012. 
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We  note  that,  since  September  2011, 
we  have  undertaken  ongoing  activities, 
with  input  from  stakeholders  such  as 
LTCHs,  technical  experts,  and  measure 
developers  to  support  LTCHQR  Program 
implementation.  Further,  since  we 
issued  the  FY  2012  IPPS/LTCH  PPS 
final  rule,  we  have  undertaken  several 
key  implementation  activities  including: 
The  development  of  the  LTCH  CARE 
Data  Set;  posting  of  public  notice  for  its 
use  (September  21,  2011);  issuing  a 
guidance  document  (January  31,  2012); 
issuing  an  updated  guidance  document 
(March  8,  2012);  and  the  issuing  of  a 
draft  ETCHQR  Program  Manual  (April 

27,  2012)  which  includes  coding 
instructions,  terms  and  definitions,  and 
measure  specifications  for  the  Pressure 
Ulcer  measure. 

Further,  we  posted  draft  technical 
submission  specifications  for  the  LTCH 
CARE  Data  Set  (October  28,  2011)  and 
final  technical  submission 
specifications  (posted  on  May  31,  2012). 
The  guidance  document,  the  draft 
LTCHQR  Program  manual,  and  data 
submission  specifications  as  well  as 
updates  and  announcements  related  to 
the  LTCHQR  Program  are  located  and 
maintained  on  the  CMS  Web  site; 
http://ww'w.cms.gov/Medicare/Quality- 
Initiatives-Patient-Assessment- 
Instruments/LTCH-Quality-Reporting/ 
index.html .  Further,  through  our 
measure  development  contractor  RTl 
International,  a  technical  expert  panel 
was  convened  that  was  comprised  of 
clinical  experts  in  the  care  of  LTCH 
patients  that  sought  input  on  the 
implementation  of  pressure  ulcer  items 
through  the  LTCH  CARE  Data  Set 
(March  8,  2012),  as  well  as  technical 
expert  panels  in  January  2011  and  July 
2011.  We  also  conducted  a  National 
Train-the-Trainer  LTCH-focused 
training  conference  (May  1-2,  2012), 
held  provider-focused  special  open  door 
forums  (December  16,  2010,  September 
21,  2011,  and  April  13,  2012)  and 
software  developer/vendor-focused 
open  calls  (November  16,  2011  and  June 

28,  2012)  to  support  the  implementation 
of  the  LTCHQR  Program. 

We  also  received  OMB  approval  for 
the  use  of  the  LTCH  CARE  Data  Set  for 
collection  of  data  for  the  Pressure  Ulcer 
measure  on  April  24,  2012  in 
accordance  with  the  Paperwork 
Reduction  Act.  The  OMB  Control 
Number  is  0938-1163.  We  believe  that 
these  actions  have  prepared  LTCHs  to 
implement  the  LTCHQR  Program; 
including  using  the  LTCH  CARE  Data 
Set  for  data  submission. 

Comment:  We  received  specific 
support  from  MedPAC  stating  that  they 
were  encouraged  by  our  efforts  to 
implement  the  LTCH  CARE  Data  Set, 


applauding  CMS’  efforts  to  collect  data 
in  a  uniform  manner.  MedPAC  further 
stated  that  the  CARE  (Continuity 
Assessment  Record  and  Evaluation)  . 
Tool,  from  which  data  elements  used  in 
the  LTCH  CARE  Data  Set  are  derived, 
performed  reliably  in  LTCHs,  Skilled 
Nursing  Facilities,  and  Inpatient 
Rehabilitation  Facilities,  as  did  earlier 
testing  efforts  using  other  setting- 
specific  instruments. 

Several  commenters  expressed 
variousiconcerns  about  the  requirement 
to  submit  quality  data  using  the  LTCH 
CARE  Data  Set  for  the  LTCHQR 
Program.  While  many  comm.enters 
supported  the  development  of  a  LTCH- 
specific  tool,  they  disagreed  that  the 
LTCHQR  Program  was  the  appropriate 
mechanism  for  its  development.  A 
commenter  noted  that  LTCHs  are  at  the 
extreme  end  of  the  acute  care  spectrum 
and  should  not  be  included  when 
discussing  sub-acute  care  settings.  This 
commenter  believed  that  it  would  be 
more  accurate  to  group  LTCHs  with 
general  acute  care  hospitals  than  to 
group  them  in  the  same  space  with 
skilled  nursing  facilities  or  nursing 
homes.  Other  commenters  expressed 
concerns  that  an  assessment  tool 
specifically  for  LTCHs  would  enable  a 
better  understanding  of  the  medical 
complexity  of  patients  treated  in  LTCHs. 
One  commenter  noted  that  the  LTCH 
CARE  Data  Set  is  not  NQF-endorsed  for 
use  as  an  LTCH  quality  measure. 

Several  commenters  noted  that 
requiring  LTCHs  to  submit  an 
assessment  tool  goes  beyond  what  was 
required  or  intended  in  section  3004  of 
the  Affordable  Care  Act.  Several 
commenters  were  concerned  that  the 
LTCH  CARE  Data  Set  requirements  were 
established  in  a  subregulatory  manner. 
Another  commenter  noted  that  the 
CARE  Tool  has  only  been  used  in  a 
demonstration  program  and  has  not 
been  tested  or  validated  and  several 
noted  that  it  should  incorporate  input 
from  stakeholders. 

Response:  We  thank  MedPAC  for  its 
support  and  recognition  of  the 
importance  of  uniform  and  standardized 
data  collection  methods.  We  interpret 
the  commenter  to  mean  that  although 
LTCHs  are  a  post-acute  setting,  they  are 
more  similar  to  acute  care  hospitals,  and 
that  LTCHs  should  not  be  included  in 
discussions  or  comparisons  to  skilled 
nursing  facilities  or  nursing  homes,  but 
rather  be  considered  more  within  the 
acute  care  spectrum  of  care  than  within 
the  post-acute  realm.  We  further 
interpret  this  commenter  to  be 
suggesting  that  quality  measures  used  in 
LTCHs  should  not  be  of  the  same 
measure  construct  as  those  used  in  the 
post-acute  setting,  and  should  not  use 


the  same  data  elements  or  data 
collection  submission  method,  such  as  a 
method  similar  to  the  MDS  3.0.  We  note 
that  for  the  purpose  of  LTCHQR 
Program,  we  acknowledge  that  LTCHs 
are  a  unique  setting  and  while  LTCHs 
share  similarities  to  acute  and  post¬ 
acute  settings,  we  do  not  intend  to 
undertake  comparisons  of  data  for  the 
Pressure  Ulcer  measure  across  post¬ 
acute  or  acute  settings. 

We  acknowledge  the  commenters’ 
concern  regarding  some  of  the  data 
elements  that  are  included  on  the  LTCH 
CARE  Data  Set.  In  response  to  these 
concerns,  we  are  clarifying  that  with 
respect  to  the  pressure  ulcer  measure, 
LTCHs  will  only  be  required  to 
complete  a  subset  of  the  data  elements 
from  the  LTCH  CARE  Data  Set.  These 
elements  are:  (1)  A  limited  set  of 
administrative  items  that  are  necessary 
in  order  to  identify  each  LTCH  and 
properly  attribute  patients  to  it  for 
purposes  of  calculating  the  measure 
rate,  (2)  the  data  elements  necessary  to 
populate  the  pressure  ulcer  measure, 
consistent  with  application  of  the  NQF- 
endorsed  specifications  for  that  measure 
to  the  LTCH  setting,  and  (3)  the  data 
elements  necessary  to  enable  CMS  to 
validate  that  the  pressure  ulcer  measure 
data  elements  were  accurately  reported. 
All  other  data  elements  on  the  LTCH 
CARE  Data  Set  can  be  completed  on  a 
voluntary  basis  by  LTCHs  and  will  have 
no  impact  on  the  measure  calculations 
for  the  Pressure  Ulcer  measure  or  on  our 
determination  of  whether  the  LTCH  has 
met  the  reporting  requirements  under 
the  LTCHQR  Program.  We  will  post  on  • 
our  Web  site  a  detailed  matrix  that 
identifies  which  data  elements  will  be 
required,  and  which  will  be  voluntary, 
and  this  matrix  will  also  be 
incorporated  into  the  final  LTCHQR 
Program  Manual  which  will  be  posted 
on  CMS  LTCHQR  Program  Web  site  and 
available  for  download  from  http:// 
mvw.cms.gov/Medicare/Quality- 
Initiatives-Patient-Assessment- 
Instruments/LTCH-Quality-Reporting/ 
index.html. 

Comment:  Several  commenters 
expressed  concern  that  the  LTCH  CARE 
Data  Set  was  being  implemented  in  its 
entirety  for  the  LTCHQR  Program  and 
that  items  not  required  for  calculation  of 
the  Pressure  Ulcer  measure  were  being 
collected  unnecessarily.  One  commenter 
also  noted  that  the  data  on  the  Pressure  - 
Ulcer  measure  could  be  collected 
without  the  LTCH  CARE  Data  Set.  One 
commenter  noted  that  the  only  data 
elements  needed  to  collect  data  on  the 
Pressure  Ulcer  measure  are  hospital  and 
patient  identifying  information,  number 
of  pressure  ulcers  (stage  2  or  higher)  at 
admission  and  discharge.  One 
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commenter  suggested  that  CMS  refrain 
from  collecting  data  elements  required 
for  covariate  risk-adjustment  until  such 
risk  adjustment  is  to  be  used  to  calculate 
LTCH  performance. 

Response:  We  thank  the  commenters 
for  their  input.  As  we  note  above,  we  are 
limiting  the  data  elements  that  an  LTCH 
must  complete  for  purposes  of  reporting 
the  Pressure  Ulcer  measure  to  those 
described  above.  We  note  that  the 
covariate  data  elements,  which  enable 
the  measure  rate  to  reflect  a  risk 
adjustment,  are  part  of  the  NQF- 
endorsed  specifications  for  the  measure 
and  are  also  part  of  the  specifications 
we  have  adopted  for  the  application  of 
this  measure  to  the  LTCH  setting. 

Comment:  One  commenter  stated  that 
CMS  needs  to  put  into  place  a  number 
of  additional  policies  before  it  can 
implement  the  LTCHQR  Program.  These 
policies  include  clear  administrative 
requirements;  contact  information  for  a 
quality  administrator;  a  clear  and 
reliable  data  submission  process;  a 
preview  period  for  quality  reports  prior 
to  their  being  made  public,  an  appeals  • 
and  reconsideration  process;  a  quality 
support  infrastructure,  a  data  validation 
methodology,  and  standards  for  the 
minimum  number  of  cases  needed  to  be 
reported  per  measure. 

Response:  We  provide  information 
specific  to  the  data  submission 
requirements,  for  example, 
administrative  related  requirements,  in 
the  LTCH  CARE  Data  Submission 
Specifications  Overview  Document 
provided  in  the  downloadable  Final 
LTCH  CARE  Data  Submission 
Specifications  (vl.00.3),  on  the  CMS 
Web  Site  http://www.cms.gov/Medicare/ 
Quality-Initiatives-Patient-Assessment- 
Instruments/LTCH-Quality-Reporting/ 
LTCHTechnicalInformation.html,  and 
will  be  providing  additional 
administrative  requirements  in  mid 
August,'  2012.  In  addition,  we  are 
working  to  provide  final  guidance 
related  to  program  requirements  in  the 
LTCHQR  Program  Manual  provided  on 
the  CMS  Web  site;  http://www.cms.gov/ 
Medicare/Quality-Initiatives-Patient- 
Assessment-lnstruments/LTCH-Quality- 
Reporting/ index.html.  Specific  details 
related  to  NHSN  HAI  reporting  and 
administrative-related  requirements  for 
the  CAUTI  measure  and  CLABSP 
measure  can  be  found  on  the  CDC  Web 
site:  http://www.cdc.gov/nhsn. 

Comment:  Several  commenters  urged 
CMS  to  propose  use  of  the  Quality 
Improvement  and  Evaluation  System 
(QIES)  Assessment  Submission  and 
Processing  (ASAP)  System  as  the 
submission  mechanism  through  the 
regulatory  process  so  that  the  public  can 
be  afforded  a  proper  notice  and 


comment  period.  One  commenter  was 
concerned  with  whether  the  QIES  ASAP 
System  has  been  pilot  tested  or 
validated  and  whether  the  burden  of 
reporting  into  them  has  been  explored. 

Response:  The  QIES  ASAP  System  is 
a  secure,  intranet-based  data  submission 
and  data  storage  system  that  we  have 
adopted  for  a  variety  of  purposes  at 
CMS,  including  the  storage  of  data  used 
for  Home  Health  Compare  and  Nursing 
Home  Compare.  The  QIES  ASAP 
System  permits  information  to  be  shared 
securely,  quickly,  and  conveniently 
with  providers.  It  has  been  successfully 
used  by  CMS  for  15  years.  As  part  of  our 
implementation  plan  for  the  LTCHQR 
Program,  we  considered  various  options 
for  data  submission  and  storage. 

We  specifically  selected  the  QIES 
ASAP  System  because  it  is  already  a 
successfully  proven  system  that 
provides  facilities  with  the  ability  to 
submit  standardized  patient-level  data 
into  the  QIES  National  Repository. 
Examples  of  current  use  include 
Inpatient  Rehabilitation  Facilities  (IRF) 
submission  of  the  IRF  Patient 
Assessment  Instrument  (IRF  PAI)  data; 
Home  Health  Agencies  submission  of 
the  Outcome  and  Assessment 
Information  Set  (OASIS)  data;  and 
nursing  facilities  and  swing  beds 
submission  of  the  Minimum  Data  Set 
(MDS)  data.  Therefore,  we  selected  the 
QIES  ASAP  System  to  support  the  data 
submission,  of  LTCHQR  quality 
measures  into  the  QIES  national  data 
base. 

Selection  of  the  QIES  ASAP  System 
for  data  submission  and  storage  was 
publically  announced  on  October  2011, 
in  our  LTCH  CARE  Data  Set  Data 
Submission  Specifications  Overview 
Document,  found  on  the  CMS  Web  site: 
http://www.cms.gov/Medicare/Quality- 
Initiatives-Patient-Assessinent- 
Instruments/LTCH-Quality-Reporting/ 

.  LTCHTechnicalInformation.html.  Since 
October  2011,  we  have  undertaken 
numerous  efforts  to  educate 
stakeholders  on  the  QIES  ASAP  System. 
These  efforts  include  hosting  LTCH 
software  developer/vendor  calls  on 
November  2011  and  June  28th,  2012. 
During  these  calls  we  provided  details 
on  the  QIES  ASAP  System  our  data 
submission  method.  Similarly,  we 
presented  data  submission  information 
at  the  May  1,  2012  LTCH  National 
Train-the-Trainer  Conference  as  well  as 
on  our  public  vendor  and  software 
developer  calls,  and  on  the  LTCH 
Special  Open  Door  Forums.  Since 
October  2011,  through  our  training  and 
use  of  email  listservs  to  the  LTCHs  and 
their  vendor  community,  we  have 
invited  participation  on  the  vendor 
calls,  using  these  calls  to  alert  both 


LTCHs  and  their  vendors  of  the  data 
submission  specifications  and  to  request 
comments  and  questions  related  to  the 
LTCH  submission  methods  and 
specifications.  Lastly,’ we  posted  a  link 
to  the  CMS  technical  issues  mail  box  on 
the  CMS  Web  site  which  is: 
LTCHTechIssues@cms.hhs.gov. 

Comment:  Many  commenters 
supported  the  use  of  the  NHSN  for 
reporting  and  believe  it  is  capable  of 
handling  LTCHQR  Program  data 
collection.  However,  some  commenters 
expressed  concern  at  the  ability  of 
NHSN  to  handle  LTCHQR  Program  data 
collection.  These  commenters 
encouraged  CMS  to  work  with  CDC  to 
determine  NHSN’s  readiness  to  handle 
additional  programs. 

Response:  The  CDC  has  assured  us 
that  the  NSHN  system  is  adequate  and 
will  be  able  to  handle  the  LTCHQR 
Program  HAI  data  reporting.  We  also 
note  that  of  the  450  LTCHs  in  the 
,  nation,  over  300  are  already  enrolled 
and  reporting  into  NHSN. 

For  detailed  discussions  of  the  history 
of  the  LTCHQR  Program,  including  the 
statutory  authority  and  further  details 
on  the  three  measures  previously 
finalized  for  FY  2014  payment 
determination,  we  refer  readers  to  the 
FY  2012  IPPS/LTCH  PPS  final  rule  (76 
FR  51743  through  51756).  We  have 
reproduced  a  portion  of  the  data 
collection  and  submission  timeline 
finalized  for  FY  2014  payment 
determination  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51743 
through  51756)  in  the  following  table. 

Timeline  for  Submission  of  Data 
FOR  THE  LTCHQR  Program  for 
THE  FY  2014  Payment  Determina- 


TION 

Data  collection  time- 
frame:  Calendar  year  ' 
(CY)  2012  I 

Final  submission 
deadline  for  data 
.  related  to  the  LTCH 
Quality  Reporting 
Program  FY  2014 
payment 
determination 

Q4  (October  1 -De¬ 
cember  31,  2012). 

May  15,  2013. 

We  refer  readers  to  section  VIII.D.5.  of 
the  preamble  lo  this  final  rule  for  the 
timeline  for  data  submission  under  the 
LTCHQR  Program  for  the  FY  2015 
payment  determination. 

Comment:  Many  commenters 
expressed  concern  that  key  components 
of  the  LTCHQR  Program  were  not  yet  in 
place,  yet  data  collection  is  to  begin  on 
October  1.  Several  commenters  urged 
CMS  to  delay  submission  of  the  LTCH 
CARE  Data  Set.  Commenters  noted  that 
CMS  did  not  include  details  on  the 
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LTCH  CARE  Data  Set  in  previous  rules. 
These  commenters  also  noted  that  the 
data  set  was  not  released  until  April  27, 
2012  and  the  May  1  Provider  Training 
was  the  first  formal  opportunity  the 
details  of  the  LTCHQR  Program  were 
communicated  to  the  public.  One 
commenter  noted  that,  given  the 
continuing  revisions  to  the  LTCH  CARE 
Data  Set,  the  LTCH  community  will 
have  insufficient  time  to  prepare  and 
train.  Another  commenter  suggested 
that  LTCHs  be  granted  a  90-day  deferral 
for  reporting  admissions  and  discharges 
between  October  1  and  December  31, 
2012  (with  submissions  via  NHSN 
continuing  as  finalized). 

Response:  VVe  thank  the  commenters 
for  their  input  and  recommendations. 

As  we  explain  in  our  response  to 
previous  comments,  we  believe  that  we 
have  made  substantial  and  ongoing 
efforts  to  educate  LTCHs  on  the  data 
submission  process  and  the  data 
elements  in  advance  of  the  October  1 , 
2012  data  submission  start  date. 
Although  we  have  made  some  changes 
to  the  LTCH  CARE  Data  Set  since  we 
first  made  information  about  it  publicly 
available,  we  advised  stakeholders  of 
the  changes  and  do  not  consider  them 
to  be  significant  in  nature.  In  addition 
to  the  training  provided  on  May  1-2, 
2012,  we  have  also  engaged  in 
informative  and  educational 
communication  with  LTCHs  and 
stakeholders  on  reporting  mechanisms 
and  submission  timeframes  through 
open  door  forums,  and  vendor/software 
developer  calls,  since  September,  2011. 

We  disagree  that  we  provided 
insufficient  notice  to  the  public 
regcU"ding  the  LTCH  CARE  Data  Set. 

Such  information  was  provided  during 
open  door  forums,  vendor  calls,  and 
publically  posted  on  the  CMS  Web  site 
for  LTCHs  dating  back  to  October  2011. 
Further,  the  Data  Set  was  posted  for 
public  comments  under  the  Paperwork 
Reduction  Act  in  the  September  2,  2011 
Federal  Register  (76  FR  54776)  http:// 
u'H'w.cms.gov/Regulations-and- 
Guidance/Legislation/ 
PaperworkReductionActofl995/PRA- 
Usting-Items/CMS 1 252 160.html,  Tile 
number  CMS-10409).  From  comments 
received  at  the  live  National  Train-the- 
Trainer  conference,  we  are  working  to 
integrate  additional  language,  coding 
clarification,  and  corrections  that  ' 
attendees  provided.  We  intend  to  issue 
these  changes  in  early  August  2012. 

Comment:  Many  commenters 
requested  that  CMS  release  the  free, 
downloadable  LTCH  Assessment 
Submission  Entry  &  Reporting  (LASER) 
software  no  later  than  August  1,  2012  so 
that  LTCHs  can  have  at  least  two 
months  to  implement  and  practice  using 


the  software  and  CMS’  consultant  can 
have  time  to  correct  any  problems  with 
the  system. 

Response:  LASER  software  is  a  free, 
Java-based  application  that  provides  an 
option  for  facilities  to  collect  and 
maintain  their  LTCH  CARE  Data  Set  for 
subsequent  submission  to  the  QIES 
ASAP  System.  We  will  release  a 
demonstration-version  of  LASER  in 
middle  of  August  to  provide  LTCHs  the 
opportunity  to  familiarize  themselves 
with  the  LASER  software  and  the 
features  of  the  tool.  This  demonstration 
version  of  the  software  tool  will  give 
LTCHs  sufficient  time  to  practice  using 
the  software  before  data  submission 
begins  on  October  1,  2012.  We  will  also 
offer  training  on  the  LASER  software  in 
August  and  will  release  the  production 
version  of  LASER  on  the  QIES 
Technical  Support  Office  Web  site  by 
end  of  August. 

We  interpret  the  reference  to  “CMS’ 
consultant”  as  meaning  the  CMS 
contractor  who  will  be  responsible  for 
supporting  LASER.  The  LASER  software 
is  currently  undergoing  multi-level  and 
quality  assurance  testing  to  identify 
issues,  which  we  anticipate  will  reduce 
the  risk  of  data  submission  problems. 

We  do  not  believe  that  we  should 
move  up  the  LASER  release  dates  as 
some  commenters  suggested.  The 
LASER  software  is  currently  undergoing 
critical  and  rigorous  testing  by  quality 
assurance  (QA)  staff.  It  is  vital  that  the 
QA  testing  of  the  actual  production 
version  of  the  software  tool  continue  up 
until  the  end  of  August  to  ensure  there 
are  no  defects  in  the  final  version.  In 
addition,  we  released  the  Validation 
Utility  Tool  (VUT)  to  allow  LTCHs  and 
their  vendors  to  test  their  software  to 
ensure  it  meets  our  minimum 
requirements  for  successful  completion 
and  submission  of  a  LTCH  CARE  Data 
Set  record.  For  information  related  to 
LASER  and  the  LTCH  CARE  Data  Set 
Data  Submission  Specifications,  please 
use  the  CMS  Web  site:  http:// 
KTWk'.cms.gov/Medicare/QuoIity- 
Initiatives-Patient-Assessment- 
Instruments/LTCH-Quality-Reporting/ 
LTCHTechnicallnformation.html. 

Comment:  Several  commenters  noted 
that  CMS  never  finalized  the  FY  2014 
data  collection  timeline  for  the  Pressure 
Ulcer  measure.  The  commenters 
believed  that  CMS  only  finalized  the 
data- collection  period  for  the  CAUTI 
and  CLABSI  measures. 

Response:  We  believe  that  we 
finalized  the  FY  2014  data  collection 
period  for  the  Pressure  Ulcer  measure  in 
the  FY  2012  IPPS/LTCH  PPS  final  rule 
(76  FR  51756).  We  specified  that  “we 
were  adopting  as  final  the  proposed 
timeline  for  data  submission  for  the 


New  or  Worsened  Pressure  Ulcers 
measure  and  in  accordance  with  the 
timetable  and  schedule  set  forth  in 
section  VII.C.4.b.  of  the  preamble,  with 
data  collection  to  begin  October  1,  2012, 
for  the  FY  2014  payment 
determination.”  In  section  VII.C.4.b  we 
specified  that  the  HAI  measure 
submission  timeframe  would  be  October 
1,  2012  through  December  31,  2012 
events  for  the  FY  2014  payment 
determination,  and  that  LTCHs  would 
have  to  submit  their  data  no  later  than 
May  15,  2013. 

VVe  also  included  the  FY  2014  data 
submission  timetable  for  the  Pressure 
Ulcer  measure  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28094), 
and  we  believe  that  the  public  has  been 
given  ample  opportunity  to  comment  on 
it.  Therefore,  for  FY  2014  payment 
determination,  the  data  submission 
timeframe  for  the  three  quality  measures 
(CAUTI,  CLABSI  and  the  Pressure  Ulcer 
measure)  will  begin  October  1,  2012  and 
reporting  will  include  quality  data  fi'om 
October  1,  2012  through  December  31, 
2012.  LTCHs  will  have  until  May  15, 
2013  to  submit  the  data. 

Comment:  One  commenter  expressed 
concern  about  the  timeframes  for 
completing  and  submitting  the  LTCH 
CARE  Data  Set.  The  commenter  also 
noted  that  there  are  several  instances  of 
conflicting  directions  for  its  completion 
as  outlined  in  the  draft  LTCHQR 
Program  Manual  and  provided  specific 
examples  regarding  conflicting 
directions.  The  commenter  noted  that 
the  industry  was  concerned  about  a 
potential  conflict  between  the  3-day  rule 
for  the  CARE  tool  and  other  reporting 
timefirames.  The  commenter  further 
noted  that  the  submission  time  will  not 
impact  patient  safety  and  that  the  data 
entered  into  LTCH  CARE  Data  Set  and 
NHSN  will  not  be  completely  accurate 
since  neither  is  risk  adjusted. 

Response:  We  thank  the  commenter 
for  providing  feedback  on  the  draft 
LTCHQR  Program  Manual  and  for 
making  recommendations  to  improve 
the  clarity  of  our  guidance  for 
completing  the  LTCH  CARE  Data  Set 
pertaining  to  assessment  of  patient’s 
“usual  status,”  assessment  time  frame 
for  admission  assessment,  and  relevant 
approaches  to  completing  each  item.  In 
addition,  we  have  invited  the  public  to 
submit  questions  and  comments  related 
to  the  LTCHQR  Program  and  the  draft 
LTCHQR  Program  Manual  to  the  email 
address  for  the  LTCHQR  Program  at 
LTCHQuaIityQuestions@cms.hhs.gov. 

As  a  result  of  this  commenter’s 
feedback  we  agree  that  we  have  given 
conflicting  information,  specifically 
regarding  conflicting  guidance  given  in 
Chapter  2  of  the  draft  LTCHQR  Program 
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Manual.  In  light  of  this  and  additional 
comments  from  the  public  sent  to  our 
LTCH  help  desk,  we  have  revised 
relevant  language  in  Chapter  2  of  the 
draft  LTCHQR  Program  Manual  to 
provide  further  clarification  to  LTCH 
providers  on  the  completion  of  the 
LTCH  CARE  Data  Set.  Specifically,  we 
have  clarified  language  pertaining  to 
assessment  of  patient’s  “usual  status”, 
assessment  time  frame  for  admission 
assessment,  and  relevant  approaches  to 
completing  each  item  on  the  LTCH 
cart;  Data  Set. 

Further,  we  have  clarified  language 
pertaining  to  other  aspects  of  the  draft 
LTCHQR  Program  Manual,  specifically 
about  the  type  of  staff  required  to 
complete  the  LTCH  CARE  Data  Set  and 
timing  of  data  submission  requirements 
for  the  LTCH  CARE  Data  Set  for  the  FY 
2014  payment  update  determination. 
CMS  will  be  posting  this  revised  manual 
for  download  at  the  CMS  Web  site: 
http  ://www.  cms.gov/Medicare/ Qu  ali  ty- 
Initiatives-Patient-Assessment- 
Instruments/LTCH-Quality-Reporting/ 
LTCHTechnicallnformation.html.  We 
continue  to  welcome  comments  from 
the  public  and  appreciate  the  need  for 
clarity  and  communication  with 
providers  to  ensure  successful 
implementation  of  LTCHQR  Program. 
Hence,  we  are  continuing  to  provide 
additional  clarification  and  guidance 
through  our  Web  site,  open  door  forums, 
and  training  material  postings. 
Information  related  to  these  free 
resources  is  provided  on  the  CMS 
LTCHQR  Program  Web  site. 

We  disagree  that  the  current  time 
frame  and  guidance  will  result  in 
inaccurate  and  inconsistent  data  being 
entered  into  the  database.  We  further 
disagree  that  whether  or  not  data  is 
submitted  within  these  timeframes,  it 
will  have  no  impact  on  patient  safety.  In 
the  draft  LTCHQR  Program  Manual,  we 
encourage  all  providers  to  follow  CDC 
recommendations  related  to  the 
submission  of  HAI  related  data. 

Although  an  absolute  end  date  of  May 
15th  for  the  submission  of  HAI  data  is 
given,  the  purpose  of  that  ultimate 
deadline  is  to  allow  LTCH  facilities  time 
to  submit  any  corrections  or  missing 
data.  Further,  data  collection  approach 
and  timeframes  were  set  in  line  with  the 
NQF-endorsed  CAUTI  measure,  CLABSI 
measure  and  Pressure  Ulcer  measure.  In 
our  FY  2012  IPPS/LTCH  PPS  final  rule, 
we  stated  that  reporting  for  CAUTI 
measure  and  CLABSI  measure  should  be 
in  accordance  with  the  CDC  guidelines 
and  reporting  should  occur  as  close  to 
the  time  of  the  event  as  possible. 

We  also  disagree  with  the 
commenter’s  suggestion  that  these 
measures  are  not  risk  adjusted.  The  HAI 


measures  are  risk  adjusted  and  use  the 
SIR  rather  than  a  rate.  This  is  the 
preferred  form  of  risk  adjustment,  will 
include  stratification  at  the  unit-level 
for  the  CAUTI  measure  and  CLABSI 
measure  and  reflect  the  NQF-endorsed 
CAUTI  measure  and  CLABSI  measure 
specifications.  The  NQF-endorsed 
Pressure  Ulcer  measure  includes  risk 
adjustment  for  factors  such  as  body 
mass  index,  presence  of  diabetes 
mellitus,  presence  of  peripheral 
vascular  disease/peripheral  arterial 
disease,  bowel  incontinence,  and 
mobility. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  use  of  the  data  collection 
and  submission  methods  finalized  for 
the  CAUTI,  CLABSI  and  Pressure  Ulcer 
measures  for  the  LTCHQR  Program. 

4.  LTCHQR  Program  Quality  Measures 
for  the  FY  2016  Payment 
Determinations  and  Subsequent  Fiscal 
Years  Payment  Determinations 

a.  Considerations  in  Updating  and 
Expanding  Quality  Measures  Under  the 
LTCHQR  Program  for  FY  2016  and 
Subsequent  Payment  Update 
Determinations 

We  believe  that  development  of  a 
LTCHQR  Program  that  is  successful  in 
promoting  the  delivery  of  high  quality 
healthcare  services  in  LTCHs  is 
paramount.  We  seek  to  adopt  measures 
for  the  LTCHQR  Program  that  promote 
better,  safer,  and  more  efficient  care. 

Our  measure  development  and  selection 
activities  for  the  LTCHQR  Program  take 
into  account  national  priorities,  such  as 
those  established  by  the  National 
Priorities  Partnership 
[http://www.nationalprioritiespartner 
ship.org/),  HHS  Strategic  Plan  [http:// 
www.hhs.gov/secretary/about/priorities/ 
priorities. html),  and  the  National 
Strategy  for  Quality  Improvement  in 
Healthcare  [http:// www. h ealth care.gov/ 
center/reports/quality0321201 1  a.html)- 
To  the  extent  practicable,  we  have 
sought  to  adopt  measures  that  have  been 
endorsed  by  a  national  consensus 
organization,  recommended  by  multi¬ 
stakeholder  organizations,  and 
developed  with  the  input  of  providers, 
purchasers/payers,  and  other 
stakeholders. 

In  addition,  we  consider  input  from 
the  multi-stakeholder  group,  the 
Measures  Application  Partnership 
(MAP)  [http://www.qualityforum.org/ 
Setting_Priorities/Partnership/Measure_ 
A ppIications_Partnership.aspx) ,  in 
selecting  measures  for  the  LTCHQR 
Program.  Section  1890A{a)(l)  of  the  Act, 
as  added  by  section  3014(a)  of  the 
Affordable  Care  Act,,  requires  the  entity 


with  a  contract  under  section  1890(a)  of 
the  Act,  currently  the  NQF,  to  convene 
multistakeholder  groups  to  provide 
input  to  the  Secretary  on  the  selection 
of  quality  and  efficiency  measures. 

Under  section  1890A(a)(2)  of  the  Act,  as 
added  by  section  3014(b)  of  the 
Affordable  Care  Act,  the  Secretary  must 
make  available  to  the  public  a  list  of 
quality  and  efficiency  measures 
described  in  section  1890(b)(7)(B)  that 
the  Secretary  is  considering  under  title 
XVIII  of  the  Act.  Section  1890A(a)(3)  of 
the  Act  further  requires  the  entity  with 
a  contract  under  section  1890(a)  of  the 
Act  to  transmit  the  input  of  the 
multistakeholder  groups  to  the  Secretary 
not  later  than  February  1  of  each  year, 
beginning  in  2012.  Section  1890A(a)(4) 
of  the  Act  requires  the  Secretary  to  take 
into  consideration  the  input  of  the 
multistakeholder  groups  in  selecting 
quality  and  efficiency  measures.  The 
MAP  is  the  public-private  partnership 
comprised  of  multi-stakeholder  groups 
convened  by  the  NQF  for  the  primary 
purpose  of  providing  input  on  measures 
as  required  by  section  1890A(a)(3)  of  the 
Act.  The  MAP’s  input  on  quality  and 
efficiency  measures  was  transmitted  to 
the  Secretary  and  is  available  at 
[http  -.//www.quali  tyforum.  org/ 
WorkArea/Iinkit.aspx?LinkIdentifier=id 
&'ItemID=69885).  As  required  by  section 
1890A(a)(4)  of  the  Act,  we  considered 
the  MAP’s  recommendations  in 
selecting  quality  and  efficiency 
measures  for  the  LTCHQR  Program. 

Comment:  Several  commenters  noted 
that  CMS  should,  in  its  selection  of 
measures,  more  closely  align  with  the 
recommendations  of  MAP.  Some 
commenters  noted  that  the  MAP  did  not 
recommend  any  of  the  measures 
proposed  for  the  FY  2016  LTCHQR 
Program,  but  rather,  “supported  the 
direction”  of  these  measures. 

Response:  While  submission  of 
measures  to  the  MAP  and  consideration 
of  their  recommendations  are  part  of  our 
measure  selection  process,  we  also 
consider  the  input  of  stakeholders, 
subject  matter  and  industry  experts 
through  the  technical  expert  panels 
periodically  convened  by  our  measure 
development  contractor,  as  well  as 
national  healthcare  priorities  suggested 
by  groups  such  as  MedPAC,  and  as  set 
forth  in  the  National  Quality  Strategy. 

Comment:  Several  commenters 
encouraged  CMS  to  seek  input  on 
measures  from  stakeholders  such  as 
LTCH  associations  as  well  as  technical 
expert  panels. 

Response:  Throughout  the  measure 
selection  process,  we  have  sought  input 
from  a  variety  of  stakeholders,  including 
technical  experts,  stakeholders,  and 
LTCHs.  A  CMS  Listening  Session  was 
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held  on  November  15,  2010,  Special 
Open  Door  Forums  were  held  on 
December  16,  2010,  September  21,  2011 
and  April  13,  2012;  and  our  measure 
developer  contractor  convened  LTCHQR 
technical  expert  panels  on  January  31, 
July  6,  September  27,  December  13 
2011,  and  March  8,  2012.  We  will 
continue  to  solicit  input  from 
stakeholders  throughout  the 
development  and  expansion  of  the 
LTCHQR  Program. 

Comment:  One  commenter  suggested 
that  CMS  consider  the  MAP 
recommendations  to  pursue  measures  of 
Experience  of  Care,  Care  Planning, 
Patient/Family/Caregiver  Goals,  and 
Avoiding  Unnecessary  Hospital  and  ED 
Admissions. 

Response:  We  will  continue  to  work 
with  the  MAP  as  well  as  LTCH 
stakeholders  to  identify  measure 
concepts  and  measures  that  address 
HHS  priorities,  align  with  quality 
initiatives  in  other  settings,  are 
evidence-based,  have  a  low  probability 
of  unintended  adverse  consequences, 
and  may  drive  quality  improvement. 

Comment:  Several  commenters 
encouraged  CMS  to  adopt  only 


measures  that  are  NQF-endorsed  for  the 
LTCH  setting.  One  commenter  noted 
that  the  NQF  needs  to  add  an  LTCH 
provider  to  its  panel.  Several 
commenters  expressed  uncertainty  as  to 
whether  the  expansion  of  existing 
measures  to  the  LTCH  setting  would  be 
a  good  approach  to  creating  LTCH 
measures,  and  one  commenter 
encouraged  CMS  to  adopt  only 
measures  that  have  been  specified  and 
tested  in  the  LTCH  setting. 

Response:  We  have  generally  adopted 
NQF-endorsed  measures  whenever 
possible.  However,  where  such 
measures  do  not  exist,  we  may  adopt 
measures  that  are  not  NQF-endorsed 
under  the  Secretary’s  exception 
authority  set  out  in  section 
1886(m)(5)(D)(ii)  of  the  Act.  We  have, 
where  possible,  actively  worked  with 
the  NQF  to  expand  endorsement  of 
measures  to  LTCH  setting,  and  the  NQF 
has  expanded  its  endorsement  of  the 
CAUTI  and  CLABSI  measures  to  LTCHs. 
We  believe  that  the  NQF  endorsement 
process  is  public  and  transparent  and 
would  encourage  LTCHs  and 
stakeholders  to  participate  in  that 


process.  Furthermore,  we  are  also 
working  to  develop  measures  on 
readmissions  and  functional  status  that 
are  specific  to  the  LTCH  setting  and  will 
be  seeking  NQF  endorsement  for  these 
measures. 

b.  New  LTCHQR  Program  Quality 
Measures  Beginning  With  the  FY  2016 
Payment  Determination 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28094),  for  the  FY 
2016  payment  determination  and 
subsequent  fiscal  year  payment 
determinations,  we  proposed  to  adopt 
five  additional  quality  measures  for  the 
LTCHQR  Program  in  addition  to  the 
three  previously  discussed  measures 
(CAUTI  measure,  CLABSI  measure  and 
Pressure  Ulcer  measure),  see  table 
below.  Our  proposal  to  add  these  five 
measures  is  part  of  our  effort  to  promote 
overarching  health  care  aims  and  goals 
in  an  effective  and  meaningful  manner. 
We  also  seek  to  minimize  the  burden  of 
data  collection  for  LTCHs. 

We  indicated  that  we  would  respond 
to  public  comments  on  this  proposal  in 
this  final  rule. 


Proposed  New  Quality  Measures  for  the  FY  2016  LTCHQR  Program  Payment  Determination  and 


Subsequent  Payment  Determinations 

NQF  Measure  ID 

Measure  title 

Application  of  NQF  #0680  . 

NQF  #0682  . 

NQF  #0431  . 

Application  of  NQF  #0302  . 

Not  NQF  endorsed . 

Percent  of  Nursing  Home  Residents  Who  Were  Assessed  and  Appropriately  Given  the  Seasonal  Influenza 
Vaccine  (Short-Stay). 

Percent  of  Residents  Who  Were  Assessed  and  Appropriately  Given  the  Pneumococcal  Vaccine  (Short- 
Stay). 

Influenza  Vaccination  Coverage  among  Healthcare  Personnel. 

Ventilator  Bundle. 

Restraint  Rate  per  1 ,0(X)  Patient  Days. 

(1)  New  Quality  Measure  #1  for  the 
FY  2016  Payment  Determination  and 
Subsequent  Fiscal  Years  Payment 
Determinations:  Percent  of  Residents  or 
Patients  Who  Were  Assessed  and 
Appropriately  Given  the  Seasonal 
Influenza  Vaccine  (Short-Stay)  (NQF 
#0680) 

According  to  the  CDC,  as  of  2011, 
there  is  on  average  over  200,000 
hospitalizations  due  to  influenza  every 
year.  ^39  fiie  Agency  for  Healthcare 
Research  and  Quality  (AHRQ)  reports 
that  in  2004,  there  were  more  than 
37,000  hospitalizations  in  which 
influenza  was  noted  during  the  stay.  For 
over  21,000  of  these  hospitalizations, 
influenza  was  listed  as  the  primary 
diagnosis.  The  aggregate  hospital  costs 
fdf  these  roughly  21,000 


’"Centers  for  Medicare  &  Medicaid  Services 
(2011,  May).  Adult  immunization:  Overview. 
Retrieved  from  https://www.cms.gov/ 
adultimmunizations/. 


hospitalizations  were  estimated  at  $146 
million. 

Although  influenza  is  prevalent 
among  all  population  groups,  the  rates 
of  death  and  serious  complications 
related  to  influenza  are  highest  among 
those  ages  65  and  older  and  those  with 
medical  complications  that  put  them  at 
higher  risk.  The  CDC  reports  that  an 
average  of  36,000  Americans  die 
annually  from  influenza  and  its 
complications,  and  most  of  these  deaths 
are  among  people  65  years  of  age  and 
over.^**^  In  2004,  70,000  deaths  were 
caused  by  influenza  and  pneumonia. 


’♦“Milenkovic  M,  Russo  CA,  Elixhauser  A. 
(2006).  Hospital  stays  for  influenza,  2004 
(Healthcare  Cost  and  Utilization  Project  statistical 
brief  no. 16).  Rockville,  MD:  Agency  for  Healthcare 
Research  and  Quality.  Retrieved  from  http:// 
www.hcup-us.ahrq.gov/reports/statbriefs/sbl6.pclf. 

Centers  for  Medicare  &  Medicaid  Services 
(2011,  May).  Adult  Immunization:  overview. 
Retrieved  from  bttps://fMx'w.cms.gov/ 
Immunizations/. 


and  more  than  85  percent  of  these  were 
among  the  elderly. ^“*2  Given  that  many 
individuals  receiving  health  care 
services  in  LTCHs  are  elderly  and/or 
have  several  medical  conditions,  many 
LTCH  patients  are  within  the  target 
population  for  the  influenza 
vaccination. Healthy  People  2010 
(Objective  14-29)  and  Healthy  People 
2020  (Objective  IID-12.8)  each  set  a  goal 
of  90  percent  of  adults  vaccinated 
against  influenza  in  long-term  care 


’42  Gorina  Y,  Kelly  T,  Lubitz  J,  et  al.  (2008, 
Febru2ffy)-Trends  in  influenza  and  pneumonia 
among  older  persons  in  the  United  States.  Aging 
Trends  no.  8.  Retrieved  from  http://www.cdc.gov/ 
nchs/data/ahcd/agingtrends/08influenza.pdf. 

’42  Centers  for  Disease  Control  and  Prevention. 
(2008,  September).  Influenza  e-brief:  2008-2009  flu 
facts  for  policymakers.  Retrieved  from  http:// 

WWW. cdc.gov/wash  ington/pd f/fl  u_newsletter.pdf. 

’44  Zorowitz,  RD.  Stroke  Rehabilitation  Quality 
Indicators:  Raising  the  Bar  in  the  Inpatient 
Rehabilitation  Facility.  Topics  in  Stroke 
Rehabilitation  2010;  17  (4):294-304. 
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facilities. However,  among  adults 
age  65  years  and  older,  only  72.1 
percent  were  vaccinated  during  the 
2006-2007  influenza  season  and  only 
69.6  percent  of  adults  age  65  years  and 
older  were  vaccinated  during  the  2009- 
2010  influenza  season. According 
to  information  currently  available  on  the 
Nursing  Home  Compare  Web  site 
[http://www.medicare.gov/NHCompare], 
the  national  average  for  the  percentage 
of  short-stay  residents  given  the 
influenza  vaccine  is  roughly  82 
percent,  No  comparable  information 
is  currently  available  on  patients  in  the 
LTCH  setting. 

In  light  of  the  evidence  outlined 
previously,  particularly  that  many 
individuals  receiving  care  in  the  LTCH 
setting  are  within  the  target  population 
for  influenza  vaccination,  in  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28095),  we  proposed  NQF  #0680, 
Percent  of  Nursing  Home  Residents 
Who  Were  Assessed  and  Appropriately 
Given  the  Seasonal  Influenza  Vaccine 
(Short-Stay),  for  application  in  the 
LTCHQR  Program  for  the  FY  2016 
payment  determination  and  subsequent 
fiscal  year  payment  determinations.  We 
noted  that  at  the  time  of  our  proposed 
rule  this  measure  was  endorsed  for 
short-stay  nursing  home  residents,  but 
believed  this  measure  was  highly 
relevant  for  the  LTCH  setting  because, 
as  stated  above,  many  patients  receiving 
care  in  the  LTCH  setting  are  elderly  and 
within  the  target  population  for 
influenza  vaccination.  The  MAP 
supports  the  direction  of  this  measure 
and  believes  it  is  an  important  aspect  of 
care  in  LTCHs.^5° 


S.  Department  of  Health  and  Human 
Services,  Office  of  Disease  Prevention  and  Health 
Promotion,  (n.d.).  Healthy  People  2010  archive. 
Retrieved  from  http:/ /'W'ww.healthvpeople.gov 
/2010/. 

U.S.  Department  of  Health  and  Human 
Services,  Office  of  Disease  Prevention  and  Health 
Promotion.  (2011,  June).  Healthy  People  2020: 
Immunization  and  infectious  diseases.  Retrieved 
from  h ftp;// www.healthypeople.gov/2020/ 
topicsobjectives2020/overview.aspx?topicid=23. 

Centers  for  Disease  Control  and  Prevention. 
(2008).  State  specific  influenza  vaccination 
coverage  among  adults — United  States,  2006-2007 
influenza  season.  MMWR,  57(38),  1033-1039. 
Retrieved  from  http://www.cdc.gov/mmwr/preview/ 
mmwrhtml/mm5738al.htm. 

Centers  for  Disease  Control  and  Prevention 
(2011,  May).  Seasonal  influenza  (flu):  final 
estimates  for  2009-10  seasonal  influenza  and 
influenza  A  (HlNl)  2009  monovalent  vaccination 
coverage — United  States,  August  2009  through  May, 
2010.  Retrieved  from  http://www.cdc.gov/flu/ 
professionals/vaccination/ 
coverage0910estimates.htm. 

’“'s  Centers  for  Medicare  &  Medicaid  Services 
(2011).  Nursing  Home  Compare.  Available  from 
http://www.medicare.gov/NHCompare/. 

’50  National  Quality  Forum  (2012)  Input  on 
Measures  for  Consideration  by  HHS  for  2012 
Rulemaking.  Available;  http:// 


Section  1886(m)(5)(D)(ii)  of  the  Act, 
the  exception  authority  provides  that 
“in  the  case  of  a  specified  area  or 
medical  topic  determined  appropriate 
by  the  Secretary  for  which  a  feasible  and 
practical  measure  has  not  been  endorsed 
by  the  entity  with  a  contract  under 
section  1890(a)  of  the  Act,  the  Secretary 
may  specify  a  measure  that  is  not  so 
endorsed  as  long  as  due  consideration  is 
given  to  measures  that  have  been 
endorsed  or  adopted  by  a  consensus 
organization  identified  by  the 
Secretary.”  We  reviewed  NQF’s 
consensus  endorsed  measures  and  were 
unable  to  identify  any  NQF-endorsed 
measures  for  influenza  vaccination  in 
the  LTCH  setting.  We  are  unaware  of 
any  other  measures  for  influenza 
vaccination  in  the  LTCH  setting  that 
haye  been  approved  by  a  voluntary 
consensus  standards  body  and  endorsed 
by  NQF.  Therefore,  in  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule  (77  FR 
28096),  we  proposed  adopting  the  NQF- 
endorsed  measure  the  Percent  of 
Nursing  Home  Residents  Who  Were 
Assessed  and  Appropriately  Given  the 
Seasonal  Influenza  Vaccine  (Short-Stay) 
(NQF  #0680)  for  application  in  the 
LTCH  setting  for  the  LTCHQR  Program 
under  the  Secretary’s  authority  to  select 
non-NQF  measures.  This  proposal  was 
also  consistent  with  the  2008  NQF 
steering  committee  recommendation 
that  “in  the  interest  of  standardization 
and  minimizing  the  burden  for  those 
implementing  and  using  measures, 
measure  harmonization  is  an  important 
consideration  in  evaluating  and 
recommending  measures  for 
endorsement”  Data  on  this  measure 
as  it  applies  to  nursing  home  residents 
are  currently  collected  and  reported  as 
part  of  the  Nursing  Home  Quality 
Initiative. 

We  proposed  that  data  for  this 
measure  be  collected  using  the  same 
data  collection  and  submission 
framework  that  we  finalized  for  the  FY 
2014  payment  determination. vVe 

intend  to  revise  the  LTCH  CARE  data  set 


H'ww.qualityforum.org/WorkArea/ 
linkit.aspx?LinkIdentifier=id&ItemID=69885.  pp. 
105. 

’5’  National  Quality  Forum  (2008,  December) 
National  Voluntary  Consensus  Standards  for 
influenza  and  pneumococcal  vaccinations  Available 
from  http://www.qualityforum.org/Publications/ 
2008/12/National_Voluntary_Consensus  Standards 
_for_Influenza_and_Pneumococcal_Immunizations. 
aspx. 

*®^The  LTCH  CARE  Data  Set,  the  data  collection 
instrument  that  will  be  used  to  submit  data  on  this 
proposed  measure,  is  currently  approved  under 
Paperwork  Reduction  Act  (PRA)  by  the  Office  of 
Management  and  Budget.  It  is  discussed  in  a  PRA 
notice  that  appeared  in  the  September  2,  2011 
Federal  Register  (7fi  FR  54776).  The  OMB  Control 
Number  is  0938-1163.  The  file  number  for  the 
LTCH  PRA  package  is  CMS— 10409. 


to  include  new  items  which  assess 
patient’s  influenza  vaccination  status 
should  this  proposed  measure  be 
adopted.  These  items  will  be  based  on 
the  items  from  the  MDS  3.0  items.^^^ 
Further,  the  draft  LTCHQR  Program 
Manual  will  be  updated  with 
specifications  and  data  elements  once 
this  measure  is  finalized.  At  the  current 
time,  we  refer  readers  to  the  MDS  3.0 
QM  User’s  Manual  available  on  our  Web 
site  at:  https://www.cms.gov/ 
NursingHomeQualitylnits/Downloads/ 
MDSSOQM-Manual.pdf^^*  for  technical 
specifications  and  data  elements  for  this 
measure  as  it  is  currently  implemented 
in  the  nursing  home  setting  until  we 
provide  guidance  for  LTCHs  in  the 
LTCHQR  Program  Manual. 

By  building  on  the  existing  reporting 
and  submission  infrastructure  for 
LTCHs,  such  as  the  LTCH  CARE  Data 
Set,  which  will  be  used  for  data 
collection  beginning  October  1,  2012, 
we  intend  to  reduce  the  administrative 
burden  related  to  data  collection  and 
submission  for  this  measure  under  the 
LTCHQR  Program.  We  proposed  that  the 
data  collection  would  cover  the  period 
from  October  1  through  March  31  of 
each  year,  which  corresponds  with  how 
NQF  specifies  this  measure  as  well  as 
other  endorsed  influenza  vaccination 
measures.  We  refer  readers  to  section 
V1II.D.6.  of  this  preamble  to  this  final 
rule  for  more  information  on  data 
collection  and  submission. 

We  invited  public  comment  on  this 
proposed  measure  for  the  FY  2016 
payment  determination  and  subsequent 
FYs  payment  determinations. 

Comment:  Several  commenters 
expressed  support  for  the  expansion  of 
the  Percent  of  Residents  or  Patients  Who 
Were  Assessed  and  Appropriately  Given 
the  Seasonal  Influenza  Vaccine  (short- 
stay)  to  the  LTCHQR  Program. 
Commenters  noted  that  LTCH  patients 
are  often  part  of  the  elderly  and/or 
vulnerable  population,  in  which 
influenza  disease  is  especially 
prevalent,  and  that  the  measure,  which 
was  originally  developed  for  the  nursing 
home  setting,  would  be  relevant  to  the 
LTCH  population  and  would  ensure 
appropriate  vaccination  practice 
amongst  these  vulnerable  patients. 
Commenters  encouraged  CMS  to  move 
forward  with  recommendations  to  the 


Centers  for  Medicare  &  Medicaid  Services). 
MDS  3.0  Item  Subsets  Vl.10.4  for  the  April  1,  2012 
pRelease.  Retrieved  from  https.Z/n’ww.cms.gov/ 
NursingHomeQuaiityInits/30_NHQIMDS30 
Technicalinformation.asp. 

Centers  for  Medicare  and  Medicaid  Services 
(2012,  March).  MDS  3.0  Quality  Measures  User’s 
Manual.  V5.0.  pp.  15.  Retrieved  from:  https://wn'w. 
cms.gov/NursingHomeQualityinits/Downloads/ 
MDS30QM-Manual.pdf. 
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MAP  and  development  of  specifications 
and  testing  for  use  of  the  measure  in 
LTCHs. 

Response:  VVe  appreciate  the 
commenters’  support  for  our  proposal  to 
include  the  Percent  of  Residents  or 
Patients  Who  Were  Assessed  and 
Appropriately  Given  the  Seasonal 
Influenza  Vaccine  (short-Stay)  in  the 
LTCHQR  Program.  We  agree  that 
influenza  is  a  serious  concern  amongst 
the  elderly  and  vulnerable  LTCH 
patients  and  that  appropriate 
vaccination  is  important  in  this 
population.  The  MAP  supported  the 
direction  of  this  measure  for  use  in  the 
LTCH  setting. ’55 

In  addition,  we  applied  to  the  NQF  for 
expansion  of  this  measure  to  the  LTCH 
setting  and  the  expansion  was  approved 
by  the  NQF  Consensus  Standards 
Approval  Committee  (CSAC)  on  April  9, 
2012  and  ratified  by  the  NQF  Board  of 
Directors  on  May  2,  2012.  Therefore, 
this  measure  is  now  NQF-endorsed  for 
use  in  the  LTCH  setting.  At  the  time  of 
NQF  endorsement,  the  title  was  changed 
to  reflect  that  the  measure  now  applies 
to  other  settings,  including  the  LTCH 
setting.  The  title  of  the  measure  is  now 
Percent  of  Residents  or  Patients  Who 
Were  Assessed  and  Appropriately  Given 
the  Seasonal  Influenza  Vaccine  (short- 
Stay).  An  updated  description  of  the 
measure  is  available  on  the  NQF  Web 
site  at:  http:/ /v\'ww. quaUtyfomm.org/ 
QPS/0680. 

Comment:  Several  commenters 
expressed  concern  that  the  introduction 
of  the  Percent  of  Residents  or  Patients 
Who  Were  Assessed  and  Appropriately 
Given  the  Seasonal  Influenza  Vaccine 
(short-stay)_to  the  LTCHQR  Program  is 
redundant,  given  its  inclusion  in  the 
Hospital  IQR  Program.  Commenters 
remarked  that  approximately  83  percent 
of  LTCH  discharges  had  a  preceding 
stay  at  an  inpatient  facility  and  are 
likely  to  have  been  vaccinated  in  the 
inpatient  facility.  Commenters  believed 
that  inclusion  of  this  measure  in  both 
quality  reporting  programs  would  result 
in  wasted  resources  and  inefficiencies. 
Commenters  also  expressed  concern 
that  the  inclusion  of  the  measure  in  both 
quality  reporting  programs  could  result 
in  multiple  vaccinations  of  the  same 
patient,  leading  to  patient  safety 
concerns. 

Response:  We  appreciate  the 
comments  and  acknowledge  the 
commenters’  concern  for  redundancy 
and  over-vaccination.  The  specifications 

National  Quality  Forum  (2012)  Input  on 
Measures  for  Consideration  by  HHS  for  2012 
Rulemaking.  Available;  http://www.qualityforum 
or^WorkArea/Iinkit.aspx?lJnkIdentifier=id&- 
ttemlD=69885.  pp.  105;  Accessed  February  03, 

2012. 


of  the  Percent  of  Residents  or  Patients 
Who  Were  Assessed  and  Appropriately 
Given  the  Seasonal  Influenza  Vaccine 
(short-stay)  are  written  to  ensure  that 
patients  are  not  double  counted, 
resources  are  not  wasted  and  patients 
are  only  given  one  vaccine  per  influenza 
season.  Because  the  numerator 
statement  of  the  measure  includes 
patients  who  received  the  influenza 
vaccine  during  the  most  recent  hospital 
stay  (either  inside  or  outside  the 
facility/hospital),  LTCHs  can  report  that 
a  patient  received  the  vaccine  at  another 
facility  prior  to  arriving  at  the  LTCH  and 
is  not  pressured  to  re-vaccinate  the 
patient  for  purposes  of  being  able  to 
properly  report  the  measure.  The 
measure  is  designed  to  act  as  a  safe 
guard  for  patients  who  did  not  receive 
a  vaccine  in  another  setting.  We 
acknowledge  that  facilities  will  need  to 
adhere  to  the  principles  of  proper  care 
coordination,  and  documentation  to 
avoid  over-immunization,  as  well  as 
under-immunization.  However,  the 
specifications  of  the  measure  are 
designed  to  encourage  facilities  to  only 
vaccinate  w'hen  the  patient  has  not 
already  received  the  vaccination  in 
another  setting. 

Comment:  A  few  commenters 
believed  that  this  measure  was  not 
appropriate  for  patients  in  the  LTCH 
setting,  due  to  the  severity  of  illness  of 
the  patients  in  the  LTCH  setting. 
Commenters  recommended  further 
testing  to  determine  the  risk  of 
complications  from  the  vaccine  and  the 
appropriateness  of  the  measure  in  this 
setting. 

Response:  We  appreciate  the 
comment  and  agree  that  patients  in 
LTCHs  are  especially  vulnerable. 
However,  because  these  populations  are 
older  and  more  vulnerable  they  have 
higher  rates  of  death  and  complications 
due  to  influenza  and  are  in  greater  need 
of  protection.  CDC  reports  that 
pneumonia  and  influenza  were  the  fifth 
leading  cause  of  death  amongst 
individuals  >65  years  and  that  between 
1997  and  2007  deaths  among  people 
aged  >65  years  accounted  for  87.9 
percent  of  deaths  related  to  pneumonia 
and  influenza. 

Due  to  their  increased  vulnerability, 
these  patients,  as  the  commenters 
suggest,  are  also  at  increased  risk  for 
complications  from  the  vaccination.  For 
this  reason,  the  specifications  for  this 
measure  were  developed  in  accordance 
with  current  guidelines  issued  by  the 
CDC  Advisory  Committee  on 
Immunization  Practices  (ACIP)  available 
at  http://ww'H'.cdc.gov/mmwr/preview/ 
mmwrhtml/mm6033a3.htm.  By  taking 
into  account  the  ACIP  guidelines,  the 
measure  is  designed  to  balance  the  risk 


of  complications  with  the  susceptibility 
to  and  mortality  from  influenza  in  this 
high  risk  population. 

In  addition,  our  measure  development 
contractor  convened  a  LTCH  technical 
expert  panel  and  introduced  the 
Percentage  of  Nursing  Home  Residents 
Who  Were  Assessed  and  Appropriately 
Given  the  Seasonal  Influenza  Vaccine 
(short-stay)  (NQF  #0680)  measure  for 
discussion.  Our  measure  development 
contractor  advised  us  that  the  panel 
identified  appropriate  preventative 
vaccination  as  an  important  concept  and 
good  practice  in  LTCHs.  Finally,  as 
noted  above,  this  measure  was  recently 
NQF-endorsed  for  the  LTCH  setting. 

Comment:  Several  commenters 
requested  clarifications  of  and  changes 
to  the  specifications  of  the  Percent  of 
Residents  or  Patients  Who  Were 
Assessed  and  Appropriately  Given  the 
Seasonal  Influenza  Vaccine  (short-stay) 
quality  measure.  Commenters 
specifically  asked  for  clarification  of  the 
definition  of  “appropriately  given”  as 
mentioned  in  the  title  of  the  measure. 
Commenters  also  expressed  concern 
that  the  measure  does  not  allow 
providers  to  utilize  clinicar  judgment 
and  withhold  the  vaccine  from  patients 
with  contraindications.  Some 
commenters  believed  that  LTCHs 
should  not  be  penalized  if  a  patient 
refuses  the  vaccine.  Finally,  several 
commenters  requested  that  CMS  change 
the  name  of  the  measure  to  reflect  that 
it  is  to  be  used  in  the  LTCH  setting  (in 
addition  to  the  SNF  setting). 

Response:  We  appreciate  the 
comments  and  the  suggestions  for 
further  clarification.  As  we  noted  above, 
the  title  of  this  measure  changed  when 
the  NQF  expanded  its  endorsement  to 
other  settings,  including  the  LTCH 
setting. 

This  measure  is  designed  to 
encourage  providers  to  assess 
vaccination  status  and  when  medically 
appropriate,  vaccinate  the  patient.  The 
term  “appropriately  given”  as  used  in 
the  measure  specifications  indicates  that 
the  vaccination  should  be  given  in 
accordance  with  the  ACIP  guidelines 
and  LTCHs  are  directed  to  the 
guidelines  in  the  specifications. 

The  measure  specifications  are 
written  to  account  for  cases  when  the 
patient  refuses  the  vaccine  or  when  the 
medical  provider  documents  that  the 
vaccine  was  not  given  due  to  a 
contraindication.  The  numerator  of  the 
measure  includes:  those  who  received 
the  influenza  vaccine  during  the  most 
,  recent  influenza  vaccine  season,  either 
in  the  facility/hospital  or  outside  the 
facility/hospital;  those  who  were  offered 
but  declined  the  influenza  vaccine;  or 
those  who  were  ineligible  due  to 
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contraindication(s)  (for  example, 
previous  severe  allergic  reaction  to 
influenza  vaccine,  history  of  Guillain- 
Barre  Syndrome  within  6  weeks  after  a 
previous  influenza  vaccination,  or  hone 
marrow  transplant  within  the  past  6 
months). 

Comment:  Several  commenters  were 
concerned  about  obtaining 
documentation  for  patients  who 
received  the  vaccine  outside  of  the 
LTCH.  One  commenter  remarked  that  an 
LTCH  should  not  be  penalized  if  it 
cannot  obtain  records  from  outside 
facilities  reflecting  whether  and/or 
when  a  patient  received  the  influenza 
vaccine,  as  long  as  it  has  made  a 
reasonable  effort  to  do  so.  Another 
commenter  requested  that  CMS  adopt  a 
regulation  which  requires  other  types  of 
facilities  (such  as  acute  care  hospitals 
and  SNFs)  to  document  in  the  patient’s 
chart  whether  an  influenza  vaccine  has 
been  administered  and  the  date  of  the 
vaccine  and  that  this  documentation  be 
contained  in  the  transfer  form. 

Response:  We  refer  commenters  to  the 
description  of  the  NQF-endorsed 
measure  of  at  the  NQF  Web  site 
http  -.//www.qualityforum.  org/ QPS/ 0680. 
Further,  we  refer  commenters  to  the 
technical  specifications  for  this  measure 
as  currently  implemented  for  the 
nursing  home  setting  and  are  available 
in  the  MDS  3.0  QM  User’s  Manual  on 
our  Web  site  at:  https://www.cms.gov/ 
NursingHomeQualitylnits/Downioads/ 
MDS30QM-Manual.pdf.  ^ 

Further,  to  the  extent  that  the 
commenters  are  asking  us  to  issue 
guidance  on  proper  vaccine 
documentation  for  purposes  of  ensuring 
that  the  receiving  facility  has  an 
accurate  immunization  history,  we  agree 
that  care-coordination  is  essential  to 
avoid  over-  as  well  as  under¬ 
immunization.  The  influenza 
vaccination  measure,  however,  was  not 
designed  to  offer  guidance  to  providers 
on  how  to  vaccinate.  The  measure  is 
specified  to  assess  if  the  patient  was 
vaccinated,  where  the  patient  was 
vaccinated  (if  they  were  vaccinated),  or 
why  the  vaccination  was  not  given  (if 
the  patient  was  not  vaccinated).  Patients 
who  were  not  vaccinated  due  to  a 
contraindication  and  patients  who 
refused  the  vaccination  are  both 
counted  as  numerator  hits  and  are 
accounted  for  separately  in  the 
numerator  of  the  measure. 

To  that  end,  and  in  response  to  the 
comment  that  “an  LTCH  should  not  be 
penalized  if  it  cannot  obtain  records 


Centers  for  Medicare  and  Medicaid  Services 
(2012,  March).  MDS  3.0  Quality  Measures  User’s 
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from  outside  facilities,’’  LTCHs  will  not 
be  held  accountable  for  their  inability  to 
obtain  a  patient’s  current  vaccination 
status.  In  a  situation  where  the 
vaccination  status  is  unknown,  we 
would  expect  that  the  LTCH  provider 
would  make  a  clinical  judgment 
whether  or  not  to  vaccinate  a  patient 
taking  into  account  the  patient’s 
medical  history  and  current  health 
status,  as  well  as  the  policy  of  their 
LTCH  surrounding  vaccination.  The 
LTCH  must  only  report  the  decision  that 
is  made,  that  is,  whether  the  vaccination 
was  or  was  not  given.  The  measure  does 
not  require  an  LTCH  to  provide  a 
vaccination  that  was  not  appropriate 
due  to  a  contraindication  or  a  patient 
refusal,  or  to  provide  a  vaccination  to  a 
patient  who  was  already  given  a 
vaccination  outside  of  the  LTCH.  We 
encourage  all  LTCHs  to  vaccinate 
according  to  their  facilities  policies  and 
the  best  clinical  judgment  of  the 
medical  providers  treating  each 
individual  patient  and  to  document  the 
reason  for  the  vaccination  decision. 

Comment:  One  commenter  suggested 
that  this  measure  could  be  better 
addressed  through  a  change  in  Medicare 
CoP.  Further,  the  commenter  noted  that 
CMS  can  require  minimum  thresholds 
for  organizational  compliance  with  the 
measure  and  the  measure  is  better  for 
CoPs  rather  than  as  quality  measure. 

Response:  We  thank  this  commenter 
and  will  take  into  consideration  this 
input  during  our  work  on  the  Medicare 
CoP.* However,  at  this  time,  we  note  that 
in  light  of  the  evidence  outlined 
previously  and  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule,  particularly 
that  many  individuals  receiving  care  in 
the  LTCH  setting  are  elderly  and  within 
the  target  population  for  influenza 
vaccination,  we  continue  to  believe  the 
measure  is  highly  relevant  for  the  LTCH 
setting  and  appropriate  to  include  in  the 
LTCHQR  Program.  Further,  the  MAP 
supports  the  direction  of  this  measure 
and  believes  it  is  an  important  aspect  of 
care  in  LTCHs. 

After  consideration  of  the  public 
comments  we  received,  and  in  light  of 
the  recent  NQF  endorsement  approval 
for  the  expansion  of  this  measure  to  the 
LTCH  setting,  we  are  finalizing  the 
Residents  or  Patients  Who  Were 
Assessed  and  Appropriately  Civen  the 
Seasonal  Influenza  Vaccine  (NQF  #680), 
which  is  endorsed  and  specified  for  the 
LTCH  setting,  for  the  FY  2016  payment 


National  Quality  Forum  (2012)  Input  on 
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Rulemaking.  Available:  http:// 
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determination  and  subsequent  payment 
determinations. 

,  (2)  LTCH  Quality  Measure  #2  for  the 
FY  2016  Payment  Determination  and 
Subsequent  Fiscal  Years  Payment 
Determinations:  Percent  of  Residents 
Assessed  and  Appropriately  Civen  the 
Pneumococcal  Vaccine  (Short-Stay) 

(NQF  #0682) 

According  to  the  CDC,  pneumococcal 
disease  kills  more  people  in  the  United 
States  each  year  than  all  other  vaccine- 
preventable  diseases  combined. In 
2006,  all  possible  pneumonia  diagnoses 
(including  viral,  bacterial,  and 
unspecified  organisms)  killed  55,477 
people  in  the  United  States  and  were 
responsible  for  1,232,999  hospital 
discharges.! 

Older  people  and  those  with  chronic 
health  conditions  are  at  higher  risk  for 
pneumococcal  disease.  In  2011  there 
were  more  than  40,000  cases  of  invasive 
pneumococcal  disease  in  the  United 
States,  and  approximately  one-third  of 
these  occurred  among  persons  ages  65 
years  and  older.!®*!  ^  2011  MedPAC 
report  found  that  pneumonia  is  among 
the  top  20  most  common  Medicare 
Severity  Long-Term  Care  Diagnosis- 
Related  Croups  (MS-LTC-DRC).!®!  In 
2005,  Medicare  paid  an  average  of 
$6,342  per  hospital  discharge  for 
pneumonia-related  short-stay 
hospitalizations:!®^  Death  related  to  - 
pneumonia  also  affects  the  elderly  at  a 
higher  rate.  In  2004,  70,000  deaths  were 
caused  by  influenza  and  pneumonia, 
and  more  than  85  percent  of  these  were 
amongst  the  elderly.!®® 

Individuals  in  the  LTCH  setting  are  at 
especially  high  risk  of  contracting 
pneumonia  as  a  complication  of  another 
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medical  condition,  such  as  stroke, 
previous  or  recent  surgery,  or 
ventilation — all  of  which  are  conditions 
for  which  patients  may  spend  some  of 
their  recoverv  time  in  the 
LTCH.'^ 

Healthy  People  2010  (Objective  14- 
29fl  and  Healthy  People  2020  (Objective 
lID-13.3)  each  set  a  goal  of  90  percent 
of  adults  vaccinated  against 
pneumococcal  disease  in  long-term  care 
facilities.'*’-'*’*  However,  estimated 
pneumococcal  vaccination  coverage 
remains  below  50  percent  in 
recommended  high-risk  groups.’**'  No 
comparable  information  is  currently 
available  on  patients  in  the  LTCH 
setting. 

In  light  of  the  previously  described 
data  which  we  believe  reflects  the 
significant  impact  pneumonia  has  on 
Medicare  beneficiaries  in  the  LTCH 
setting,  in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28096),  we 
proposed  a  quality  measure  on  the 
pneumococcal  vaccine.  Specifically,  we 
proposed  the  measure  Percent  of 
Residents  Assessed  and  Appropriately 
Given  the  Pneumococcal  Vaccine 
(Short-Stay)  (NQF  #0682)  for 
application  in  the  LTCHQR  Program  for 
the  FY  2016  payment  determination  and 
subsequent  fiscal  year  payment 
determinations.  \Ve  recognized  that  at 
the  time  of  our  proposed  rule,  the  NQF 
had  endorsed  this  measure  for  short  stay 
nursing  home  residents  but  we  believed 
this  measure  was  highly  relevant  to 
LTCHs  as  described  previously.  This 
measure  reports  the  percentage  of  short- 
stay  nursing  home  residents  who  w^ere 
assessed  and  appropriately  given  the 
pneumococcal  vaccine  (PPV)  during  a 
12-month  reporting  period.  We 
proposed  this  measure  because,  as 
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stated  previously,  patients  in  LTCHs  are 
at  high  risk  of  contracting  pneumonia  as 
a  complication  of  another  medical 
condition.  The  MAP  supports  the 
direction  of  this  measure  and  believes  it 
is  an  important  aspect  of  care  in 
LTCHs.”* 

As  indicated  previously,  section 
1886(m)(5)(D)(ii)  of  the  Act  provides  the 
Secretary  with  authority  to  adopt  non- 
NQF-endorsed  measures.  We  reviewed 
the  NQF’s  consensus-endorsed 
measures  and  were  unable  to  identify 
any  NQF-endorsed  measures  for 
pneumococcal  vaccination  in  the  LTCH 
setting.  We  are  unaware  of  any  other 
measures  for  pneumococcal  vaccination 
in  the  LTCH  setting  that  have  been 
approved  by  voluntary  consensus 
standards  bodies  and  endorsed  by  NQF. 
We  proposed  adopting  an  application  of 
the  Percent  of  Residents  Assessed  and 
Appropriately  Given  the  Pneumococcal 
Vaccine  (Short-Stay)  (NQF  #0682)  for 
application  in  the  LTCHQR  Program. 
This  application  is  also  consistent  with 
the  2008  NQF  steering  committee 
recommendation  that  “in  the  interest  of 
standardization  and  minimizing  the 
burden  for  those  implementing  and 
using  measures,'  measure  harmonization 
is  an  important  consideration  in 
evaluating  and  recommending  measures 
for  endorsement.”  Data  for  this 
measure  as  it  applies  to  nursing  home 
residents  are  currently  collected  and 
reported  as  part  of  the  Nursing  Home 
Quality  Initiative. 

A  description  of  this  measure’s 
technical  specifications  and  the  data 
elements  that  are  currently  used  for  the 
Nursing  Home  Quality  Initiative  are 
available  in  the  MDS  3.0  QM  User’s 
Manual  available  on  our  Web  site  at: 
http'J/vvw'w.cms.gov/NiirsingHome 
Qualitylnits /Downloads /MDS30QM- 
Manual.pdf.^'^^ 

We  proposed  that  submission  of  data 
for  this  measure  will  be  incorporated 
into  the  existing  data  collection  and 
submission  framework  for  LTCHs 
adopted  for  the  FY  2014  payment 
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determinations.  ”3  \Ve  intended  to 

revise  the  LTCH  CARE  data  set  to 
include  new  items  which  assess 
patient’s  pneumococcal  vaccination 
status  should  this  proposed  measure  be 
adopted.  These  items  will  be  based  on 
the  items  from  the  Minimum  Data  Set 
(MDS)  3.0  items.”'? 

By  building  on  the  existing  LTCH 
reporting  and  submission  infrastmcture, 
such  as  the  LTCH  CARE  data  set,  which 
will  be  used  by  LTCHs  for  data 
collection  beginning  October  1,  2012, 
we  intend  to  reduce  the  administrative 
burden  related  to  data  collection  and 
submission  for  this  measure  under  the 
LTCHQR  Program.  We  invited  public 
comment  on  this  proposed  measure  for 
the  FY  2016  payment  determination  and 
subsequent  fiscal  years. 

Comment:  Several  commenters 
expressed  support  for  the  expansion  of 
the  Percent  of  Residents  or  Patients  Who 
Were  Assessed  and  Appropriately  Given 
the  Pneumococcal  Vaccine  (short-Stay) 
to  the  LTCHQR  Program.  Commenters 
remarked  that  patients  in  LTCHs  often 
come  from  elderly  and/or  vulnerable 
populations,  in  which  pneumococcal 
disease  is  especially  prevalent.  As  such, 
the  measure,  which  was  originally 
developed  for  the  nursing  home  setting, 
would  be  relevant  to  the  LTCH 
population  and  would  ensure 
appropriate  vaccination  practice  among 
these  vulnerable  patients.  Commenters 
encouraged  CMS  to  move  forward  with 
recommendations  to  the  MAP  and 
development  of  specifications  and 
testing  for  use  of  the  measure  in  LTCHs. 

Response:  We  appreciate  the 
commenters’  support  for  our  proposal  to 
include  the  Percent  of  Residents  or 
Patients  Who  Were  Assessed  and 
Appropriately  Given  the  Pneumococcal 
Vaccine  (short-stay)  in  the  LTCHQR 
Program.  We  agree  that  pneumococcal 
disease  is  a  serious  concern  amongst  the 
elderly  and  Vulnerable  patients  in 
LTCHs  and  that  appropriate  vaccination 
is  important  in  this  population.  As  of 
May  2,  2012,  the  N(3F  expanded  its 
endorsement  of  this  measure  to  the 
LTCH  setting  and  changed  the  title  to 
Percent  of  Residents  or  Patients  Who 
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Have  Been  Assessed  and  Appropriately 
Given  the  Pneumococcal  Vaccine. 

Comment:  Several  commenters 
expressed  concern  that  the  introduction 
of  the  Percent  of  Residents  or  Patients 
Who  Were  Assessed  and  Appropriately 
Given  the  Pneumococcal  Vaccine  (short- 
stay)  to  the  LTCHQR  Program  was 
redundant,  given  its  inclusion  in  the 
Hospital  IQR  Program.  Commenters 
stated  that  approximately  83  percent  of 
LTCH  discharges  had  a  preceding  stay  at 
an  inpatient  facility  and  are  likely  to 
have  been  vaccinated  in  the  inpatient 
facility.  Commenters  believed  that 
inclusion  of  this  measure  in  both  quality 
reporting  programs  would  result  in 
wasted  resources  and  inefficiencies. 

Some  commenters  were  concerned  that 
the  inclusion  of  this  measure  in  both 
quality  reporting  programs  could  result 
in  patients  getting  repeat  vaccinations 
resulting  in  patient  safety  concerns.  One 
commenter  requested  more  information 
regarding  the  number  of  residents 
receiving  more  than  one  vaccination  per 
season  due  to  lack  of  documentation 
and  if  this  will  be  further  investigated 
in  the  future.  One  commenter  suggested 
that  CMS  track  patients’  pneumococcal 
vaccination  information  across  settings, 
so  that  multiple  doses  (which  can  be 
contraindicated,  add  an  unnecessary 
cost  to  patients’  care,  and  present 
potential  health  risks)  can  be  avoided. 
The  commenter  noted  that  this  is 
especially  important  for  patients  who 
require  two  doses  of  the  vaccine. 

Response:  We  appreciate  the 
comments  and  acknowledge  the 
commenters’  concerns  regarding 
redundancy  and  repeat  vaccination.  The 
specifications  of  the  quality  measure  are 
designed  to  ensure  that  patients  are  not 
double  counted,  resources  are  not 
wasted  and  patients  are  only  given 
vaccine  according  to  CDC  ACIP 
guidelines  for  adult  and  pediatric 
pneumococcal  vaccination.  Since  the 
proposal  of  this  measure  for  the 
LTCHQR  Program,  the  CDC  has  advised 
CMS  that  the  ACIP  guidelines  for  adult 
and  pediatric  pneumococcal  vaccination 
are  currently  being  re-evaluated,  and 
that  the  measure  specifications  might 
change  as  a  result,  For  that  reason,  we 
are  not  finalizing  this  measure  for  the 
LTCHQR  Program  at  this  time.  Once  we 
receive  further  guidance  from  the  CDC, 
we  will  consider  whether  to  re-propose 
this  measure  and  will  take  the 
commenters’  concerns  into  account  at 
that  time. 

•  Comment:  A  few  commenters 
believed  that  this  measure  was  not 
appropriate  for  patients  in  the  LTCH 
setting.  Commenters  remarked  that  this 
measure  is  only  NQF  endorsed  for  the 
SNF  setting  and  it  is  not  appropriate  to 


expand  a  measure  to  a  new  setting 
without  appropriate  testing  and  NQF 
endorsement. 

Response:  We  appreciate  the 
comment  and  agree  that  patients  in 
LTCHs  are  not  identical  to  SNF 
residents.  This  measure  was  recently 
NQF-endorsed  for  the  LTCH  setting. 
Because  LTCH  patients  are  often  elderly 
and  more  vulnerable  they  have  higher 
rates  of  death  and  complications  due  to 
pneumococcal  disease.  CDC  reports  that 
pneumonia  and  influenza  were  the  fifth 
leading  cause  of  death  amongst 
individuals  65  years  of  age  and  older.^^’’ 
Patients  in  the  LTCH  setting  are 
especially  at  high  risk  of  contracting 
pneumonia  as  a  complication  of  another 
medical  condition,  such  as  stroke, 
previous  or  recent  surgery,  or 
ventilation — all  of  which  are  conditions 
for  which  patients  may  spend  some  of 
their  recovery  time  in  the 
LTCH.^^®'^^^’^^”  CDC  reports  that 
pneumonia  is  the  third-most-frequent 
HAI  among  post-surgical  patients,  with 
a  prevalence  of  15  percent. The 
specifications  for  this  measure  instruct 
providers  to  deliver  the  pneumococcal 
vaccine  in  accordance  with  CDC  ACIP 
guidelines  for  adult  and  pediatric 
pneumococcal  vaccination.  We  have 
recently  learned  from  the  CDC, 
however,  that  these  guidelines  are 
currently  being  re-evaluated  and  that 
the  results  of  this  evaluation  could 
affect  this  measure.  For  this  reason,  we 
are  not  finalizing  this  measure  for  the 
LTCHQR  Program  at  this  time. 

Comment:  Several  commenters 
requested  clarifications  of  and  changes 
to  the  specifications  of  the  Percent  of 
Residents  or  Patients  Who  Were 
Assessed  and  Appropriately  Given  the 
Seasonal  Pneumococcal  (short-stay) 
quality  measure.  Commenters 
specifically  asked  for  clarification  of  the 
definition  of  “appropriately  given’’  and 
wanted  information  regarding  whether 
the  measure  focused  on  assessment  and 

Centers  for  Medicare  and  Medicaid  Services 
(2011,  May)  Adult  Immunizations:  Overview. 
Available  from  bttps://www.cnis.gov/ 
adultimmuunizations/. 

’^•^Fagon  JY,  Chastre  J,  Hance  AJ,  et  al.  (1993). 
Nosocomial  pneumonia  in  ventilated  patients:  A 
cohort  study  evaluating  attributable  mortality  and 
-  hospital  .stay.  Am  J  Med.,  94(3),  281-288. 

’^'Gorina  Y,  Kelly  T,  Lubitz  J,  et  al.  (2008, 
February).  Trends  in  influenza  and  pneumonia 
among  older  persons  in  the  United  States.  Aging 
Trends  no.  8.  Retrieved  from  http://vi'ww.cdc.gov/ 
nc.hs/data/ahcd/agingtrends/08influenza.pdf. 

•'"Centers  for  Disease  Control  and  Prevention. 
(2011,  )une).  Post-procedure  pneumonia  (PPP) 
event.  Retrieved  from  http://i\'ww.cdc.gov/nhsn/ 
PDFs/pscManual/ 1  OpscPPPcurrent.pdf. 

’^"Centers  for  Disease  Control  and  Prevention. 
(2009,  March).  Pneumococcal  polysaccharide 
vaccine:  What  you  need  to  know.  Retrieved  from 
http://www.cdc.gov/vaccines/pubs/vis/downloads/ 
vis-ppv.pdf. 


education  or  on  delivery  of  the  vaccine. 
Commenters  expressed  that  providers 
should  be  able  to  use  medical  judgment 
in  delivering  the  vaccine  and  that 
facilities  should  not  be  penalized  for 
withholding  the  vaccine  from  patients 
with  contraindications.  Some 
commenters  believed  that  facilities 
should  not  be  penalized  if  a  patient 
refuses  the  vaccine.  Finally,  several 
commenters  requested  that  we  change 
the  name  of  the  m.easure  to  reflect  the 
applicability  to  the  LTCH  setting. 

Response:  As  we  noted  above,  the 
CDC  has  advised  that  the  ACIP 
guidelines  for  adult  and  pediatric 
pneumococcal  vaccination  are  currently 
being  re-evaluated,  and  that  the  measure 
specifications  might  change  as  a  result. 
For  that  reason,  we  are  not  finalizing 
this  measure  for  the  LTCHQR  Program 
at  this  time.  Once  we  receive  further 
guidance  from  the  CDC,  we  will 
consider  whether  to  re-propose  this 
measure  and  will  take  the  commenters’ 
concerns  into  account  at  that  time. 

Comment:  One  commenter  suggested 
that  CMS  take  responsibility  for  tracking 
vaccinations  and  sharing  this 
information  across  facilities.  Several 
commenters  were  concerned  about 
patients  who  received  the  vaccine 
outside  of  the  facility,  especially  for 
those  who  require  two  doses  of  the 
vaccine.  Other  commenters  expressed 
concerns  related  to  exclusions  and 
requested  that  patients  for  whom  the 
vaccination  was  contraindicated  or 
refused  to  be  excluded.  A  few 
commenters  remarked  that  LTCHs 
should  not  be  penalized  if  they  cannot 
obtain  records  from  outside  facilities  or 
if  patient  or  family  cannot  remember 
this  information,  as  long  as  it  has  made 
a  reasonable  effort  to  obtain 
information.  One  commenter  suggested 
that  this  measure  could  be  better 
addressed  through  a  change  in  Medicare 
CoP.  Further,  the  commenter  noted  that 
CMS  can  require  minimum  thresholds 
for  organizational  compliance  with  the 
measure_and  the  measure  is  better  for 
CoPs  rather  than  as  quality  measure. 

Response:  As  we  noted  above,  the 
CDC  has  advised  that  the  ACIP 
guidelines  for  adult  and  pediatric 
pneumococcal  vaccination  are  currently 
being  re-evaluated,  and  that  the  measure 
specifications  might  change  as  a  result. 
For  that  reason,  we  are  not  finalizing 
this  measure  for  the  LTCHQR  Program 
at  this  time.  Once  we  receive  further 
guidance  from  the  CDC,  we  will 
consider  whether  to  repropose  this 
measure  and  will  take  the  commenters’ 
concerns  into  account  at  that  time. 

Therefore,  after  consideration  of  the 
public  comments  we  received,  we  are 
not  adopting  the  proposed  measure 
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Percent  of  Residents  or  Patients 
Assessed  and  Appropriately  Given  the 
Pneumococcal  Vaccination  for  the 
LTCHQR  Program  at  this  time. 

(3)  LTCH  Quality  Measure  #3  for  the  FY 
2016  Payment  Determination  and 
Subsequent  Fiscal  Years  Payment 
Determinations:  Influenza  Vaccination 
Coverage  among  Healthcare  Personnel 
(NQF  #0431) 

For  the  FY  2016  payment 
determination  and  subsequent  fiscal 
years,  in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28097  through 
28098),  we  proposed  to  adopt  the  CDC- 
developed  Influenza  Vaccination 
Coverage  among  Healthcare  Personnel 
(NQF  #0431)  that  is  currently  collected 
by  the  CDC  via  the  NHSN:  Influenza 
Vaccination  Coverage  among  Healthcare 
Personnel  (NQF  #0431).  This  measure 
reports  on  the  percentage  of  health  care 
personnel  who  receive  the  influenza 
vaccination. 

As  previously  noted,  influenza  virus 
infections  are  a  major  source  of 
preventable  mortality  in  the  Medicare 
population.  Between  1976  and  2007, 
influenza  virus  infections  resulted  in  an 
average  of  23,607  influenza-related 
deaths  with  a  yearly  range  of  3,349  to 
48,615  deaths,  with  approximately  90 
percent  of  these  deaths  occurring  among 
persons  aged  65  or  older,  i®”  Health  care 
personnel  are  at  risk  for  both  acquiring 
influenza  from  patients  and  transmitting 
it  to  patients,  and  health  care  personnel 
often  come  to  work  when  ill.^®^  One 
early  report  of  health  care  personnel 
influenza  infections  during  the  2009 
HlNl  influenza  pandemic  estimated  50 
percent  of  infected  health  care 
personnel  had  contracted  the  influenza 
virus  from  patients  or  coworkers  in  the 
healthcare  setting.^®^ 

The  CDC  ACIP  guidelines  recommend 
that  all  health  care  personnel  get  an 
influenza  vaccine  every  year  to  protect 
themselves  and  patients.^®®  Even  though 
levels  of  influenza  vaccination  among 
health  care  personnel  have  slowly 
increased  over  the  past  10  years,  less 


'“Thompson  MG,  Shay  DK.  Zhou  H.  et  al. 
Estimates  of  deaths  associated  with  seasonal 
influenza — United  States.  1976-2007.  MMVVR  Morb 
Mortal  Wkly  Rep.  59(33):1057-1062. 

Wilde  JA.  McMillan  JA,  Serwint  J,  et  al. 
Effectiveness  of  influenza  vaccine  in  healthcare 
professionals:  A  randomized  trial.  JAMA.  1999;  281: 
908-913. 

Harriman  K,  Rosenberg  J.  Robinson  S,  et  al. 
Novel  influenza  A  (HlNl)  virus  infections  ^unong 
health-care  personnel — United  States,  April-May 
2009.  MMWR  Morb  Mortal  Wkly  Rep.  2009;  58(23): 
641-645. 

•■3  Fiore  AE.  Uyeki  TM.  Broder  K.  et  al. 
Preventiotiand  control  of  influenza  with  vaccines: 
Recommendations  of  the  Advisory  Committee  on 
Immunization  Practices  (ACIP),  2010.  MMWR 
Recomm  Rep.  2010.  59(08):  1-62. 


than  50  percent  of  health  care  personnel 
each  year  received  the  influenza 
vaccination  until  the  2009-2010  season, 
when  an  estimated  62  percent  of  health 
care  personnel  got  a  seasonal  influenza 
vaccination.  In  the  2010-2011  season, 
63.5  percent  of  health  care  personnel 
reported  influenza  vaccination.  Healthy 
People  2020  (Objective  IID-12.9)  set  a 
goal  of  90  percent  for  health  care 
personnel  influenza  vaccination. ^®‘?  It  is 
important  to  measure  influenza 
vaccination  of  health  care  personnel 
every  season  to  track  progress  toward 
this  objective  and  to  make  sure  that 
health  care  personnel  and  their  patients 
are  protected  from  influenza.®®® 

Increased  influenza  vaccination 
coverage  among  health  care  personnel  is 
expected  to  result  in  reduced  morbidity 
and  mortality  related  to  influenza  virus 
infection  among  patients,  aligning  with 
the  National  Quality  Strategy’s  aims  of 
better  care  and  healthy  people/ 
communities.  Further,  the  MAP 
supported  the  direction  of  this  measure 
and  believes  it  is  an  important  aspect  of 
care  in  LTCHs.®®® 

In  light  of  the  previously  described 
data  which  we  believe  reflects  the 
significant  impact  influenza  has  on 
Medicare  beneficiaries  in  the  LTCH 
setting,  in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28097),  we 
proposed  adopting  an  influenza 
measure.  Specifically,  we  proposed  to 
adopt  the  CDC-developed  Influenza 
Vaccination  Coverage  among  Healthcare 
Personnel  (NQF  #0431)  measure  for  the 
FY  2016  payment  determination  and 
subsequent  fiscal  year  payment 
determinations. 

We  also  noted  that  this  measure  was 
undergoing  NQF  review  as  part  of 
measure  maintenance.  As  a  result  of  this 
NQF  review,  the  measure  is  NQF- 
endorsed  and  specified  for  use  for  all 
acute  care  hospital  settings  (which 
includes  LTCHs).  We  proposed  this 
measure  because,  as  stated  previously,  it 
aligns  with  national  initiatives.  This 
measure  has  been  finalized  for  reporting 
in  the  Hospital  IQR  Program  and  the 
ASCQR  Program. 


*®<U.S.  Department  of  Health  and  Human 
Services.  Office  of  Disease  Prevention  and  Health 
Promotion.  (2011,  )une).  Healthy  People  2020: 
Immunization  and  infectious  diseases.  Retrieved 
from  http://\vww.healthypeople.gov/2020/ 
topic.sobjectives2020/overview.asDx?topicid=23. 

1*5  Lindley  MC.  Zhang  J,  Euler  C.  Health  care 
personnel  flu  vaccination  (2011,  November). 
Retrieved  from  http://wwi\’.cdc.gov/flu/pdf/ 
professionals/vaccination/ 1 1 12-healthcare.pdf. 

'**  National  Quality  Forum  (2012)  Input  on 
Measures  for  Consideration  by  HHS  for  2012 
Rulemaking.  Available;  http:// 
nn'ii’.quaiityfonim.org/WorkArea/ 
linkit.aspx?LinkIdentifier=id&ItemlD=69885.  pp. 
105. 


This  measure  reports  on  the 
percentage  of  health  care  personnel  who 
receive  the  influenza  vaccination. 

Health  care  personnel  refers  to  all  paid 
and  unpaid  persons  working  in  health 
care  settings,  contractual  staff  not 
employed  by  the  healthcare  facility,  and 
persons  not  directly  involved  in  patient 
care  but  potentially  exposed  to 
infectious  agents  that  can  be  transmitted 
to  and  from  health  care  personnel.  This 
measure  is  applicable  to  LTCHs  (we 
refer  readers  to  the  CDC/NHSN  Manual, 
Healthcare  Personnel  Safety  Component 
Protocol  Module,  Influenza  Vaccination 
and  Exposure  Management  Modules, 
which  is  available  at  the  CDC  Web  site 
at:  http://www.cdc.gov/nhsn/PDFs/ 
HSPmanual/HPSManual.pdf  for 
measure  specifications  and  additional 
details). 

We  proposed  that  data  collection  for 
this  measure  would  be  through  the 
CDC/NHSN  [http://v\'ww.cdc.gov/nhsn/). 
It  is  a  secure  Internet  based  surveillance 
system  maintained  by  the  CDC,  and  can 
be  utilized  by  all  types  of  health  care 
facilities  in  the  United  States,  including 
LTCHs.  NHSN  collects  data  via  a  Web- 
based  tool  hosted  by  the  CDC  and 
available  at:  http://www.cdc.nhsn.  For 
FY  2016  and  subsequent  fiscal  year 
payment  determinations,  we  proposed 
that  the  data  collection  would  cover  the 
period  from  October  1  through  Majch  31 
of  each  year,  which  corresponds  with 
how  NQF  specifies  this  measure  as  well 
as  other  endorsed  influenza  vaccination 
measures. 

CDC/NHSN  is  also  the  proposed  data 
collection  and  submission  framework 
for  reporting  on  CAUTI  and  CLABSI 
measures  for  the  FY  2015  payment 
determination.®®^  Details  related  to  the 
procedures  for  using  the  NHSN  for  data 
submission  and  information  on 
definitions,  numerator  data, 
denominator  data,  data  analyses,  and 
measure  specifications  for  the  Influenza 
Vaccination  Coverage  among  Healthcare 
Personnel  (NQF  #0431)  measure  can  be 
found  at  http://www.cdc.gov/nhsn/hps_ 
fIuVacc.html.  By  building  on  the  CDC/ 
NHSN  reporting  and  submission 
infrastructure,  we  intend  to  reduce  the 
administrative  burden  related  to  data 
collection  and  submission  for  this 
measure  under  the  LTCHQR  Program. 
For  additional  information  on  data 
collection  and  submission,  we  refer 


'*7  Medicare  Program;  Hospital  Inpatient 
Prospective  Payment  Systems  for  Acute  Care 
Hospitals  and  the  Long-Term  Care  Hospital 
Prospective  Payment  System  and  FY  2012  Rates; 
Hospitals’  FTE  Resident  Caps  for  Graduate  Medical 
Education  Payment,  Final  Rule.  Federal  Register 
(August  18,  2011;  76  FR  51745-51846).  Web. 
http://www.gpo.gOv/fdsys/pkg/FR-2011-08-18/pdf/ 
2011-19719.pdf. 
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readers  to  section  VIII. D. 6.  of  this 
preamble  to  this  final  rule. 

We  invited  public  comment  on  this 
proposed  measure  for  the  FY  2016 
payment  determination  arid  subsequent 
fiscal  years. 

Comment:  Many  commenters  fully 
supported  the  inclusion  of  the  proposed 
measure  in  the  LTCHQR  Program, 
stating  that  the  measure  has  been  tested 
in  multiple  settings,  and  supported  its 
extension  to  the  LTCH  setting.  A 
commenter  encouraged  the 
development  of  an  infrastructure  to 
allow  facilities  to  submit  summarized 
data  on  HCP  influenza  rates  to  avoid 
submission  of  information  unrelated  to 
the  measure.  Another  commenter 
encouraged  CMS  to  develop  the 
specifications  and  conduct  testing  for 
use  in  LTCHs. 

Response:  We  appreciate  the 
commenters’  strong  support  for  the  use 
of  this  measure.  CDC  added  aggregate 
reporting  of  healthcare  personnel 
influenza  vaccination  coverage  to 
NHSN.  The  measure  is  NQF-endorsed 
for  use  in  acute  care  hospital  settings 
including  LTCHs. 

Comment:  One  commenter  expressed 
concern  that  this  measure  is  not  an 
indicator  of  the  quality  of  care  provided 
by  LTCHs,  and  noted  that  LTCH 
patients  do  not  expire  due  to  health 
care-acquired  influenza. 

Response:  We  believe  that  healthcare 
personnel  vaccination  is  relevant  to  the 
issue  of  patient  safety.  Healthcare 
personnel  are  at  risk  for  both  acquiring 
influenza  from  patients  and  exposing 
patients  to  influenza,  and  health  care 
personnel  often  come  to  work  when 
ill  188  Further,  influenza  virus  infection 
is  common  among  healthcare  personnel. 
One  study  suggested  that  nearly  one-* 
quarter  of  healthcare  personnel  were 
infected  during  influenza  season,  but 
few  of  these  personnel  recalled  having 
influenza.^®®  In  the  2010—11  season, 

63.5  percent  of  healthcare  personnel 
reported  influenza  vaccination.  Healthy 
People  2020  (Objective  IID-12.9)  set  a 
goal  of  90  percent  for  health  care 
personnel  influenza  vaccination.’®®  It  is 
important  to  measure  influenza 


188  Wilde  lA,  McMillan  JA,  Serwint  J,  et  at. 
Effectiveness  of  influenza  vaccine  in  healthcare 
professionals:  A  randomized  trial.  JAMA  1999;  281; 
908-913. 

Elder  AG,  O’Donnell  B,  McCruden  EA,  et  al. 
Incidence  and  recall  of  influenza  in  a  cohort  of 
Glasgow  health-care  workers  during  the  1993—4 
epidemic:  Results  of  serum  testing  and 
questionnaire.  BMJ.  1996;  313:1241-1242. 

•^U.S.  Department  of  Health  and  Human 
Services,  Office  of  Disease  Prevention  and  Health 
Promotion.  (2011,  June).  Healthy  People  2020: 
Immunization  and  infectious  diseases.  Retrieved 
from  http://www.healthypeoplegov/2020/topics 
objectives2020/overview.aspx?topicid=23. 


vaccination  of  health  care  personnel 
every  season  to  track  progress  toward 
this  objective  and  to  make  sure  that 
healthcare  personnel  and  their  patients 
are  protected  from  influenza.’®’ 

Comment:  One  commenter  expressed 
concern  that  a  LTCH  should  not  be 
penalized  if  a  healthcare  worker  is 
offered,  but  declines,  to  receive  the 
influenza  vaccine  and  suggested  that 
refusals  be  counted  in  the  numerator. 

Response:  We  thank  the  commenter 
for  this  comment.  We  acknowledge  that 
there  may  be  vaccination  refusals.  In 
addition  to  including  healthcare 
personnel  who  received  a  vaccine  (at 
the  facility  or  documented  elsewhere), 
personnel  who  did  not  receive  the 
vaccine  due  to  contraindications,  and 
personnel  with  unknown  vaccination 
status,  the  numerator  statement  of  the 
measure  includes  healthcare  personnel 
who  “declined  influenza 
immunization.”  A  description  of  the 
measure  is  available  on  the  NQF  Web 
site  at:  http://www.quaIityforum.org/ 
QPS/0431.  Measure  specifications  are 
available  for  download  under  Candidate 
Consensus  Standards  Review: 
Immunizations:  0431 — Influenza 
Vaccination  Coverage  Among 
Healthcare  Personnel  on  the  NQF  Web 
site  at:  http://www.quaIityforum.org/ 
Projects/n-r/Population_HeaIth_ 

Prevention/PopulationHealth _ 

Prevention  Endorsement  Maintenance 
-  Phase  l  .aspx§t=2&'s=&-p=&'e=l  and 
as  part  of  the  Final  Report  of  NQF’s 
Population  Health — Prevention 
Endorsement  Maintenance  Phase  1  on 
the  NQF  Web  site  at:  http-.Z/wnArw. 
qualityforum.org/Projects/n-r/ 
Population  Health  Prevention/ 

Population  Health _ Prevention_ 

Endorsement_Maintenance_-_Phase_ 

1  .aspx#t=l&'s=&'p=. 

Comment:  One  commenter  suggested 
that,  rather  than  through  the  LTCHQR 
Program,  this  measure  could  be  better 
addressed  through  a  change  in  Medicare 
CoPs.  Further,  the  commenter  noted  that 
CMS  can  require  minimum  thresholds 
for  organizational  compliance  with  the 
measure  and  the  measure  is  better  for 
CoPs  rather  than  as  quality  measure. 

Response:  We  thank  this  commenter 
and  will  take  into  consideration  this 
input  during  our  work  on  the  Medicare 
CoP.  However,  at  this  time,  we  note  that 
in  light  of  the  evidence  outlined 
previously  and  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule,  particularly 
that  many  individuals  receiving  care  in 
the  LTCH  setting  are  elderly  and  within 
the  target  population  for  influenza 


Lindley  MC.  Zhang  J,  Euler  G.  Health  care 
personnel  flu  vaccination.  http  J Iwww.cdc.gov/pu/ 
pdf /professionals/ vaccination /1 112-healthcare.pdf. 


vaccination,  we  continue  to  believe  the 
measure  is  highly  relevant  for  the  LTCH 
setting  and  appropriate  to  include  in  the 
LTCHQR  Program.  Our  use  of  this 
measure  also  aligns  with  the  MAP’s 
support  of  the  direction  of  this  measure 
and  belief  that  it  is  an  important  aspect 
of  care  in  LTCHs. 

Further,  as  outlined  previously  and  in 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule,  this  measure  has  been  finalized  for 
reporting  in  the  Hospital  IQR  Program 
and  the  Ambulatory  Surgical  Centers 
Quality  Reporting  Program.  Hence,  we 
assert  that  this  measure  is  an  important 
aspect  of  patient  safety  in  all  care 
settings  including  LTCHs  as  outlined 
previously  and  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  Influenza  Vaccination 
Coverage  among  Healthcare  Personnel 
measure  as  proposed  (NQF  #0431)  for 
the  FY  2016  payment  determination  and 
subsequent  fiscal  years. 

(4)  LTCH  Quality  Measure  #4  fof  the 
FY  2016  Payment  Determination  and 
Subsequent  Fiscal  Years  Payment 
Determinations:  Ventilator  Bundle 
(Application  of  NQF  #0302) 

In  2009,  the  most  frequently  occurring 
diagnosis  in  the  LTCHs  was  MS-LTC- 
DRG  207  (Respiratory  Diagnosis  with 
Ventilator  Support  for  96  or  more 
Hours). ’,®2  Ventilator- Associated 
Pneumonia  (VAP)  is  a  costly,  often 
deadly  infection.  A  systematic  review  of 
VAP  found:  (1)  Between  10  percent  and 
20  percent  of  patients  receiving  greater 
than  48  hours  of  ventilation  will 
develop  VAP;  (2)  ill  patients  who 
develop  VAP  are  twice  as  likely  to  die 
as  compared  with  similar  patients 
without  VAP;  (3)  patients  with  VAP 
have  significantly  longer  lengths  of  stay; 
and  (4)  patients  who  have  VAP  incur 
over  $10,000  in  additional  hospital 
costs.’®® 

In  light  of  the  previously  described 
data  on  VAP  which  we  believe  reflects 
the  significant  impact  VAP  has  on 
Medicare  beneficiaries,  our  measure 
development  contractor  introduced  the 
VAP  measure  for  discussion  at  a 
technical  expert  panel  it  convened  on 
January  31,  2011.  The  TEP  identified 
VAP  as  important  for  the  LTCH  setting 
due  to  the  high  percentage  of  patients 


Medicare  Payment  Advisory  Commission 
(MedPAC).  (2011,  March).  Long-term  care  hospital 
services.  In  Report  to  the  Congress:  Medicare 
payment  policy  (pp.  231-256).  Washington,  DC: 
Retrieved  from  httpj/medpacv.gov/documents/ 
Marl  l_EntireReport.pdf. 

Safdar,  N.,  Dezfulian,  C.,  Collard,  H.,  Saint,  S. 
“Clinical  and  Economic  Consequences  of  Ventilator 
Associated  Pneumonia”.  Critical  Care  Medicine. 
2005:  33(10);  2184-93. 
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on  ventilators.  However,  the  panel 
noted  concerns  about  measuring  the  rate 
of  VAP  due  to  lack  of  a  consistent 
definition,  concerns  of  inter-rater 
reliability,  subjective  interpretation  of 
VAP,  and  variability  in  diagnosing  VAP. 

Our  measure  development  contractor 
reviewed  this  concept  again  and 
introduced  the  Ventilator  Bundle  (NQF 
#0302)  measure  developed  by  Institute 
of  Healthcare  Improvement  (IHI)  for 
discussion  to  address  some  the  concerns 
noted  previously  at  a  July  7,  2011  TEP 
meeting.  This  comprehensive  ventilator 
care-bundle  process  measure  is 
designed  to  facilitate  protocols  such  as 
weaning,  and  mitigate  ventilator-related 
infections,  such  as  VAP.  The  NQF- 
endorsed  ventilator  bundle  measure 
consists  of  four  components:  (1)  Head  of 
the  bed  elevation  >30°;  (2)  daily 
sedation  interruption  and  assessment  of 
readiness  to  wean;  (3)  peptic  ulcer 
disease  (PUD)  prophylaxis;  and  (4)  deep 
vein  thrombosis  (DVT)  prophylaxis.  The 
measure  steward,  IHI,  also  recommends 
a  fifth  element  be  added  to  the 
ventilator  bundle-process  measure: 
daily  oral  care  with  Chlorhexidine 
{http://m\'w.ihi.org/offerings/ 
MembershipsNetworks/MentorHospital 
Registry /Pages/VentilatorBundle.aspx). 

A  meta-analysis  of  oral  decontamination 
found  a  statistically  significant 
reduction  in  VAP  with  use  of  antiseptic 
oral  decontamination,  which  supports 
such  an  addition.'®^ 

We  recognize  that  the  Ventilator 
Bundle  (NQF  #0302)  measure  is 
currently  endorsed  for  ICU  patients  in 
the  acute  care  hospital  setting;  how'ever, 
we  believe  this  measure  is  highly 
relevant  for  the  LTCH  setting  because 
ventilator  patients  are  a  large  segment  of 
the  LTCH  patient  population  and  a 
process  measure  to  reduce  VAP  is 
important  and  relevant  for  the  LTCH 
setting.  In  addition,  the  MAP  supports 
the  direction  of  this  measure,  and  stated 
that  it  is  an  important  aspect  of  care  in 
LTCHs.’^^  Further,  we  proposed  this 
measure  because  it  supports  the 
National  Quality  Strategy  by  supporting 
better  and  safer  care  that  prevents 
infection  among  patients  at  risk  for 
VAP.  For  the  above-described  reasons, 
in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28099),  we  ' 
proposed  to  adopt  the  Ventilator  Bundle 


•**Chan,  E.,  Ruest.  A.,  Meade,  M.,  Cook.  D.  “Oral 
decontamination  for  prevention  of  pneumonia  in 
mechanically  ventilated  adults:  systematic  review 
and  meta-analysis”.  ftVf/.  2007;  334:  889. 

National  Quality  Forum  (2012)Input  on 
Measures  for  Consideration  by  HHS  for  2012 
Rulemaking.  Available;  http://\\vnv.qualityforum 
.org/WorLArea/linkit.aspx?lJnkJdentifie>^idB' 
ItemlD=698a5..  pp.  105. 


measure  (NQF  #0302)  for  application  in 
the  LTCH  setting. 

As  indicated  previously,  section 
1886(m)(5)(D)(ii)  of  the  Act  provides  the 
Secretary  with  authority  to  adopt  non- 
NQF-endorsed  measures.  We  reviewed 
the  NQF’s  consensus-endorsed 
measures  and  were  unable  to  identify 
any  NQF-endorsed  measures  for  the 
ventilator  bundle  in  the  LTCH  setting. 

We  are  unaware  of  any  other  measures 
for  the  ventilator  bundle  in  the  LTCH 
setting  that  have  been  approved  by 
voluntary  consensus  standards  bodies 
and  endorsed  by  NQF.  Therefore,  under 
the  authority  of  section  1886(m)(5)(D)(ii) 
of  the  Act,  we  proposed  adopting  the 
Ventilator  Bundle  (NQF  #0302)  measure 
for  application  in  the  FY  2016  LTCHQR 
Program  payment  determination  and 
subsequent  fiscal  year  payment 
determinations. 

We  further  noted  that  this  measure  is 
undergoing  endorsement  maintenance 
review  at  the  NQF  under  the  Patient 
Safety  Measures-Complications  Project. 
(http'J/ww’w.qualityforum.org/Projects/ 
n-r/ Patient  Safety  Measures _ 
Complications/Patient  Safety  Measures 
_Complications.aspx^t=2&‘s=&p=). 

We  proposed  that  data  collection  and 
submission  of  this  measure  will  be 
through  the  LTCH  CARE  Data  Set.  We 
intend  to  revise  the  LTCH  CARE  Data 
Set  to  include  new  items  to  evaluate 
LTCHs’  compliance  with  each  element 
of  the  ventilator  bundle  measure.  These 
items  will  be  based  on  the  data  elements 
of  the  ventilator  bundle  in  use  within 
hospitals  implementing  the  ventilator 
bundle  process  measure  (NQF  #0302).  A 
description  of  this  measure,  as  it  applies 
to  the  acute  care  setting,  is  available  on 
the  NQF  Web  site  at;  http:// 
www.quaii  tyforu  m .  org/ QPS/ 0302 . 

By  building  on  the  existing  LTCH 
reporting  and  submission  infrastructure, 
such  as  the  LTCH  CARE  Data  Set,  which 
will  be  used  by  LTCHs  for  data 
collection  beginning  October  1,  2012, 
we  intend  to  reduce  the  administrative 
burden  related  to  data  collection  and 
submission  for  this  measure  under  the 
LTCHQR  Program. 

We  invited  public  comment  on  this 
proposed  measure  for  the  FY  2016 
payment  determination  and  subsequent 
fiscal  years. 

Comment:  Many  commenters 
supported  use  of  the  Ventilator  Bundle, 
and  appreciated  CMS’  recognition  of 
ventilator-associated  pneumonia  as  a 
costly  and  deadly  infection  that  is 
highly  prevalent  in  LTCHs. 

Response:  We  agree  with  the 
commenters  that  ventilator-associated 
pneumonia  is  both  a  deadly  and  costly 
infection  that  is  highly  relevant  to  the 


LTCH  setting.  We  appreciate  the 
commenters’  support  of  this  measure. 

Comment:  Many  commenters 
expressed  concern  over  the  lack  of  NQF 
endorsement  of  the  measure  in  the 
LTCH  setting  and  it  not  being  fully 
supported  by  MAP.  One  commenter 
recommended  the  measure  be  further 
researched  in  the  LTCH  setting. 
Commenters  also  expressed  concern 
regarding  the  measure  being  under 
maintenance  review  under  NQFs 
infections  disease  project,  which  has  not 
begun  yet. 

Response:  While  we  realize  that  the 
MAP  did  not  fully  support  this  measure, 
it  supported  the  direction  of  the 
measure  and  stated  that  it  is  an 
important  aspect  of  care  in  LTCHs.  We 
also  agree  with  the  value  of  the  NQF 
endorsement  process.  We  proposed  an 
application  of  the  Ventilator  Bundle 
measure  (NQF  #0302)  with  the 
understanding  that  the  measure  was 
being  submitted  to  NQF  for 
maintenance  review  and  update.  Our 
expectation  was  that  the  measure  would 
be  re-endorsed  to  include  a  fifth  element 
(oral  cleansing  with  Chlorhexidine 
solution),  added  medical  exceptions  for 
each  of  the  five  components  of  the 
bundle,  and  expansion  to  settings 
beyond  the  ICU.  While  the  public 
comments  included  many  concerns 
related  to  this  proposal,  it  was  our 
expectation  that  many  of  these  concerns 
would  be  allayed  by  the  update  and 
expansion  of  the  measure. 

Subsequent  to  the  proposed  rule,  we 
learned  that  the  measure  steward,  the 
Institute  for  Healthcare  Improvement 
(IHI),  made  a  decision  to  withdraw  the 
Ventilator  Bundle  measure  ft-om 
consideration  for  NQF  re-endorserikent. 

After  consideration  of  the  public 
comments  we  received,  and  in  light  of 
the  IHI’s  withdrawal  of  this  measure 
from  the  NqF  re-endorsement  process, 
we  have  decided  to  not  finalize  the 
Ventilator  Bundle  measure  for  the 
LTCHQR  Program  at  this  time.  We  plan 
to  propose  an  updated  version  of  this 
measure  during  future  rulemaking. 

Comment:  Some  commenters  were 
concerned  about  the  measure  requiring 
peptic  ulcer  disease  prophylaxis, 
specifically  that  this  requirement  may 
put  patients  at  risk  of  Clostridium 
difficile  infections. 

Response:  We  appreciate  and  are 
aware  of  the  concerns  posed  these 
commenters;  however  there  is  also 
evidence  that  such  prophylaxis  is 
beneficial  to  ventilated  patients.  A 
prospective  cohort  study  found  patients 
on  mechanical  ventilation  more  than  48 
hours  had  15.6  times  the  odds  of 
developing  clinically  important 
gastrointestinal  bleeding.  A  multiple 
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regression  analysis  demonstrated  such 
ventilation  to  be  an  independent  risk 
factor.  The  same  study  further 
demonstrated  that  clinically  important 
gastrointestinal  bleeding  is  associated 
with  an  increase  in  mortality  The 
Institute  for  Health  Improvement,  the 
steward  of  this  measure,  also  notes  that 
peptic  ulcer  disease  is  a  risk  factor  that 
increases  the  mortality  and  morbidity  of 
ventilator  patients  and  should  be 
maintained  in  the  bundle.  They  have 
further  specified  that  if  a  patient  has  a 
medical  contraindication  to  any  element 
of  the  bundle,  as  evidenced  in  the 
medical  record,  the  patient  is 
considered  compliant  for  that 
element.^®^  However,  for  the  reasons  we 
noted  above,  we  are  not  adopting  this 
measure  in  this  final  rule. 

Comment:  One  commenter  noted  that 
daily  sedation  vacations  and  assessment 
or  readiness  to  wean  would  not  be 
applicable  to  LTCH  patients  because 
they  are  usually  not  orally  intubated 
and  often  may  not  be  sedated.  Another 
commenter  noted  that  there  is  no 
standard  definition  of  “wean.” 
Additional  commenters  noted  this 
measure  is  intended  for  short-term 
ventilator  patients. 

Response:  While  we  appreciate  this 
comment,  we  disagree  that  this  measure 
is  solely  intended  for  the  short-term 
ventilator  patient  that  is  orally 
intubated.  We  believe  that  this  measure 
is  intended  for  patients  dependent  on 
ventilators,  regardless  of  airway  tube 
placement  and  length  of  ventilator  use. 
Our  interpretation  of  the  intention  of 
this  measure  is  to  support  processes  that 
mitigate  complications  commonly 
associated  with  ventilator  use,  and  that 
it  is  not  solely  for  “ventilator  weaning.” 
However,  for  the  reasons  we  noted 
above,  we  are  not  adopting  this  measure 
in  this  final  rule. 

Comment:  One  commenter  requested 
that  each  element  of  the  ventilator 
bundle  be  modified  to  allow  for  the 
treating  physician  to  determine  if  it  is 
warranted  and  in  the  patient’s  best 
interest.  Specifically,  the  commenter 
requested  that  an  element  of  the  bundle 
should  only  be  applicable  if  it  is  not 
medically  contraindicated.  Another 
commenter  noted  that  failure  to 
accommodate  for  such  contraindications 
means  the  measure  is  not  patient- 
centered. 


’^Cook,  D.,  Griffith,  L.,  Walter,  S.,  Guyatt,  G., 
Meade,  M.,  Heyland,  D.,  Kirby,  A.,  Tryba,  A.  “The 
attributable  mortality  and  length  of  intensive  care 
unit  stay  of  clinically  important  gastrointestinal 
bleeding  in  critically  ill  patients”.  Critical  Care.  5. 

6  (2001):  368-375.  ' 

http://www.ihi.org/knowIedge/Pages/Changes/ 

ImplementtheVentilatorBundle.aspx. 


Response:  We  thahk  the  commenters 
for  the  measure  revision 
recommendations.  For  the  reasons  we 
noted  above,  we  are  not  adopting  this 
measure  in  this  final  rule.  We  will  take 
the  commenter’s  concerns  into  account 
if  we  consider  proposing  to  adopt  an 
updated  version  of  this  measure  in 
future  rulemaking. 

Comment;  Some  commenters  noted 
that  the  CDC  has  “decertified  the 
traditional  VAP  measure  used  within 
NHSN  and  is  currently  monitoring  the 
development  and  use  of  ventilator- 
associated  events”  and  requested  that 
we  delay  implementation  of  this 
measure  until  CDC  releases  an  updated 
definition  of  pertaining  to  ventilator- 
associated  pneumonia. 

Response:  We  are  aware  of  the  work 
the  CDC  is  doing  relative  to  the  VAP 
measure  and  ventilator  associated 
events,  and  we  are  encouraged  by  its 
efforts.  For  the  reasons  we  noted  above, 
we  are  not  adopting  this  measure  in  this 
final  rule.  We  will  take  the  commenters’ 
concern  into  account  if  we  consider 
proposing  to  adopt  an  updated  version 
of  this  measure  in  future  rulemaking. 

Comment:  Several  commenters 
believed  CMS  has  not  “clearly 
communicated  the  methods  by  which 
the  data  will  be  measured  and 
interpreted”  for  the  ventilator  bundle 
measure.  Further,  another  commenter 
noted  that  data  collection  for  this 
measure  “would  be  significant.” 

Response:  We  appreciate  the  concerns 
expressed  by  the  commenters  and  will 
take  them  into  account  if  we  consider 
proposing  to  adopt  this  measure  in 
future  rulemaking. 

Comment:  One  commenter  noted  that 
CMS  failed  to  identify  whether  the 
measure  is  an  outcome  measure  or  a 
process  measure.  Another  commenter 
encouraged  use  of  an  outcome-based 
measure. 

Response:  We  noted  in  the  proposed 
rule  that  the  ventilator  bundle  is 
comprehensive  process  measure 
designed  to  mitigate  ventilator-related 
infections,  such  as  VAP.  As  we  also 
noted,  an  outcome-based  measure  based 
on  ventilator-associated  pneumonia  was 
not  supported  by  technical  experts  due 
to  the  difficulty  in  defining  and 
diagnosing  the  condition.  > 

Comment:  One  commenter  noted  that 
while  CMS  convened  a  technical  expert 
panel  to  opine  on  a  ventilator  associated 
pneumonia  measure,  no  additional 
technical  expert  panels  was  held  to 
discuss  the  ventilator  bundle. 

Response:  Both  a  ventilator  associated 
pneumonia  measure  and  ventilator 
bundle  were  discussed  at  a  technical 
expert  panel  held  on  July  11,  2011.  The 
panel  was  supportive  of  the  ventilator 


bundle  measure  compiled  to  the 
ventilator-associated  pneumonia 
measure. 

After  consideration  of  the  public 
comments  we  received,  as  noted  above, 
we  are  not  adopting  this  measure  in  this 
final  rule. 

(5)  LTCH  Quality  Measure  #5  for  the 
FY  2016  Payment  Determination  and 
Subsequent  Fiscal  Year  Payment 
Determinations:  Restraint  Rate  per  1,000 
Patient  Days 

Restraints  are  used  to  control  behavior 
for  people  who  exhibit  disruptive, 
aggressive,  or  dangerous  behavior  in 
health  care  settings.  i9«.i99.2oo,2oi  fhe 
negative  outcomes  of  restraints  may 
include  strangulation,  loss  of  muscle 
tone,  decreased  bone  density  (with 
greater  susceptibility  for  fractures), 
pressure  sores,  increased  infections, 
decreased  mobility,  depression, 
agitation,  loss  of  dignity,  social 
isolation,  incontinence,  constipation, 
functional  decline,  abnormal  changes  in 
body  chemistry  and  muscular  function, 
and  in  some  cases,  patient 

death. 202.203. 204,205.206, 207. 208, 209,210, 211 


Sullivan-Marx  E,  Strumpf  N,  Evans  L,  et  al. 
Initiation  of  physical  restraint  in  nursing  home 
residents  following  restraint  reduction  efforts.  Res 
Nurs  Health.  1999:22:369-79. 

’^^Capezuti  E,  Evans  L,  Strumpf  N,  et  al.  Physical 
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Am  Geriatr  Soc.  1996;44:627-33. 

2™*  Castle  N,  Mor  V.  Physical  restraints  in  nursing 
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The  use  of  physical  restraints  also  often 
constitutes  a  disproportionate 
infringement  on  an  individuals’ 

autonomy.2i2.2i3 

Research  suggests  that  other  clinical 
interventions  are  more  effective  than 
restraints  in  preventing  injuries  from 
falls.  Interx'entions  involving 
physiologic  care,  psychosocial  care  and 
environmental  manipulation,  have  been 
shown  to  be  more  effective  than 
restraints,  generally  without  increasing 
staff  time  or  overall  cost  of 

treatment.2n-2i5.2i6.2i7.2i8.2i9 

The  principle  of  freedom  from 
physical  or  pharmacological  restraint  is 
generally  understood  and  accepted  by 
professional  and  academic 
organizations.  Groups  such  as  the 
National  Citizens’  Coalition  for  Nursing 
Home  Reform  (NCCNHR),  the 
.Alzheimer’s  Association,  and  the 
American  Physical  Therapy 
Association,  as  well  as  numerous 
nursing  homes  and  academic  medical 
research  institutions  are  involved  in 
limiting  the  use  of  restraints.  The  Untie 
the  Elderly  campaign  has  been  working 
since  1989  to  raise  public  awcU'eness  of 
restraint  abuse, 220  and  the  Advancing 
Excellence  in  America’s  Nursing  Homes 
has  recently  embedded  reduction  of  the 
use  of  restraints  in  nursing  homes  as 
part  of  an  overall  goal  to  increase 
resident  mobility  to  help  nursing  home 
staff  address  mobility  issues  including 
the  use  of  restraints,  walking,  range  of 
motion,  transfer,  and  prevention  of 
falls.221 
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J  .\m  Geriatr  Soc.  1997:45(6):675-81. 

270  Untie  the  Elderly  Web  site:  accessed  (anuary 
21.  2010.  at  http://ute.kendaloutrfiach.org/ 
Default.aspx 

771  Advancing  Excellence  in  America’s  Nursing 
Homes  Web  site:  accessed  March  24.  2012,  at  http: 
//tvww. nhqualitycampaign.org/fiJes/NewGoals_ 
0.l06J2.pdf  and  Physical  Restraints  Tracking  Tool 


CMS  and  other  Federal  agencies  have 
issued  several  regulations  regarding 
restraint  use  in  healthcare  settings.  In 
the  2006  Medicare  and  Medicaid 
Programs;  Hospital  Conditions  of 
Participation:  Patients’  Rights  final  rule 
(71  FR  71378  through  71428),  we  stated 
that  the  use  of  restraints  or  seclusion 
“may  only  be  imposed  to  ensure  the 
immediate  physical  safety  of  the  patient, 
a  staff  member,  or  others”  (71  FR 
71382).222  Additionally,  in  2010,  the 
Food  and  Drug  Administration’s 
Hospital  Bed  Safety  workgroup  released 
clinical  guidance  for  limiting  the  use  of 
bed  rails,  reflecting  concern  about  the 
safety  of  restraints. 223  Xq  better  align 

with  our  guidelines.  The  Joint 
Commission  updated  its  standards  to 
e.stablish  guidelines  limiting  the  use  of 
restraints  and  seclusion,  and  clarifying 
the  documentation  and  usage  protocols 
for  hospitals  In  20  09.224 
Recognizing  the  importance  of  a 
restraint  rate  measure,  our  measure 
development  contractor  convened  a 
technical  expert  panel  to  review 
restraint  measures  for  potential  use  in 
the  LTCHQR  Program.  The  TEP 
reviewed  several  NQF-endorsed 
measures  for  restraint  use,  including 
Restraint  Prevalence  (vest  and  limb 
only)  (NQF  #0203)  endorsed  for  short¬ 
term  acute  care  hospitals,  HBlPS-2 
Hours  of  Physical  Restraint  Use  (NQF 
#0640)  endorsed  for  inpatient 
psychiatric  facilities,  HBIPS-3  Hours  of 
Seclusion  Use  (NQF  #0641)  endorsed 
for  inpatient  psychiatric  facilities,  and 
Percent  of  Residents  who  were 
Physically  Restrained  (Long-Stay)  (NQF 
#  0687)  endorsed  for  residents  who  have 
been  in  the  nursing  home  for  over  100 
days.  We  note  the  measures  are  NQF- 
endorsed,  although  not  for  the  LTCH 
setting.  We  submitted  NQF  #0687 
mentioned  above  to  the  MAP  for 
consideration.  While  the  MAP 
supported  the  direction  of  this  measure, 
it  also  advised  the  measure  needed  to 
tested  in  and  specified  for  the  LTCH 
setting.  Subsequently,  we  also 
determined  that  all  four  of  the  above- 


vl.l  (December,  2011)  accessible  through  http:// 

www.nhqualitycampaign.org/fiJes/campaign_ 

updates.htmttcms. 

272  CMS  Medicare  and  Medicaid  Programs: 
Hospital  Conditions  of  Participation:  Patients’ 

Rights  final  rule.  2006.  Available  from  https://www. 

cms.gov/CFCsAndCoPs/downloads/finalpatient 

rightsrule.pdf. 

273  FDA  Hospital  Bed  Safety  Workgroup:  accessed 
January-  25,  2010.  Available  from:  http://www.fda. 
gov/MedicalDevices/ProductsandMedical 
Procedures/MedicalTooIsandSuppIies/Hospital 
Beds/ default.htm. 

22«  The  Joint  Commission.  Restraint/Seclusion  for 
hospitals  that  use  the  joint  commission  for  deemed 
status  purposes.  2009.  Available  from  http://www. 
jointcommission.org/standards_information/jcfaqde 
taiIs.aspx?StandardsFaq!d=260&^ogramId=  1 . 


referenced  NQF  measures  were  limited 
in  their  potential  to  produce  a 
meaningful  measurement  in  the  LTCH 
setting  since  these  measures  have  look 
back  and  monitoring  periods  that  are 
problematic  for  the  LTCH  setting. 

Upon  further  investigation,  we 
identified  the  “Restraint  Rate  per  1,000 
Patient  Days”  measure  which  was 
developed  by  the  National  Association 
of  Long  Term  Hospitals  (NALTH)  and  is 
a  non-core  measure  for  The  Joint 
Commission  ORYX  Initiative.  This 
measure  is  not  NQF-endorsed  but  it  is 
currently  specified  for  and  is  in  use  by 
some  LTCHs  that  submit  data  for  this 
measure  to  the  NALTH  Health 
Information  System.  Thus,  this  measure 
is  a  feasible  and  practical  measure  for 
LTCH  setting.  Therefore  we  believe  it 
addresses  the  concerns  raised  by  MAP 
with  respect  to  NQF  #0687  which  is  the 
need  for  specification  and  use  in  the 
LTCH  setting. 

After  review  of  the  previously 
referenced  NQF-endorsed  restraint 
measures,  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  28100),  we 
proposed  the  Restraint  Rate  per  1,000 
Patient  Days  measure  for  the  FY  2016 
LTCHQR  Program  payment 
determination  and  subsequent  fiscal 
year  payment  determinations  under  the 
authority  in  section  1886(m)(5)(D)(ii)  of 
,  the  Act.  We  proposed  to  use  the 
exception  authority  because  there  are  no 
NQF  endorsed  measures  on  restraints 
for  the  LTCH  setting.  Further,  as 
explained  previously,  we  have  given 
due  consideration  to  the  existing  NQF 
measures  on  restraints  (although  not 
endorsed  for  the  LTCH  setting)  and  we 
believe  they  are  not  appropriate  for  the 
LTCHQR  Program.  We  proposed  this 
measure  because  we  believe  it  is  a 
relevant,  scientifically  sound,  valid,  and 
an  important  measure  which  is  also 
feasible  for  data  collection  in  the  LTCH 
setting  compared  to  the  existing  NQF- 
endorsed  restraint  measures  previously 
discussed.  For  this  measure,  the 
measure  specifications  will  be  made 
available  on  the  LTCHQR  Program  Web 
site  at  http:/ /w\vw.cms.gov/LTCH- 
Quality-Heporting/. 

We  proposed  that  the  data  collection 
and  submission  of  this  measure  will  be 
through  the  LTCH  CARE  Data  Set.  This 
is  the  same  data  collection  and 
submission  framework  which  we  would 
use  to  support  LTCHs  for  reporting  on 
the  Percent  of  Residents  with  Pressure 
Ulcers  That  Are  New  or  Worsened 
(Short-Stay)  (NQF  #0678)  measure.225 


225  The  LTGH  CARE  Data  Set,  the  data  collection 
instrument  that  will  be  used  to  submit  data  on  this 
measure,  is  currently  approved  under  Paperwork 
Reduction  Act  (PRA)  review  by  the  Office  of 
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By  building  on  existing  data  reporting 
and  submission  infrastructure,  we 
intend  to  reduce  the  administrative 
burden  related  to  data  collection  and 
submission  for  this  measure  under  the 
LTCHQR  Program. 

We  invited  public  comment  on  this 
proposed  measure  for  the  FY  2016 
payment  determination  and  subsequent 
fiscal  year  payment  determinations. 

Comment:  Several  commenters 
expressed  support  for  inclusion  of 
Restraint  Rate  per  1,000  Patient  Days 
measure  in  the  LTCHQR  Program. 

Response:  We  appreciate  the 
commenters’  support  of  this  measure. 

Comment:  Several  commenters  stated 
that  this  measure  is  not  appropriate  for 
the  LTCH  setting  because  restraint  use 
is  often  necessary  and  medically 
appropriate  in  this  setting.  Commenters 
added  that  this  measure  has  not  been 
tested  in  the  LTCH  setting  and  that 
support  for  this  measure  relies  heavily 
on  data  obtained  regarding  restraint  use 
in  other  settings.  Commenters  remarked 
that  restraints  are  needed  to  prevent 
harm  to  the  patient  caused  by  removing 
necessary  tubes  and  lines  and  that 
patients  in  LTCHs  more  frequently 
receive  more  invasive  and  lifesaving 
treatments  when  compared  to  SNFs  and 
other  healthcare  settings  on  which  the 
data  supporting  this  measure  is  based. 

Response:  We  appreciate  the 
commenters’  concerns  that  restraint  use 
is  often  medically  appropriate  in  the 
LTCH  setting  and  that  a  measure  of 
restraint  use  would  thus  not  be 
appropriate  in  the  LTCH  setting.  We 
agree  that  there  are  occasions  in  which 
restraint  use  is  appropriate,  and  do  not 
intend  that  a  quality  measure  evaluating 
restraint  use  eliminate  all  uses  of 
restraint.  However,  there  are  many 
potential  negative  outcomes  of  restraints 
(strangulation,  loss  of  muscle  tone, 
decreased  bone  density,  pressure  sores, 
increased  infections,  decreased 
mobility,  depression,  agitation,  loss  of 
dignity,  social  isolation,  incontinence, 
constipation,  functional  decline, 
abnormal  changes  in  body  chemistry 
and  muscular  function,  patient  death, 
and  the  loss  of  autonomy  226,227,228,229. 

230.231,232.233.234.235.236.237.238)  gnd  reSearch 


Management  and  Budget.  It  is  discussed  in  a  PRA 
notice  that  appeared  in  the  September  2,  2011 
Federal  Register  (76  FR  54776).  The  OMB  Control 
Number  is  0938-1163.  The  file  number  for  the 
LTCH  PRA  package  is  CMS-10409. 

226  Castle  N,  Mor  V.  Physical  restraints  in  nursing 
homes;  a  review  of  the  literature  since  the  Nursing 
Home  Reform  Act  of  1987.  Med  Care  Res  Rev. 
1998:55(2);139-70. 

222  Williams  C,  Finch  C.  Physical  restraints:  not 
fit  for  woman,  man,  or  beast.  J  Am  Geriatr  Soc. 
1997;45:773-5. 

228  Sullivan-Marx  E.  Achieving  restraint-free  care 
of  acutely  confused  older  adults.  J  Gerontol 
Nurs.2001;27(4):56-61. 


suggests  that  other  clinical  interventions 
such  as  psychosocial  care  and 
environmental 

manipulation  239,240,241.242.243  more 

effective  than  restraints  in  preventing 
injuries  from  falls,  including 
physiologic  care.  Therefore,  we  cannot 
ignore  the  patient  safety  risks 
introduced  by  the  use  of  restraints  and 
the  need  to  reduce  their  use.  Our  goal 
is  to  implement  a  measure  which 
encourages  providers  to  think  more 
carefully  when  using  restraints  and  only 
use  restraints  when  absolutely 
necessary. 

Comment:  A  few  commenters 
expressed  concerns  regarding  the 
definition  and  specifications  of  this 
measure.  One  commenter  was 
specifically  concerned  that  this  measure 


229  Evans  L,  Strumpf  N,  Allen-Taylor  S.  et  at.  A 
clinical  trial  to  reduce  restraints  in  nursing  homes. 

J  Am  Geriatr  Soc.  1997;45(6):675-81. 

23ocapezuti  E,  Maislin  G,  Strumpf  N,  et  al.  Side 
rail  use  and  bed-related  fall  outcomes  among 
nursing  home  residents.  J  Am  Geriatr  Soc. 
2002;50(l):90-6. 

231  Parker  K,  Miles  S.  Deaths  caused  by  bed  rails. 

I  Am  Geriatr  Soc.  1997:45:797-802. 

232  Feinsod  FM,  Moore  M,  Levenson  S. 

Eliminating  full-length  bed  rails  from  long  term  care 
facilities.  Nurs  Home  Med.  1997;5:257-63. 

233  Minnick  AF,  MIon  LG,  Johnson  ME, 
Catrambone  C,  Lepzig  R.  Prevalence  and  variation 
of  physical  restraint  in  the  acute  care  setting  in  the 
US.  J  Nurs  Scholarsh.  2007;  39(1):  30-37. 

234  Parker  K,  Miles  SH.  Deaths  caused  by  bedrails. 

J  Am  Geriatr  Soc  1997;  45  (7):  797-802. 

235  Mohoney  JE.  Immobility  and  falls.  Clin  Geriatr 
Med.  1998.  14  (4):  699-726. 

236  Feinsod  FM,  Moore  M,  Levenson  S. 

Eliminating  full-length  bed  rails  from  long  term  care 
facilities.  Nurs  Home  Med.  1997;5:257-63.  Minnick 
AF,  Mlon  LC<  Johnson  ME<  Catrambone  C,  Lepzig 
R.  Prevalence  and  variation  of  physical  restraint  in 
the  acute  care  setting  int  eh  US.  J  Nurs  Scholarsh. 
2007;  39(1):  30-37.  Parker  K,  Miles  SH.  Deaths 
caused  by  bedrails.  J  Am  Geriatr  Soc  1997;  45  (7): 
797-802.  Mohoney  JE.  Immobility  and  falls.  Clin 
Geriatr  Med.  1998.  14  (4):  699-726  Inouye  SK, 
Wagner  DR.  Acompara  D,  et  al.  A  predictive  index 
for  functional  decline  in  hospitalized  elderly 
medical  patients.  J  Gen  Intern  Med.  1993: 

8(12):64 5-652. 

232Gastmans  C,  Milison  K.  Use  of  physical 
restraint  in  nursing  homes:  clinical-ethical 
considerations.  J  Med  Ethics.  2006;32:148-52. 

23«McBrian  B.  Exercising  restraint:  clinical,  legal 
and  ethical  considerations  for  the  patient  with 
Alzheimers’s  disease.  Accide  emeg  nurs.  2997  Apr 
15  (2):94-100. 

238Capezuti  E,  Evans  L,  Strumpf  N,  et  al.  Physical 
restraint  use  and  falls  in  nursing  home  residents.  J 
Am  Geriatr  Soc.  1996;44:627-33. 

240  Castle  N,  Mor  V.  Physical  restraints  in  nursing 
homes:  a  review  of  the  literature  since  the  Nursing 
Home  Reform  Act  of  1987.  Med  Care  Res  Rev. 
1998;55(2);139-70. 

241  Minnick  AF,  MIon  LC,  Johnson  ME, 

Catrambone  C,  Lepzig  R.  Prevalence  and  variation 
of  physical  restraint  in  the  acute  care  setting  int  eh 
US.  J  Nurs  Scholarsh.  2007;  39(1):  30-37.  i 

242  Williams  C,  Finch  C.  Physical  restraints:  not 
fit  for  woman,  man,  or  beast.  J  Am  Geriatr  Soc. 
1997;45:773-5. 

243  Sullivan-Marx  E.  Achieving  restraint-free  care 
of  acutely  confused  older  adults.  J  Gerontol  Nurs. 
2001:27(4);56-61. 


does  not  exclude  patients  who  were 
restrained  for  acute  anxiety  or  delirium 
and  does  not  clearly  define  whether 
restrains  would  be  mechanical, 
chemical  or  both.  Another  commenter 
suggested  that  this  measure  would 
compare  the  number  of  incidents  of 
restraint  per  1,000  days  and  should 
instead  record  the  amount  of  time  spent 
in  restraint  as  incidents  can  vary 
widely. 

Response:  We  appreciate  the 
comment  and  the  concern  for  ensuring 
that  the  measure  allows  for  the  proper 
use  of  restraints.  The  specifications  of 
the  Restraint  Rate  per  1,000  Patient  Days 
measure  clarify  that  the  numerator 
includes  “physical  restraints  according 
to  the  CMS  and  NQF  definition — ‘a 
physical  restraint  is  any  manual  method 
or  physical  or  mechanical  device, 
material,  or  equipment  attached  or 
adjacent  to  the  patient’s  body  that  he  or 
she  cannot  easily  remove  that  restricts 
freedom  of  movement  or  normal  access 
to  one’s  body.’  ’’  The  measure  excludes 
“Restraints  that  are  only  associated  with 
medical,  dental,  diagnostic  or  svu'gical 
procedures  and  are  based  on  the 
standard  practice  for  the  procedure.” 

In  developing  the  specifications  for  a 
quality  measure  that  measures 
restraints,  we  do  appreciate  that  some 
restraints  are  necessary  and  that  it  is  not 
possible  to  avoid  using  restraints  at  all 
times.  As  we  explain  below,  we  are  not 
finalizing  our  proposal  to  adopt  this 
measure  for  the  LTCHQR  Program  at 
this  time.  We  intend  to  implement  a 
quality  measure  which  reflects  the 
commenters’  concerns  and  encourages 
reduced  use  of  restraints  and  frequent 
re-evaluation  of  necessity. 

Comment:  Several  commenters 
expressed  concern  that  this  measure  is 
not  NQF-endorsed  and  encouraged  CMS 
to  use  measures  which  have  been  vetted 
through  the  NQF  process.  Commenters 
encouraged  CMS  to  harmonize  across 
settings  and  consider  using  the  Hours  of 
Physical  Restraint  Use  measure 
proposed  for  inclusion  in  the  IPFQR 
Program. 

Response:  We  appreciate  the 
comments  and  understand  the 
commenters’  concerns  that  this  measure 
is  not  NQF-endorsed.  A  technical  expert 
panel  hosted  by  our  development 
contractor  on  January  31,  2011  and 
September  27,  2011  recommended  the 
use  of  the  Restraint  Rate  per  1 ,000 
Patient  Days  in  the  LTCH  setting. 
However,  we  also  value  the  guidance  of 
NQF  and  appreciate  the  importance  of 
measures  that  help  us  achieve  our  goal 
of  harmonizing  measures  across 
settings. 

After  consideration  of  the  public 
comments  we  received,  we  are  not 
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adopting  the  Restraint  Rate  per  1,000 
Patient  Days  in  the  LTCHQR  Program. 
We  intend  to  further  consider  this  and 
other  measures  of  restraint  use, 
including  the  HBIPS-2  Hours  of 


Physical  Restraint  Use  (NQF  #0640).  We 
intend  to  propose  a  patient  restraint 
measure  for  the  LTCHQR  Program  in 
future  rulemaking. 


Set  out  helow  are  the  quality 
measures  for  the  FY  2016  payment 
determination  and  subsequent  payment 
determinations. 


NEW  Quality  Measures  for  the  FY  2016  LTCHQR  Program  Payment  Determination  and  Subseouent  Payment 

DETERMiumHONS 

NQF  Measure  ID 

Measure  title 

NQF  #0138  . 

NQF  #0139  . 

Application  of  NQF  #0678  . 

NQF  #0680  . .-. . 

NQF  #0431  . 

National  Health  Safety  Network  (NHSN)  Catheter-associated  Urinary  Tract  Infection  (CAUTI)  Outcome 
Measure.** 

National  Health  Safety  Network  (NHSN)  Central  line-associated  Blood  Stream  Infection  (CLABSI)  Outcome 
Measure.** 

Percent  of  Residents  with  Pressure  Ulcers  That  are  New  or  Worsened  (Short-Stay).** 

Percent  of  Residents  or  Patients  Who  Were  Assessed  and  Appropriately  Given  the  Seasonal  Influenza 
Vaccine  (Short-Stay)  * 

Influenza  Vaccination  Coverage  among  Healthcare  Personnel.* 

"Adopted  for  the  FY  2014  payment  determination  and  subsequent  payment  determinations. 
*  Adopted  for  the  FY  201 6  payment  determination  and  subsequent  payment  determinations. 


5.  Timeline  for  Data  Submission  Under 
the  LTCHQR  Program  for  the  FY  2015 
Payment  Determination 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28100),  for  the  FY 
2015  payment  determination,  we 
proposed  requiring  data  submission  on 
LTCH  discharges  occurring  from 
January'  1,  2013  through  December  31, 
2013  (CY  2013).  We  proposed  that 
LTCHs  would  follow  the  deadlines 
presented  in  the  table  below  to  complete 


submission  of  data  for  each  quarter  for 
each  proposed  measure  for  the  FY  2015 
payment  determination.  For  each 
quarter  outlined  in  the  table  below 
during  which  LTCHs  are  required  to 
collect  data,  we  proposed  a  final 
submission  deadline  occurring 
approximately  135  days  after  the  end  of 
each  quarter  by  which  all  data  collected 
during  that  quarter  must  be  submitted. 
We  believe  that  this  is  a  reasonable 
amount  of  time  to  allow  providers  to 
submit  data  and  make  any  necessary 


corrections  given  that  this  is  a  new 
quality  reporting  program. 

We  invited  public  comment  on  a 
proposed  submission  timeline  for  the 
FY  2015  payment  determination. 

We  did  not  receive  any  public 
comments.  We  are  finalizing  the  FY 
2015  timeline  for  data  submission,  as 
proposed. 

Set  out  below  is  the  timeline  for 
submission  of  LTCHQR  Program  quality 
data  for  the  FY  2015  payment 
determination. 


Timeline  for  Submission  of  LTCHQR  Program  Quality  Data  for  the  FY  2015  Payment  Determination 


Data  collection  timeframe;  CY  2013 

Final  submission  deadline 
for  data  related  to  the 
LTCH  Quality  Reporting 
Program  FY  2015  payment 
determination 

Q1  (January-March  2013) . 

Q2  (April-June  2013)  . 

Q3  (July-September  2013)  . 

Q4  (October-December  2013)  . 

. . . 

August  15,  2013. 

1  November  15,  2013. 

1  February  15,  2014. 

1  May  15,  2014. 

6.  Timeline  for  Data  Submission  Under 
the  LTCHQR  Program  for  the  FY  2016 
Payment  Determination 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28101),  for  the  FY 
2016  payment  determination,  we 
proposed  to  require  data  submission  on 
LTCH  discharges  occurring  from 
January  1,  2014  through  December  31, 
2014  (CY  2014).  We  proposed  this 
timeframe  because  we  believe  this  will 
provide  sufficient  time  for  LTCHs  and 
CMS  to  put  processes  and  procedures  in 
place  to  meet  the  additional  quality 
reporting  requirements.  We  proposed 
that  LTCHs  would  follow  the  deadlines 
presented  in  the  table  below  to  complete 
submission  of  data  for  each  quarter.  For 
each  quarter  outlined  in  the  table  below 


during  which  LTCHs  are  required  to 
collect  data,  we  proposed  a  final 
deadline  occurring  approximately  45 
days  after  the  end  of  each  quarter  by 
which  all  data  collected  during  that 
quarter  must  be  submitted.  We  believe 
that  this  is  a  reasonable  amount  of  time 
to  allow  LTCHs  to  submit  data  and 
make  any  necessary  corrections.  We  also 
proposed  that  similar  calendar  year 
collection  and  submission  deadlines 
would  apply  to  future  years  payment 
determinations. 

We  invited  public  comment  on  a 
proposed  submission  timeline  for  the 
FY  2016  payment  determination. 

Comment:  One  commenter  objected  to 
the  reduction  of  the  submission 
timeframe  from  135  days  to  45  days 
after  each  quarter. 


Response:  During  the  early  phase  of 
-LTCHQR  Program,  recognizing  that 
LTCHQR  Program  is  a  new  reporting 
requirement  for  LTCHs,  we  are  allowing 
135  days  after  each  quarter  for 
submission  of  data  for  the  FY  2014  and 
FY  2015  payment  update 
determinations.  For  the  FY  2016 
payment  determination,  we  will  allow 
45  days  and  believe  this  is  sufficient 
time  for  LTCHs  to  submit  data  because 
they  will  have  had  an  opportunity  to 
become  familiar  with  the  data, 
submission  requirements. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  timeline  for  FY  2016,  as 
proposed.  Set  out  below  is  the  timeline 
for  submission  of  LTCHQR  Program 
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quality  data  for  the  FY  2016  payment 
determination. 

Timeline  for  Submission  of  LTCHQR  Program  Quality  Data  for  the  FY  2016  Payment  Determination  and 

Subsequent  Fiscal  Year  Payment  Determinations 


I  Final  submission  deadlines 

Data  collection  timef-ame:  CY  2014  :  oI9c  Program 

I  FY  2016  payment 
determination 


May  15,  2014 
August  15,  2014 
November  15,  2014 
February  15,  2015 


01  (January-March  2014) . 

02  (April-June  2014)  . 

03  (July-September  2014)  .... 
04  (October-December  2014) 


7.  Public  Display  of  Data  Quality 
Measures 

Under  section  1886(m)(5KE)  of  the 
Act,  the  Secretary  is  required  to 
establish  procedures  for  making  any 
quality  data  submitted  by  LTCHs  under 
section  1886(m)(5)(C)  of  the  Act 
available  to  the  public.  In  addition, 
section  1886{m)(5)(E)  of  the  Act  requires 
that  such  procedures  shall  ensure  that  a 
LTCH  has  the  opportunity  to  review  the 
data  that  is  to  be  made  public  with 
respect  to  its  facility,  prior  to  such  data 
being  made  public.  In  addition,  the 
statute  requires  that  the  Secretary  shall 
report  quality  measures  that  relate  to 
services  furnished  in  LTCHs  on  our 
-  Internet  Web  site.  Therefore,  the 
Secretary  will  publicly  report  quality 
measure  data  that  is  reported  under  the 
LTCHQR  Program.  We  did  not  propose 
procedures  or  timelines  for  public 
reporting  of  LTCHQR  Program  data  in 
the  proposed  rule. 

Comment:  One  commenter  urged 
CMS  to  publicly  report  the  LTCHQR 
Program  data  on  Hospital  Compare. 

This  commenter  further  noted  that  the 
lack  of  established  procedures  or 
timelines  for  public  reporting  of  these 
data  is  inappropriate  and  does  not 
reflect  the  commitment  to 
accountability  and  transparency  CMS 
has  shown  in  other  quality  reporting 
programs.  Another  commenter  noted 
that  a  preview  period  of  quality  reports 
prior  to  their  being  made  public  must  be 
present. 

Response:  We  agree  with  these 
commenters.  We  appreciate  the  need  for 
accountability  and  transparency  for  the 
LTCHQR  Program  similar  to  our  other 
quality  reporting  programs.  To  this  end, 
we  are  continuing  to  undertake  efforts  to 
establish  procedures  and  a  timeline  for 
the  public  reporting  of  data  for  the 
LTCHQR  Program  and  we  will 
communicate  this  information  as  soon 
as  it  is  available.  Further,  similar  to  our 
other  quality  reporting  programs,  we 
will  provide  for  a  preview  period  of 
quality  reports  under  the  LTCHQR 


Program  prior  to  making  quality  data 
public. 

E.  Quality  Reporting  Requirements 
Under  the  Ambulatory  Surgical  Center 
Quality  Reporting  (ASCQR)  Program 

1.  Background 

Section  109(b)  of  the  Medicare 
Improvements  and  Extension  Act  of 
2006,  under  Division  B,  Title  I  of  the 
Tax  Relief  and  Health  Care  Act  of  2006, 
Public  Law  109-432  (MIEA-TRHCA) 
ainended  section  1833(i)  of  the  Act  by 
redesignating  clause  (iv)  as  clause  (v) 
and  adding  new  clause  (iv)  to  paragraph 
(2)(D)  and  by  adding  new  paragraph  (7). 
Section  1833(i){2)(D)(iv)  of  the  Act 
authorizes,  but  does  not  require,  the 
Secretary  to  implement  the  revised  ASC 
payment  system  “in  a  manner  so  as  to 
provide  for  a  reduction  in  any  annual 
update  for  failure  to  report  on  quality 
measures  in  accordance  with  paragraph 
(7).”  Paragraph  (7)  contains 
subparagraphs  (A)  and  (B). 
Subparagraph  (A)  of  paragraph  (7)  states 
the  Secretary  may  provide  that  an  ASC 
that  does  not  submit  “data  required  to 
be  submitted  on  measures  selected 
under  this  paragraph  with  respect  to  a 
year’’  to  the  Secretary  in  accordance 
with  this  paragraph  will  incur  a  2.0 
percentage  point  reduction  to  any 
annual  increase  provided  under  the 
revised  ASC  payment  system  for  such 
year.  It  also  specifies  that  this  reduction 
applies  only  with  respect  to  the  year 
involved  and  will  not  be  taken  into 
account  in  computing  any  annual 
increase  factor  for  a  subsequent  year. 

Subparagraph  (B)  of  paragraph  (7) 
states  “[ejxcept  as  the  Secretary  may 
otherwise  provide,”  the  provisions  of 
subparagraphs  (B)  through  (E)  of 
paragraph  (17)  of  section  1833(t)  of  the" 
Act,  which  contain  requirements  for 
quality  reporting  for  hospital  outpatient 
services,  “shall  apply  with  respect  to 
services  of  [ASCsJ  under  this  paragraph 
in  a  similar  manner  to  the  manner  in 
which  they  apply  under  such 
paragraph”  and  any  reference  to  a 


hospital,  outpatient  setting,  or 
outpatient  hospital  services  is  deemed  a 
reference  to  an  ASC,  the  setting  of  an 
ASC,  or  services  of  an  ASC, 
respectively.  Pertinent  to  this  proposed 
rule  are  subparagraphs  (B)  and  (E)  of 
section  1833(t)(17)  of  the  Act. 
Subparagraph  (B)  of  section  1833(t)(17) 
of  the  Act  requires  subsection  (d) 
hospitals  to  “submit  data  on  measures 
selected  under  this  paragraph  to  the 
Secretary  in  a  form  and  manner,  and  at 
a  time,  specified  by  the  Secretary  for 
purposes  of  this  paragraph.” 
Subparagraph  (E)  of  section  1833(t)(17) 
of  the  Act  requires  the  Secretary  to 
“establish  procedures  tor  making  data 
submitted  under  this  paragraph 
available  to  the  public.”  Further,  these 
procedures  shall  ensure  that  hospitals 
have  the  opportunity  to  review  the  data 
before  these  data  are  made  public. 
Additionally,  the  Secretary  must  “report 
quality  measures  of  process,  structure, 
outcome,  pa^'ents’  perspectives  on  care, 
efficiency,  aii  i  costs  of  care  that  relate 
to  services  furnished  in  outpatient 
settings  in  hospitals”  on  CMS’  Internet 
Web  site. 

Thus,  subsections  (i)(7)(B)  and 
(t)(17)(B)  of  section  1833  of  the  Act,  read 
together,  require  that  ASCs  submit 
quality  data  in  a  form  and  manner,  and 
at  a  time,  that  the  Secretary  specifies. 
Pertinent  to  this  final  rule,  subsections 
(i)(7)(B)  and  (t)(17)(B)  of  section  1833  of 
the  Act,  read  together,  require  the 
Secretary  to  establish  procedures  for 
making  data  submitted  available  to  the 
public  and  to  report  quality  measures  of 
process,  structure,  outcome,  patients’ 
perspectives  on  care,  efficiency,  and 
cost  of  care  that  relate  to  services 
furnished  in  ASCs  on  CMS’  Internet 
Web  site.  Subsection  (i)(7)(B)  of  section 
1833  of  the  Act  also  specifies  that  these 
provisions  apply  except  as  the  Secretary 
may  otherwise  provide. 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period,  we  finalized  our 
proposal  to  implement  the  ASC  Quality 
Reporting  (ASCQR)  Program  beginning 
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with  the  CY  2014  payment 
determination  (76  FR  74492  through 
74517).  We  adopted  claims-based 
measures  for  the  CY  2014  payment 
determination  for  services  furnished 
between  October  1.  2012  and  December 
31,2012.  For  the  CY  2015  payment 
determination,  we  adopted  tbe  same 
claims-based  measures  as  adopted  for 
the  CY  2014  payment  determination  and 
two  structural  measures.  We  did  not 
specify’  the  data  collection  period  for  the 
claims-based  measures  for  the  CY  2015 
payment  determination,  but  specified 
that  reporting  for  the  structural 
measures  would  be  between  July  1,  2013 
and  August  15,  2013,  for  services 
furnished  between  January  1,  2012  and 
December  31,  2012,  using  an  online 
measure  submission  Web  page  available 
at:  http://w^v\v.QuaIityNet.o^g.  For  the 
CY  2016  payment  determination,  we 
adopted  the  same  claims-based  and 
structural  measures  as  adopted  for  the 
CY  2015  payment  determination  and 
one  process  of  care  measure.  We  did  not 
specify  the  data  collection  period  for  the 
claims-based  or  structural  measures,  but 
specified  that  data  collection  for  the 
process  of  care  measure  would  be  via' 
the  National  Healthcare  Safety  Network 
beginning  on  October  1,  2014,  and 
continuing  through  March  31,  2015. 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74515),  we 
indicated  our  intent  to  issue  proposals 
for  administrative  requirements,  data 
validation  and  completeness 
requirements,  and  reconsideration  and 
appeals  processes  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  rather  than  in 
the  CY  2013  OPPS/ASC  proposed  rule 
because  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  is  scheduled  to  be 
finalized  earlier  and  before  data 
collection  for  the  CY  2014  payment  . 
determination,  which  is  to  begin  with 
services  furnished  on  October  1,  2012. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28101  through 
28105),  we  issued  proposals  for 
administrative  requirements,  data 
completeness  requirements, 
extraordinary  circumstance  waiver  or 
extension  requests,  and  a 
reconsideration  process.  As  discussed 
below,  we  did  not  propose  to  validate 
claims-based  and  structural  measures. 
Further,  we  intend  to  address  appeals  of 
reconsideration  decisions  in  a  future 
rulemaking.  To  be  eligible  to  receive  the 
full  annual  increase,  we  proposed  that 
ASCs  must  comply  with  the 
requirements  specified  below  for  the 
respective  payment  determination  year. 

We  invited  public  comment  on  these 
•  proposals. 


2.  Requirements  for  Reporting  Under  the 
ASCQR  Program 

a.  Administrative  Requirements 

(1)  Requirements  Regarding  QualityNet 
Account  and  Administrator  for  the  CYs 

2014  and  2015  Payment  Determinations 

A  QualityNet  account  is  required  to 
submit  quality  measure  data  to  the 
QualityNet  Web  site  and,  in  accordance 
with  CMS  policy,  a  QualityNet 
administrator  is  necessary  to  set-up  a 
user  account  for  the  purpose  of 
submitting  this  information  to  the 
QualityNet  Web  site.  The  main  purpose 
of  a  QualityNet  administrator  is  to  serve 
as  a  point  of  contact  for  security 
purposes  for  quality  reporting  programs. 
We  believe  from  our  experience  that  a 
QualityNet  administrator  typically 
fulfills  a  variety  of  tasks  related  to 
quality  reporting,  such  as  creating, 
approving,  editing,  and  terminating 
QualityNet  user  accounts  within  an 
organization,  and  monitoring 
QualityNet  usage  to  maintain  proper 
security  and  confidentiality  measures. 
Thus,  we  highly  recommend  that  ASCs 
have  and  maintain  a  QualityNet 
administrator.  However, -in  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule  (77  FR 
28102),  we  did  not  propose  that  ASCs 
be  required  to  do  so  for  the  CY  2014 
payment  determination  because  ASCs 
are  not  required  to  submit  data  to  the 
quality  data  warehouse  for  the  CY  2014 
payment  determination  (76  FR  74504) 
and  we  do  not  want  to  unduly  burden 
ASCs  by  requiring  ASCs  to  have  a 
QualityNet  administrator.  We  note  that 
a  QualityNet  account  is  not  necessary  to 
access  information  that  is  posted  to  the 
QualityNet  Web  site,  such  as 
specifications  manuals  and  educational 
materials. 

As  finalized  in  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period  (76 
FR  74504  through  74509),  for  the  CY 

2015  payment  determination,  we 
require  ASCs  to  submit  structural 
measure  data  to  the  QualityNet  Web 
page.  To  enter  these  data  into  our  data 
system,  we  proposed  that  ASCs  will 
need  to  identify  and  register  a 
QualityNet  administrator  who  follows 
the  registration  process  located  on  the 
QualityNet  Web  site  and  submits  the 
information  as  specified  on  this  site. 
Because  submission  of  structural 
measure  data  is  not  required  until  the 
July  1,  2013  to  August  15,  2013  time 
period,  we  proposed  that  ASCs  would 
be  required  to  have  a  QualityNet 
administrator  at  the  time  facilities 
submit  structural  measure  data  in  2013 
for  the  CY  2015,payment  determination, 
which  is  no  later  than  August  15,  2013. 
ASCs  may  have  a  QualityNet 


administrator  prior  to  this  date,  but  we 
did  not  propose  that  ASCs  be  required 
to  do  so. 

We  note  that  there  are  necessary 
mailing  and  processing  procedures  for 
having  a  QualityNet  administrator 
assigned  by  CMS  separate  from 
completion  of  the  forms  by  the  ASC  that 
can  require  significant  time  to  complete 
and  we  strongly  caution  ASCs  to  not 
wait  until  the  deadline  to  apply; 
instead,  we  recommend  allowing  a 
minimum  of  2  weeks,  while  strongly 
suggesting  allowing  additional  time 
prior  to  the  deadline  to  submit  required 
documentation  in  case  of  unforeseen 
issues.  Because  ASCs  will  need  a 
QualityNet  administrator  only  to  have 
the  ability  to  set  up  a  user  account  for 
the  purpose  of  submitting  structural 
measure  data  once  a  year,  we  proposed 
that  ASCs  would  not  be  required  to 
maintain  a  QualityNet  administrator 
after  the  entry  of  the  structural  measure 
data  in  2013  for  the  CY  2015  payment 
determination.  Although  we  highly 
recommend  that  ASCs  have  and 
maintain  a  QualityNet  administrator,  we 
believe  that  requiring  an  ASC  to 
maintain  a  QualityNet  administrator 
throughout  the  year  would  increase  the 
burden  on  ASCs. 

We  invited  public  comment  on  these 
proposals. 

Comment:  Some  commenters 
supported  not  requiring  ASCs  to 
maintain  a  QualityNet  administrator 
until  2013,  but  recommended  that  the 
inactivity  deactivation  window  be 
extended  to  one  year  because  many 
ASCs  will  need  to  access  their  accounts 
solely  on  an  annual  basis. 

Response:  We  appreciate  the 
commenters’  support.  We  understand 
the  commenters’  concerns  that  the 
QualityNet  accounts  may  be  deactivated 
because  ASCs  would  not  be  submitting 
data  frequently.  As  a  commenter  noted 
in  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74515), 
QualityNet  accounts  are  automatically 
deactivated  after  a  120-day  period  of 
inactivity  in  accordance  with  CMS 
security  policy.  Both  the  length  of  this 
timeframe  and  the  requirement  to 
maintain  a  QualityNet  administrator 
when  a  facility  is  submitting  data  to  a 
CMS  system  are  dictated  by  our  security 
policy.  If  an  account  is  deactivated  due 
to  inactivity,  it  can  be  reactivated  by 
contacting  the  QualityNet  Help  Desk; 
contact  information  for  the  QualityNet 
Help  Desk  is  located  on  the  QualityNet 
Web  site. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposals  without 
modification  that  ASCs  will  need  to 
identify  and  register  a  QualityNet 
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administrator  who  follows  the 
registration  process  located  on  the 
QualityNet  Web  site  and  submits  the 
information  as  specified  on  this  site  and 
that  ASCs  would  be  required  to  have  a 
QualityNet  administrator  at  the  time 
facilities  submit  structural  measure  data 
in  2013  for  the  CY  2015  payment 
determination,  which  is  no  later  than 
August  15,  2013. 

(2)  Requirements  Regarding 
Participation  Status  for  the  CY  2014 
Payment  Determination  and  Subsequent 
Payment  Determination  Years 

We  finalized  in  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period  a 
policy  to  consider  an  ASC  as 
participating  in  the  ASCQR  Program  for 
the  CY  2014  payment  determination  if 
the.ASC  includes  Quality  Data  Codes 
(QDCs)  specified  for  the  Program  on 
their  CY  2012  claims  relating  to  the 
finalized  measures  (76  FR  74516). 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28103),  we 
proposed  that  once  an  ASC  submits  any 
quality  measure  data,  it  would  be 
considered  as  participating  in  the 
ASCQR  Program.  Further,  we  proposed 
that,  once  an  ASC  submits  any  quality 
measure  data  and  is  considered  to  be 
participating  in  the  ASCQR  Program,  an 
ASC  would  continue  to  be  considered 
participating  in  the  Program,  regardless 
of  whether  the  ASC  continues  to  submit 
quality  measure  data,  unless  the  ASC 
withdraws  from  the  Program  by 
indicating  on  a  participation  form  that 
it  is  withdrawing,  as  discussed  below. 
For  example,  if  an  ASC  includes  any 
QDCs  on  its  claims  for  the  CY  2014 
payment  deterinination,  it  would  be 
considered  participating  in  the  ASCQR 
Program  for  the  CY  2014  payment 
determination  and  for  every  subsequent 
payment  determination  unless  the  ASC 
withdraws.  Likewise,  if  an  ASC  did  not 
submit  any  QDCs  for  the  CY  2014 
payment  determination,  but  submitted 
quality  measure  data  for  the  CY  2015 
■payment  determination,  the  ASC  would 
be  considered  participating  in  the 
ASCQR  Program  starting  with  the  CY 
2015  payment  determination  and 
continuing  for  subsequent  payment 
determinations  unless  the  ASC 
withdraws  from  the  Program. 

We  considered  whether  to  propose 
that  an  ASC  be  required  to  complete  and 
submit  a  notice  of  participation  form  for 
the  CY  2015  payment  determination  or 
subsequent  payment  determination 
years  to  indicate  that  the  ASC  is 
participating  in  the  ASCQR  Program  as 
we  require  for  hospitals,  but  decided 
against  this  proposal  because  we  were 
concerned  about  the  burden  on  ASCs. 
We  believe  these  proposals  will  reduce 


burden  on  ASCs  while  accomplishing 
the  purpose  of  notifying  CMS  of  an 
ASC’s  participation  in  the  ASCQR 
Program. 

We  proposed  that  any  and  all  quality 
measure  data  submitted  by  the  ASC 
while  participating  in  the  ASCQR 
Program  could  be  made  publicly 
available.  This  policy  would  allow  us  to 
provide  information  on  the  quality  of 
care  provided  to  Medicare  beneficiaries 
which  promotes  transparency. 

We  proposed  that,  once  an  ASC 
submits  quality  measure  data  indicating 
its  participation  in  the  ASCQR  Program, 
an  ASC  must  complete  and  submit  an 
online  participation  form  indicating 
withdrawal  to  withdraw  from  the 
Program.  This  form  would  be  located  on 
the  QualityNet  Web  site  starting  in  July 

2013.  We  proposed  that  an  ASC  would 
indicate  on  the  form  the  initial  payment 
determination  year  to  which  the 
withdrawal  applies.  We  proposed  a 
different  process  for  ASCs  to  withdraw 
from  participation  than  the  process  we 
proposed  for  an  ASC  to  participate  in 
the  ASCQR  Program  because  of  the 
payment  implications  of  withdrawal. 

We  proposed  that,  in  withdrawing  froth 
the  Program,  the  ASC  would  incur  a  2.0 
percentage  point  reduction  in  its  annual 
payment  update  for  that  payment 
determination  year  and  any  subsequent 
payment  determination  year(s)  in  which 
it  is  withdrawn. 

We  will  not  make  quality  measure 
data  publicly  available  for  that  payment 
determination  year  and  any  subsequent 
payment  determination  year(s)  for 
which  the  ASC  is  withdrawn  from  the 
Program. 

We  proposed  that  an  ASC  would 
continue  to  be  deemed  withdrawn 
unless  the  ASC  starts  submitting  quality 
measure  data  again.  Once  an  ASC  starts 
submitting  quality  measure  data,  the 
ASC  would  be  considered  participating 
unless  the  ASC  withdraws,  as  discussed 
above.  Again,  we  believe  that  these 
proposals  would  reduce  the  burden  on 
ASCs  of  having  to  notify  CMS  as  to 
when  they  are  participating. 

We  proposed  that  an  ASC  can 
withdraw  from  the  Program  at  any  time 
up  to  August  31,  2013  for  the  CY  2014 
payment  determination;  we  anticipate 
that  this  will  be  the  latest  date  possible 
to  allow  an  ASC  to  withdraw  before 
payment  determinations  affecting  CY 
2014  payment  are  made.  We  proposed 
that  an  ASC  can  withdraw  from  the 
Program  at  any  time  up  to  August  31, 

2014,  for  the  CY  2015  payment 
determination.  We  will  propose 
withdrawal  dates  for  later  payment 
determinations  in  future  rulemakings. 

We  proposed  that  these 
administrative  requirements  would 


apply  to  all  ASCs  designated  as  open  in 
the  CASPER  system  before  January  1 , 
2012,  for  the  CY  2014  payment 
determination.  Because  ASCs  are  not 
required  to  include  QDCs  on  claims 
until  October  2012  for  the  CY  2014 
payment  determination,  an  ASC 
designated  as  open  in  the  CASPER 
system  before  January  1,  2012,  would  be 
operating  for  at  least  10  months  before 
having  to  report  any  data.  We  believe 
this  would  be  a  sufficient  amount  of 
time  for  ASCs  to  be  established  to  report 
quality  data  for  the  CY  2014  payment 
determination. 

For  the  CY  2015  payment 
determination,  we  proposed  that  these 
administrative  requirements  would 
apply  to  all  ASCs  designated  as  open  in 
the  CASPER  system  for  at  least  4 
months  prior  to  January  1,  2013.  We 
believe  that  this  date  and  length  of 
operations  experience  would  provide 
new  ASCs  sufficient  time  before  having 
to  meet  quality  data  reporting 
requirements  after  the  ASCQR 
Program’s  initial  implementation  year. 

We  invited  public  comment  on  these 
proposals. 

Comment:  Commenters  supported  the 
CMS  proposal  that  ASCs  would  indicate 
their  participation  in  the  ASCQR 
Program  solely  by  beginning  to  submit 
QDCs  to  CMS  because  they  believe  this 
is  the  least  burdensome  means  for  ASCs 
to  indicate  their  participation  status. 

Response:  We  appreciate  the 
commenters’  support.  We  believe  this  is 
the  least  burdensome  means  for  ASCs  to 
indicate  their  participation  status. 

Comment:  Commenters  supported  the 
CMS  proposal  to  have  an  active 
mechanism  for  ASCs  to  withdraw  from 
the  ASCQR  Program.  Commenters  also 
agreed  quality  measure  data  should  not 
be  publicly  available  for  a  payment 
determination  year  and  any  subsequent 
payment  determination  year(s)  for 
which  an  ASC  is  withdrawn  from  the 
Program.  One  commenter  stated  that 
this  active  mechanism  will  help 
distinguish  those  ASCs  who  are  aware 
of  the  requirements,  but  choose  not  to 
participate,  from  those  that  are 
participating  unsuccessfully  or  who  are 
not  aware  of  the  Program,  and  could 
allow  for  more  targeted  educational 
efforts. 

Response:  We  appreciate  the 
commenters’  support. 

Comment:  Commenters  agreed  that 
CMS  had  the  right  to  make  any  data 
collected  under  the  ASCQR  Program 
publicly  available,  but  made  suggestions 
regarding  various  facets  of  public 
reporting  including  the  ability  of 
facilities  to  preview  data,  delaying 
public  reporting,  the  ability  of  facilities 
to  resolve  accuracy  concerns,  limiting 
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the  information  reported  for  the  first 
years  of  the  Program  to  whether  the  ASC 
successfully  participated  in  the  ASCQR 
Program,  and  including  explanatory 
narrative  for  individual  measures. 

Response:  VVe  thank  the  commenters 
for  their  views  and  suggestions. 

Regarding  public  reporting,  we  only 
proposed  that  any  and  all  quality 
measure  data  submitted  by  the  ASC 
while  participating  in  the  ASCQR 
Program  could  be  made  publicly 
available;  commenters  agreed  with  this 
proposal.  VVe  did  not  make  any  other 
proposals  regarding  public  reporting. 

VVe  will  consider  these  additional 
comments  addressing  public  reporting 
of  ASCQR  Program  data  in  future 
rulemaking. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposals  without 
modification  regarding  participation  in 
and  withdrawing  from  the  ASCQR 
Program  as  discussed  above. 

b.  Requirements  Regarding  Form. 
Manner,  and  Timing  for  Claims-Based 
Measures  for  CYs  2014  and  2015 
Payment  Determinations 

(1)  Background 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period,  we  adopted 
claims  based  measures  for  the  CYs  2014 
and  2015  payment  determinations  (76 
FR  74504  through  74509).  VVe  also 
finalized  that,  to  be  eligible  for  the  full 
CY  2014  ASC  annual  payment  update, 
an  ASC  must  submit  complete  data  on 
individual  quality  measures  through  a 
claims-based  reporting  mechanism  by 
submitting  the  appropriate  QDCs  on  the 
ASC's  Medicare  claims  (76  FR  74515 
through  74516).  Further,  we  finalized 
the  data  collection  period  for  the  CY 
2014  payment  determination,  as  the 
Medicare  fee-for-service  ASC  claims 
submitted  for  services  furnished 
between  October  1,  2012  and  December 
31,  2012.  VVe  did  not  finalize  a  date  by 
which  claims  would  be  processed  to  be 
considered  for  CY  2014  payment 
determinations. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28104),  we 
proposed  that  claims  for  services 
furnished  between  October  1,  2012  and' 
December  31,  2012  would  have  to  be 
paid  by  the  administrative  contractor  by 
April  30,  2013  to  be  included  in  the  data 
used  for  the  CY  2014  payment 
determination.  VVe  believe  that  this 
claim  paid  date  would  allow  ASCs 
sufficient  time  to  submit  claims  while 
allowing  sufficient  time  for  CMS  to 
complete  required  data  analysis  and 
processing  to  make  payment 
determinations  and  to  supply  this 


information  to  administrative 
contractors. 

VVe  did  not  finalize  a  data  collection 
and  processing  period  for  the  CY  2015 
payment  determination,  but  stated  that 
we  intended  to  do  so  in  the  CY  2013 
OPPS/ASC  proposed  rule. 

We  invited  public  comments  on  these 
proposals. 

Comment:  Some  commenters  agreed 
with  the  CMS  proposal  that  claims  for 
services  furnished  between  October  1, 
2012  and  December  31,  2012  that  are 
paid  by  April  30,  2013  be  included  in 
the  data  used  for  the  CY  2014  payment 
determination  stating  that  they  believed 
that  this  April  30,  2013  date  would 
allow  for  sufficient  time  for  claims 
processing.  However,  other  commenters 
believed  the  proposed  period  for  the 
collection  of  claims  data  may  be  too 
abbreviated  to  capture  all  pertinent  data. 
Because  ASCs  have  up  to  1  year  to 
submit  claims  for  services  rendered, 
some  commenters  suggested  that  the 
period  for  the  collection  of  claims  data 
be  as  close  to  1  year  from  the  date  the 
service  was  provided  to  be  included  in 
a  payment  determination.  Some  of  the 
commenters  that  suggested  that  a  longer 
time  period  for  claims  be- included, 
suggested  that  claims  for  services 
furnished  between  January  1,  2013  and 
December  31,  2013  be  processed  by  June 

30,  2014  for  the  CY  2015  payment 
determination. 

Response:  We  appreciate  the 
commenters’  support  of  our  proposals 
that  claims  for  services  furnished 
between  October  1,  2012  and  December 

31,  2012  that  are  paid  by  April  30,  2013 
be  included  in  the  data  used  for  the  CY 
2014  payment  determination.  We  agree 
that  sufficient  time  should  be  allowed 
for  claims  processing  to  obtain  complete 
data.  We  have  conducted  an  internal 
analysis  of  claims  submission  by  ASCs 
and  have  found  that  over  90  percent  of 
ASC  claims  are  submitted  and  paid  in 
our  proposed  timeft-ame.  Therefore,  we 
believe  that  our  proposed  April  30  paid 
date  provides  sufficient  time  for  claims 
to  be  submitted.  In  addition,  while  we 
appreciate  that  a  longer  timeframe,  for 
example  to  June  30,  may  be  desirable, 
we  believe  that  April  30  is  the  latest  •* 
date  that  would  still  allow  us  to  acquire 
and  analyze  the  claims  data,  make 
payment  determinations,  and 
importantly,  allow  sufficient  time  for 
the  administrative  contractors  to 
program  their  systems. 

VVe  did  not  make  any  proposals 
regarding  a  data  collection  and 
processing  period  for  the  CY  2015 
payment  determination,  but  have  done 
so  in  the  CY  2013  OPPS/ASC  proposed ' 
rule. 


Comment:  One  commenter  expressed 
concern  with  the  lag  between  the 
quality  data  reporting  period  and  the 
payment  reductions  in  the  ASCQR 
Program,  noting  that  CMS  finalized  its 
proposal  to  reduce  ASC  payments  in 
2014  based  on  data  submitted  in  2012. 
This  commenter  believed  that  CMS 
should  align  the  penalty  reporting 
period  with  the  penalty  year. 

Response:  We  understand  the 
commenter’s  concern  with  the  lag 
between  when  data  are  reported  and 
when  payment  is  affected,  and  we  will 
strive  to  reduce  this  lag  without 
significant  adverse  effects  on  data 
completeness  and  quality.  We  interpret 
the  commenter’s  desire  to  align  the 
penalty  reporting  period  with  the 
penalty  year  to  mean  that,  for  example, 
claims  for  services  furnished  in  CY  2014 
would  be  used  to  affect  CY  2014 
payment.  This  could  only  be 
accomplished  if  we  applied  any 
reduction  retroactively  and  recouped 
funds  for  any  such  reduction.  We  do  not 
believe  this  a  feasible  approach  because 
it  could  cause  undue  financial  hardship 
on  an  ASC  to  have  to  refund  monies  and 
it  would  be  administratively 
burdensome  for  us. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal,  without 
modification,  that  claims  for  services 
furnished  between  October  1,  2012,  and 
December  31,  2012  be  paid  by  tbe 
administrative  contractor  by  April  30, 
2013,  to  be  included  in  the  data  used  for 
the  CY  2014  payment  determination. 

(2)  Minimum  Threshold  for  Claims- 
Based  Measures  Using  QDCs 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period,  we  finalized  that 
data  completeness  for  claims-based 
measures  would  be  determined  by 
comparing  the  number  of  claims 
meeting  measure  specifications  that 
contain  the  appropriate  QDCs  with  the 
number  of  claims  that  would  meet 
measure  specifications,  but  did  not  have 
the  appropriate  QDCs  on  the  submitted 
claim.  In  other  words,  the  numerator 
will  be  the  total  number  of  claims 
meeting  measure  specifications  that 
have  QDCs  and  the  denominator  will  be 
the  total  number  of  claims  meeting 
measure  specifications.  We  stated  our 
intent  to  propose  how  we  would  assess 
data  completeness  for  claims-based 
measures  in  this  proposed  rule  (76  FR 
74516).  For  the  initial  reporting  years, 
we  believe  that  a  lower  threshold  for 
data  completeness  should  be  established 
for  data  collection  because  ASCs  are  not , 
familiar  with  how  to  report  quality  data 
under  the  ASCQR  Program,  and  because 
many  ASCs  are  relatively  small  and  they 
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may  need  more  time  to  set  up  their 
reporting  systems. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28104),  for  the 
CYs  2014  and  2015  payment 
determinations,  we  proposed  that  the 
minimum  threshold  for  successful 
reporting  be  that  at  least  50  percent  of 
claims  meeting  measure  specifications 
contain  QDCs.  We  believe  50  percent  is 
a  reasonable  minimum  threshold  based 
upon  the  considerations  discussed 
above  for  the  initial  implementation 
years  of  the  ASCQR  Program.  We  intend 
to  propose  to  increase  this  percentage 
for  subsequent  payment  determination 
years  as  ASCs  become  more  familiar 
with  reporting  requirements  for  the 
ASCQR  Program. 

As  stated  in  CY  2012  OPPS/ASC  final 
rule  with  comment  period  (76  FR 
74516),  ASCs  will  add  the  appropriate 
QDCs  on  their  Medicare  Part  B  claim 
forms,  the  Form  CMS-1500s  submitted 
for  payment,  to  submit  the  applicable 
quality  data.  A  listing  of  the  codes  with 
long  and  short  descriptors  is  available  in 
transmittal  2425,  Change  Request  7754 
released  March  16,  2012  which  can  be 
found  on  our  Web  site  at:  http://www. 
cms.gov/Regulations-and-Guidance/ 
Guidance/Transmittals/Downloads/ 
R2425CP-.pdf.  Details  on  how  to  use 
these  codes  for  submitting  numerators 
and  denominator  information  has  been 
av  ailable  since  April  2012  in  the 
ASCQR  Program  Specifications  Manual 
and  the  QualityNet  Web  site  at 
https://  WWW.  quali  tynet.  org/ dcs/Con  tent 
Server?c=Page&‘pagename=QnetPublic 
%  2FPage  %  2FQn  etRasic&'ci  d=  12287 
72323772. 

We  invited  public  comment  on  these 
proposals. 

Comment:  Several  commenters 
strongly  supported  the  proposed  50 
percent  minimum  threshold  for  data 
completeness  of  claims-based  measures 
for  the  CYs  2014  and  2015  payment 
determinations.  Some  commenters 
recommended  that  claims  where 
Medicare  is  the  secondary  payer  should 
be  excluded  from  calculations  of  data 
completeness  for  the  CY  2014  payment 
determination  because  private  payers 
will  not  be  fully  informed  of  the  G- 
codes  until  the  January  2013  tape 
release. 

Response:  We  appreciate  the 
commenters’  support.  We  understand 
that,  although  CMS  issued  the  G-codes 
for  the  ASCQR  Program  with  the  April 
2012  HCPCS  release,  private  payers  will 
not  have  the  files  for  use  until  January 
1,  2013.  When  we  finalized  our  policy 
for  calculating  data  completeness  for  the 
CY  2014  payment  determination  in  the 
CY  2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74516),  we  did 


not  specify  whether  claims  where 
Medicare  is  the  secondary  payer  would 
be  included  for  data  completeness. 
However,  in  the  CY  2013  OPPS/ASC 
proposed  rule,  we  stated  that  we  were 
proposing  to  use  the  same  method  for 
determining  data  completeness  that  was 
finalized  for  the  CY  2014  payment 
determination  for  the  CY  2015  pa3mient 
determination  and  subsequent  payment 
determination  years  and  specified  that, 
in  calculating  data  completeness,  claims 
where  Medicare  is  the  primary  or 
secondary  payer  would  be  included. 
However,  because  private  payers  will 
not  have  the  QDCs  in  their  required 
HCPCS  data  files  until  January  1,  2013, 
claims  with  QDCs  received  prior  to 
January  1,  2013,  can  be  rejected  for 
having  invalid  codes.  As  it  is  not 
possible  for  ASCs  to  submit  differing 
codes  on  primary  versus  secondary 
payer  claims  for  at  least  some  payers, 
we  are  specifying  that  only  claims 
where  Medicare  is  the  primary  payer — 
not  the  secondciry  payer — will  be  used 
in  the  calculation  of  data  completeness 
for  the  CY  2014  payment  determination. 
We  intend  to  finalize  what  claims 
would  be  included  in  calculating  data 
completeness  for  the  CY  2015  payment 
determination  in  the  CY  2013  OPPS/ 
ASC  final  rule  with  comment  period. 

Comment:  One  commenter  claimed 
that  statistics  from  the  PQRS  Program, 
which  uses  G-codes  on  claims  for 
quality  measure  reporting,  show  that 
claims-based  reporting  is  much  less 
accurate  than  registry-based  reporting. 
This  commenter  recommended  that 
ASCs  not  be  subject  to  payment 
reductions  for  CY  2014,  the  first  year 
when  payment  can  be  reduced  under 
the  ASCQR  Program. 

Response:  We  thank  the  commenter 
for  this  information.  However,  we  do 
not  know  of  any  analysis  for  claims- 
based  and  registry-based  data  collected 
under  the  PQRS  to  support  the  claim 
that  statistics  from  the  PQRS  Program 
show  that  claims-based  reporting  is  less 
accurate  than  registry-based  reporting. 
We  are  aware  of  a  recently  released 
competitive  Request  fpr  Proposal  (RFP) 
entitled  “Physician  Quality  Reporting 
System  and  Electronic  Prescribing 
Incentive  Program  Data  Assessment, 
Accuracy  and  Improper  Payments 
Identification  Support”  where  we  seek, 
among  other  purposes,  to  validate  and 
verify  the  accuracy  of  Group  Practice 
Reporting  Option  claims  and  registry 
data  submitted  by  or  on  behalf  of 
eligible  professionals.  This  RFP  is 
currently  available  and  results  from  any 
connected  work  have  not  yet  been 
initiated. 

We  do  not  agree  that  all  ASCs  should 
not  be  subject  to  payment  reductions  for 


the  first  year  of  the  Program.  We 
delayed  the  start  of  required  data 
collection  for  the  CY  2014  payment 
determination  until  October  1,  2012  (76 
FR  74516)  as  suggested  by  public 
comments.  We  have  provided  time  for 
ASCs  to  practice  using  QDCs.  QDCs  for 
ASCQR  Program  reporting  may  be  used 
beginning  with  April  2012  services. 
Based  upon  an  internal  analysis,  ASCs 
are  successfully  submitting  these  codes 
on  their  Medicare  claims.  Therefore,  we 
did  not  propose  and  are  not  delaying  the 
implementation  of  the  payment 
reduction  under  the  ASCQR  Program. 

Comment:  Many  commenters 
expressed  their  views  on  and  made 
suggestions  for  ASCQR  Program 
measures  and  measure  specifications. 

Response:  We  thank  the  commenters 
for  taking  the  time  to  express  these 
views  and  suggestions.  However,  we  did 
not  make  any  proposals  regeirding 
measures  or  measure  specifications.  We 
will  consider  these  comments  when  we 
make  proposals  regarding  ASCQR 
Program  measures  or  measure 
specifications. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  that  the 
minimum  threshold  for  successful 
reporting  for  the  CYs  2014  and  2015 
payment  determinations  be  that  at  least 
50  percent  of  claims  meeting  measure 
specifications  contain  QDCs.  As 
discussed  above,  only  claims  where 
Medicare  is  the  primary  payer  will  be 
used  in  the  calculation  of  data 
completeness  for  the  CY  2014  payment 
determination. 

c.  ASCQR  Program  Validation  of 
Claims-Based  and  Structural  Measures 

We  received  comments  on  the  CY 
2012  OPPS/ASC  proposed  rule 
requesting  that  rules  for  data  validation 
be  adopted  as  soon  as  possible  (76  FR 
74515).  We  noted  that  structural 
measures  historically  have  not  been 
validated  through  independent  medical 
record  review  in  our  quality  reporting 
programs  for  hospitals  due  to  the  lack  of 
relevant  information  in  medical  record 
documentation  for  specific  data 
elements  of  the  measures,  such  as  use  of 
a  safe  surgery  checklist.  Likewise,  we 
have  not  historically  validated  claims- 
based  measures  for  hospitals.  Thus,  in 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  (77  FR  28104),  consistent  with 
other  CMS  quality  reporting  programs, 
we  did  not  propose  to  validate  claims- 
based  measures  (beyond  the  usual 
claims  validation  activities  conducted 
by  our  administrative  contractors)  and 
sttuctural  measures  for  the  ASCQR 
Program. 
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Comment:  Several  commenters  urged 
CMS  to  reconsider  the  need  for  data 
validation  to  ensure  standardization  and 
accuracy.  Some  of  these  commenters 
believed  that  such  a  data  validation 
process  should  involve  independent 
review  of  medical  records.  One 
commenter  stated  that,  although  it  may 
be  acceptable  at  this  time  to  not  perform 
validity  testing  on  the  data,  it 
recommended  that  prior  to  using  ASC 
measures  for  accountability  purposes 
(for  example,  public  reporting,  pay  for 
performance),  CMS  develop  and  deploy 
a  plan  for  such  testing.  The  commenter 
believed  that  scientific  acceptability  of 
the  measure  is,  in  part,  based  on  the 
quality  of  the  data  that  is  used.  Having 
taken  such  a  validation  step  would  be 
informative  in  both  refining  the  measure 
and  arriving  upon  a  set  of  ASC 
measures. 

Response:  We  appreciate  and  share 
the  commenters’  concern  about 
standardization  and  the  desire  for 
accuracy.  We  agree  that,  before  using 
data  collected  for  a  quality  data 
reporting  program  for  such  activities  as 
public  reporting,  it  is  preferable  to  be 
able  to  assess  the  accuracy  of  the  data 
reported  (we  note  that  tbe  ASCQR 
Program  is  a  pay  for  reporting  program 
and  not  pay  for  performance  program). 
However,  this  preference  is 
counterbalanced  by  the  feasibility  of 
being  able  to  do  so.  Structural  measures 
historically  have  not  been  validated 
through  independent  medical  record 
review  in  our  quality  reporting 
programs  for  hospitals  (the  Hospital  IQR 
and  Hospital  OQR  Programs).  VVe  have 
not  validated  structural  measures  due  to 
the  lack  of  relevant  information  in 
medical  record  documentation  for 
specific  data  elements  of  the  measures, 
such  as  use  of  a  safe  surgery  checklist. 
Because  we  do  not  believe  at  this  time 
that  there  is  a  method  for  us  to 
effectively  validate  structural  measure 
data,  we  are  not  requiring  a  data 
validation  process  for  our  current 
structural  measures  under  the  ASCQR 
Program. 

In  regard  to  the  current  ASCQR 
Program  claims-based  measures,  the 
number  of  events  expected  to  be 
reported  is  small  because  most  of  the 
measures  are  for  adverse  or  rare  events. 
In  this  situation,  any  random  selection 
of  cases  would  require  a  burdensome 
sample  size.  Further,  we  expect  the 
accuracy  for  reported  adverse  events  to 
be  high.  Because  we  do  not  believe  at 
this  time  that  any  results  that  could  be 
obtained  justify  the  burden  associated 
with  a  data  validation  process  which 
would  necessitate  an  independent 
validation  effort,  we  also  are  not 


requiring  a  data  validation  process  for 
our  current  claims-based  measures. 

As  we  gain  more  experience  with  the 
ASCQR  Program,  we  will  reassess 
whether  a  data  validation  process  for 
claims-based  and  structural  measures  is 
needed. 

3.  Extraordinary  Circumstances 
Extension  or  Waiver  for  the  CY  2014 
Payment  Determination  and  Subsequent 
Payment  Determination  Years 

In  our  experience,  there  have  been 
times  when  facilities  have  been  unable 
to  submit  information  to  meet  program 
requirements  due  to  extraordinary 
circumstances  that  are  not  within  their 
control.  It  is  our  goal  to  not  penalize 
such  entities  for  such  circumstances  and 
we  do  not  want  to  unduly  increase  their 
burden  during  these  times.  Therefore,  in 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  (77  FR  28104  through  28105),  we 
proposed  procedures  for  extraordinary 
circumstance  extension  or  w^aiver 
requests  for  the  submission  of 
information,  including  but  not  limited 
to,  QDCs  submitted  on  claims,  required 
under  the  ASCQR  Program. 

In  the  event  of  extraordinary 
circumstances,  such  as  a  natural 
disaster,  that  is  not  within  the  control  of 
the  ASC,  we  proposed  to  adopt  a 
process  for  an  extension  or  waiver  for 
submitting  information  for  meeting 
program  requirements  that  is  similar  to 
the  one  adopted  for  the  Hospital  OQR 
Program  because  this  process  has  been 
effective  for  hospitals,  and  we  believe 
such  a  process  also  would  be  effective 
for  ASCs.  We  proposed  that  an  ASC 
would  complete  a  request  form  that 
would  be  made  available  on  the 
QualityNet  Web  site  and  submit  the 
request  to  CMS.  We  proposed  that  the 
following  information  must  be  noted  on 
the  form: 

•  ASC  CMS  Certification  Number 
(CCN)  and  related  National  Provider 
Identifier(s)  [NPI(s)]: 

•  ASC  Name; 

•  Contact  information  for  a  person  at 
the  ASC  with  whom  CMS  can 
communicate  about  this  request, 
including  name,  email  address, 
telephone  number,  and  mailing  address 
(must  include  a  physical  address,  a  post 
office  box  address  is  not  acceptable); 

•  ASC’s  reason  for  requesting  an 
extension  or  waiver; 

•  Evidence  of  the  impact  of  the 
extraordinary  circumstances,  including 
but  not  limited  to  photographs, 
newspaper  and  other  media  articles;  and 

•  A  date  when  the  ASC  would  be  able 
to  submit  required  ASCQR  Program 
information,  and  a  reasonable  basis  for 
the  proposed  date. 


We  proposed  that  the  request  form 
would  be  signed  by  a  person  who  has 
authority  to  sign  on  behalf  of  the  ASC 
and  a  request  form  would  be  required  to 
be  submitted  within  45  days  of  the  date 
that  the  extraordinary  circumstance 
occurred. 

Following  receipt  of  such  a  request, 
we  proposed  that  CMS  would — 

(a)  Provide  a  written 
acknowledgement  using  the  contact 
information  provided  in  the  request, 
notifying  the  ASC  contact  that  the  ASC’s 
request  has  been  received; 

(b)  Provide  a  formal  response  to  the 
ASC  contact  using  the  contact 
information  provided  in  the  request 
notifying  the  ASC  of  our  decision;  and 

(c)  Complete  its  review  of  any  request 
and  communicate  its  response  within  90 
days  following  CMS’s  receipt  of  such  a 
request. 

We  proposed  that  we  would  also  have 
discretion  to  grant  waivers  or  extensions 
to  ASCs  that  have  not  been  formally 
requested  by  them  when  we  determine 
that  an  extraordinary  circumstance, 
such  as  an  act  of  nature  (for  example, 
hurricane)  affects  an  entire  region  or 
locale.  We  proposed  that,  if  we  make  the 
determination  to  grant  a  waiver  or 
extension  to  ASCs  in  a  region  or  locale, 
we  would  i.ommunicate  this  decision  to 
ASCs  and  vendors  through  routine 
communication  channels,  including,  but 
not  limited  to,  emails  and  notices  on  the 
QualityNet  Web  site. 

We  invited  public  comment  on  this 
proposed  process  for  granting 
extraordinary  circumstances  extensions 
or  waivers  for  the  submission  of 
information  for  the  ASCQR  Program. 

Comment:  Many  commenters 
supported  having  a  process  for  ASCs  to 
apply  for  an  extension  or  waiver  of  the 
submission  of  information  under  the 
ASCQR  Program  in  the  event  of 
extraordinary  circumstances.  Some  of 
these  commenters  recommended  that 
the  period  of  time  an  ASC  can  apply  be 
extended,  for  example,  to  90  days  after 
such  an  event,  rather  than  45  days  as 
proposed. 

Response:  We  appreciate  the 
commenters’  support.  Regarding  the 
timeframe  to  request  an  extension  or 
waiver,  we  have  found  that  45  days  is 
sufficient  time  for  hospitals  to  make 
such  a  request  under  the  Hospital  OQR 
Program.  We  believe  that  45  days  also 
would  be  sufficient  time  for  ASCs  to 
make  such  requests.  We  believe  that 
more  than  45  days  to  complete  and 
submit  a  form  will  only  serve  to  delay 
the  process.  We  also  proposed  and  are 
finalizing  a  policy  that  we  would  have 
discretion  to  grant  waivers  or  extensions 
to  ASCs  that  have  not  been  formally 
requested  by  them  when  we  determine 
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that  an  extraordinary  circumstance, 
such  as  an  act  of  nature  (for  example, 
hurricane)  affects  an  entire  region  or 
locale. 

Comment:  Some  commenters  noted 
unforeseen  issues  related  to  information 
technology  failures  that  could  prevent 
ASCs  from  participating  in  the  ASCQR 
Program.  Examples  of  such  included 
clearinghouses  stripping  the  QDCs  from 
claims  before  the  claims  go  to  the  MAC 
for  processing  and  problems  with  billing 
software  not  allowing  the  reporting  of  a 
code  with  a  zero  dollar  charge. 

Response:  We  are  aware  of  situations 
where  clearinghouses  are  removing 
QDCs  from  claims  as  well  as  of  non- 
Medicare  payers  rejecting  claims  with 
QDCs  as  having  invalid  codes.  We  note 
that  we  issue  an  update  tape  containing 
all  valid  HCPCS  codes  and  that 
clearinghouses  should  abide  by  the 
complete  listing  of  HCPCS  codes  and 
should  not  remove  these  HCPCS  codes 
from  claims.  However,  we  would 
consider  inappropriate  removal  or 
rejection  of  QDCs  by  clearinghouses  as 
well  as  private  payers  an  extraordinary 
circumstance  if  the  ASC  was  able  to 
sufficiently  document  refusal  by  a 
clearinghouse  or  private  payer  to  follow 
our  HCPCS  usage  standards  that  could 
result  in  the  ASC  suffering  substantial 
risk  of  having  a  payment  reduction 
under  the  ASCQR  Program.  This 
documentation  must  include 
substantive  efforts  made  by  the  ASC  to 
inform  the  clearinghouse  or  private 
payer  of  the  need  to  follow  our  HCPCS 
usage  standards.  We  also  are  aware  of 
the  need  for  the  placement  of  a  nominal 
value  in  the  payment  field  for  some 
billing  software  and  we  have  issued 
guidance  on  this  issue.  This  guidance  is 
currently  available  in  the  Question  and 
Answer  Tool  on  the  QualityNet  Web  site 
located  at  http:/ /www.Qualitynet.org 
under  the  question  with  Answer  ID 
158904  entitled  “What  are  the  G-codes 
for  the  ASC  measures,  and  where  and 
how  do  I  use  them?” 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposals  without 
modification  regarding  a  process  for  an 
extension  or  waiver  of  the  submission  of 
information  required  under  the  ASCQR 
Program. 

4.  ASCQR  Program  Reconsideration 
Procedures  for  the  CY  2014  Payment 
Determination  and  Subsequent  Payment 
Determination  Years 

We  have  established  similar  processes 
by  which  participating  hospitals  can 
submit  requests  for  reconsideration  of 
quality  reporting  program  payment 
determinations  for  the  Hospital  IQR 
Program  and  the  Hospital  OQR  Program. 


We  believe  these  reconsideration 
processes  have  been  effective  in  the 
hospital  quality  reporting  programs  and 
such  a  process  would  be  effective  for 
ASC  quality  reporting.  Therefore,  in  the 
FY  2013  IPPS/LTCH  PPS  proposed  rule 
(77  FR  28105),  we  proposed  to 
implement  a  reconsideration  process  for 
the  ASCQR  Program  modeled  after  the 
reconsideration  processes  we 
implemented  for  the  Hospital  IQR  and 
Hospital  OQR  Programs. 

We  proposed  that  an  ASC  seeking 
reconsideration  would  be  required  to 
submit  to  CMS  a  Reconsideration 
Request  form  that  would  be  made 
available  on  the  QualityNet  Web  site. 

We  proposed  that  the  request  form 
would  be  signed  by  a  person  who  has 
authority  to  sign  on  behalf  of  the  ASC 
and  that  this  form  must  be  submitted  by 
March  17  of  the  affected  payment  year 
(for  example,  for  the  CY  2014  payment 
determination,  the  request  must  be 
submitted  by  March  17,  2014). 

We  proposed  to  use  a  deadline  of 
March  17  to  provide  sufficient  time  for 
an  ASC  to  see  the  effects  of  a  payment 
reduction  on  its  January  claims. 
Administrative  contractors  have  30  days 
to  process  (pay  or  deny)  clean  claims. 
Administrative  contractors  have  45  days 
to  process  claims  other  than  clean  ones 
(that  is,  claims  that  require  the 
contractor  to  query  for  more 
information,  look  at  medical 
documentation,  among  others)  (Claims 
Processing  Manual,  Chapter  1,  Section 
80;  sections  1869(a)(2),  1816(c)(2)  and 
1842(c)(2)  of  the  Act).  We  proposed 
March  17  becaifse  this  date  is  45  days 
after  an  ASC  would  have  had  the 
opportunity  to  provide  one  full  month 
of  services  (that  is,  March  17  is  45  days 
after  January  31). 

This  Reconsideration  Request  form 
'  would  contain  the  following 
information: 

•  ASC  CCN  and  related  NPI(s); 

•  ASC  Name: 

•  CMS-identified  reason  for  not 
meeting  the  affected  payment  year’s 
ASCQR  Program  requirements  as 
provided  in  any  CMS  notification  to  the 
ASC; 

•  ASC  basis  for  requesting 
reconsideration.  We  proposed  that  the 
ASC  must  identify  the  ASC’s  specific 
reason(s)  for  believing  it  met  the 
affected  payment  yearns  ASCQR 
Program  requirements  and  should 
receive  the  full  ASC  annual  payment 
update; 

•  Contact  information  for  a  person  at 
the  ASC  with  whom  CMS  can 
communicate  about  this  request, 
including  name,  email  address, 
telephone  number,  and  mailing  address 


(must  include  physical  address,  not  just 
a  post  office  box);  and, 

•  A  copy  of  all  materials  that  the  ASC 
submitted  to  comply  with  the  affected 
payment  year’s  ASCQR  Program 
requirements.  With  regard  to 
information  submitted  on  claims,  we 
proposed  that  ASCs  would  not  be 
required  to  submit  copies  of  all 
submitted  claims,  but  instead  would 
focus  on  the  specific  claims  at  issue. 
Thus,  ASCs  would  submit  relevant 
information,  which  could  include 
copies  of  the  actual  claims  at  issue. 

Following  receipt  of  a  request  for 
reconsideration,  we  proposed  that  we 
would: 

•  Provide  an  email  acknowledgement, 
using  the  contact  information  provided 
in  the  reconsideration  request,  to  the 
ASC  contact  notifying  the  ASC  that  the 
ASC’s  request  has  been  received;  and 

•  Provide  a  formal  response  to  the 
ASC  contact,  using  the  contact 
information  provided  in  the 
reconsideration  request,  notifying  the 
ASC  of  the  outcome  of  the 
reconsideration  process. 

We  stated  that  we  intend  to  complete 
any  reconsideration  reviews  and 
communicate  the  results  of  these 
determinations  within  90  days 
following  the  deadline  for  submitting 
requests  for  reconsideration. 

We  stated  that  we  intend  to  issue 
proposals  regarding  appeals  of  ASCQR 
Program  reconsideration  decisions  in  a 
future  rulemaking. 

We  invited  public  comment  on  our 
proposed  reconsideration  procedures. 

Comment:  Several  commenters 
supported  the  CMS  proposal  to  have  a 
reconsideration  process.  Some  of  these 
commenters  recommended  longer 
timeframes  for  an  ASC  to  submit  a 
request  than  the  proposed  March  17th 
deadline,  including  April  15th  and  a 
minimum  of  90  days. 

Response:  We  appreciate  the 
commenters’  support.  We  also 
appreciate  suggestions  by  some 
commenters  to  extend  the  time  to 
submit  a  reconsideration  request. 
However,  we  believe  the  March  17 
deadline  to  submit  a  reconsideration 
request  provides  ASCs  with  sufficient 
time  to  assess  the  effects  of  a  payment 
reduction  on  their  January  claims.  We 
also  note  that  the  March  17  deadline  is 
"later  than  the  February  2  deadline  that 
the  Hospital  OQR  Program  allows  and 
the  Hospital  OQR  Program  also  involves 
a  calendar  year  payment  determination. 

Comment:  Some  commenters  believed 
that  the  need  for  appeals  could  be 
mitigated  if  CMS  incorporates  a 
reporting  feedback  program  that 
periodically  updates  ASCs  on  their 
reporting  status. 
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Response:  We  thank  these 
commenters  for  expressing  this  view. 

An  automated  reporting  system  with 
feedback  reports  as  is  supplied  for  the 
Hospital  IQR  and  OQR  Programs  will  be 
available  for  the  ASCQR  Program.  We 
plan  to  begin  a  reporting  feedback 
program  during  2013.  We  intend  to 
provide  feedback  on  the  October  1, 

2012,  to  December  31,  2012  claims- 
based  measures,  via  a  report  that  will  be 
supplied  via  an  ASC’s  QualityNet 
account.  ASCs  will  be  able  to  access 
these  automated  reports  via  their 
QualityNet  accounts  beginning  in  2013. 
Information  regarding  feedback  reports 
will  be  available  on  the  QualityNet  Web 
site  (http:/ /ww’w.QualityNet.org). 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposals  regarding 
ASCQR  Program  reconsideration 
procedures  for  the  CY  2014  payment 
determination  and  subsequent  payment 
determination  years. 

Comment:  Commenters  expressed 
views  and  suggestions  regarding 
additional  topics  including  mechanisms 
to  increase  ASC  aw  areness  of  the 
ASCQR  Program  and  alternate  reporting 
mechanisms. 

Response:  We  thank  these 
commenters  for  their  suggestions  for 
improving  the  ASCQR  Program. 

Although  we  did  not  make  proposals  on 
these  topics,  we  will  consider  these 
views  for  future  rulemaking  and 
program  development.  We  have  been 
making  efforts  to  supply  information  to 
ASCs  regarding  the  ASCQR  Program 
including  information  posted  on  the 
QualityNet  Web  site  (http:// 

WH'H. QuaIityNet.org),  an  educafional 
mailing  to  ASCs,  and  an  online  question 
and  answ'er  tool  (http://cms- 
ocsq.custhelp.com)  which  is  also 
accessible  via  the  QualityNet  Web  site. 

F.  Inpatient  Psychiatric  Facilities 
Quality  Reporting  (IPFQR)  Program 

1.  Statutory  Authority 

Section  1886(s)(4)  of  the  Act,  as  added 
and  amended  by  sections  3401(f)  and 
10322(a)  of  the  Affordable  Care  Act, 
requires  the  Secretary  to  implement  a 
quality  reporting  program  for  inpatient 
psychiatric  hospitals  and  psychiatric 
units.  Section  1886(s)(4)(A)(i)  of  the  Act 
requires  that,  for  rate  year  (RY)  2014  and 
each  subsequent  rate  year,  the  Secretary 
shall  reduce  any  annual  update  to  a 
standard  Federal  rate  for  discharges 
occurring  daring  such  rate  year  by  2.0 
percentage  points  for  any  inpatient 
psychiatric  hospital  or  psychiatric  unit 
that  does  not  comply  with  quality  data 
submission  requirements  with  respect  to 
an  applicable  rate  year. 


We  note  that  section  1886(s)(4)(A)(i) 
of  the  Act  uses  the  term  “rate  year.” 
Beginning  with  the  annual  update  of  the 
inpatient  psychiatric  facility  prospective 
payment  system  (IPF  PPS)  that  took 
effect  on  July  1,  2011  (RY  2012),  we 
aligned  the  IPF  PPS  update  with  the 
annual  update  of  the  ICD-9-CM  codes, 
which  are  effective  on  October  1  of  each 
year.  The  change  allows  for  annual 
payment  updates  and  the  ICD— 9-CM 
coding  update  to  occur  on  the  same 
schedule  and  appear  in  the  same 
Federal  Register  document,  thus 
making  updating  rules  more 
administratively  efficient.  To  reflect  the 
change  to  the  annual  payment  rate 
update  cycle,  we  revised  the  regulations 
at  42  CFR  412.402  to  specify  that, 
beginning  October  1,  2012,  the  12- 
month  period  of  October  1  through 
September  30  is  referred  to  as  a  fiscal 
year  (76  FR  26435).  For  more 
information  regarding  this  terminology 
change,  we  refer  readers  to  section  III. 
of  the  RY  2012  IPF  PPS  final  rule  (76  FR 
26434  through  26435).  For  purposes  of 
the  discussion  below,  the  term  “rate 
year”  and  “fiscal  year”  both  refer  to  the 
period  beginning  October  1  and  ending 
September  30.  To  avoid  any  confusion 
that  may  be  caused  by  using  the  term 
“rate  year”  with  respect  to  the  inpatient 
psychiatric  hospitals  and  psychiatric 
units  quality  reporting  program,  we  will 
use  the  term  “fiscal  year”  rather  than 
“rate  year”  throughout  this  proposed 
rule,  even  when  we  are  referring  to 
statutory  provisions  that  refer  to  “rate 
year.” 

As  provided  in  section. 
1886(s)(4)(A)(ii)  of  the  Act,  the 
application  of  the  reduction  for  failure 
to  report  under  section  1886(s)(4)(A)(i) 
of  the  Act  may  result  in  an  annual 
update  of  less  than  0.0  percent  for  a 
fiscal  year,  and  may  result  in  payment 
rates  under  section  1886(s)(l)  of  the  Act 
being  less  than  such  payment  rates  for 
the  preceding  year.  In  addition,  section 
1886(s)(4)(B)  of  the  Act  requires  that  the 
application  of  the  reduction  to  a 
standard  Federal  rate  update  be 
noncumulative  across  fiscal  years.  Thus, 
any  reduction  applied  under  section 
1886(s)(4)(A)  of  the  Act  will  apply  only 
with  respect  to  the  fiscal  year  rate 
involved  and  the  Secretary  shall  not 
take  into  account  such  reduction  in 
computing  the  payment  amount  under 
the  system  described  in  section 
1886(s)(l)  of  the  Act  for  subsequent 
years. 

Section  1886(s)(4)(C)  of  the  Act 
requires  that,  for  FY  2014  (October  1, 
2013  through  September  30,  2014)  and 
each  subsequent  year,  each  psychiatric 
hospital  and  psychiatric  unit  shall 
submit  to  the  Secretary  data  on  quality 


measures  as  specified  by  the  Secretary. 
Such  data  shall  be  submitted  in  a  form 
and  manner,  and  at  a  time,  specified  by 
the  Secretary.  Under  section 
1886(s)(4)(D)(i)  of  the  Act,  measures 
selected  for  the  quality  reporting 
program  must  have  been  endorsed  by 
the  entity  with  a  contract  under  section 
1890(a)  of  the  Act.  The  NQF  currently 
holds  this  contract.  The  NQF  is  a 
voluntary,  consensus-based,  standard¬ 
setting  organization  with  a  diverse 
representation  of  consumer,  purchaser, 
provider,  academic,  clinical,  and  other 
health  care  stakeholder  organizations. 
The  NQF  was  established  to  standardize 
health  care  quality  measurement  and 
reporting  through  its  consensus 
development  process.  We  generally 
prefer  to  adopt  NQF-endorsed  measures 
in  our  reporting  programs  with  some 
exceptions  as  provided  by  law. 

For  purposes  of  the  Inpatient 
Psychiatric  Facilities  Quality  Reporting 
(IPFQR)  Program,  section 
1886(s)(4)(D)(ii)  of  the  Act  provides  that, 
in  the  case  of  a  specified  area  or  rnedical 
topic  determined  appropriate  by  the 
Secretary  for  which  a  feasible  and 
practical  measure  has  not  been  endorsed 
by  the  entity  with  a  contract  under 
section  1890(a)  of  the  Act,  the  Secretary 
may  specify  a  measure  that  is  not  so 
endorsed  as  long  as  due  consideration  is 
given  to  measures  that  have  been 
endorsed  or  adopted  by  a  consensus 
organization  identified  by  the  Secretary. 
Finally,  pursuant  to  section 
1886(s)(4)(D)(iii)  of  the  Act,  the 
Secretary  shall  publish  the  measures 
applicable  to  the  FY  2014  IPFQR 
Program  no  later  than  October  1,  2012. 

Section  1886(s)(4)(E)  of  the  Act 
requires  the  Secretary  to  establish 
procedures  for  making  public  the  data 
submitted  by  inpatient  psychiatric 
hospitals  and  psychiatric  units  under 
the  quality  reporting  program.  Such 
procedures  must  ensure  that  a  facility 
has  the  opportunity  to  review  its  data 
prior  to  such  data  being  made  public. 
The  Secretary  must  report  quality 
measures  that  relate  to  services 
furnished  by  the  psychiatric  hospitals 
and  units  on  a  CMS  Web  site. 

2.  Application  of  the  Payment  Update 
Reduction  for  Failure  To  Report  for  FY 
2014  Payment  Determination  and 
Subsequent  Years 

Beginning  in  FY  2014,  section 
1886(s)(4){A)(i)  of  the  Act  requires  the 
application  of  a  2.0  percentage  point 
reduction  to  the  applicable  annual 
update  to  a  Federal  standard  rate  for 
those  psychiatric  hospitals  and 
psychiatric  units  that  fail  to  comply 
with  the  quality  reporting  requirements 
implemented  in  accordance  with 
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section  1886(sK4)(C)  of  the  Act,  as 
detailed  below.  The  application  of  the 
reduction  may  result  in  an  annual 
update  for  a  fiscal  year  that  is  less  than 
0.0  percent  and  in  payment  rates  for  a 
fiscal  year  being  less  than  the  payment 
rates  for  the  preceding  fiscal  year. 
Pursuant  to  section  1886(s)(4)(B)  of  the 
Act,  any  such  reduction  is  not 
cumulative  and  it  will  apply  only  to  the 
fiscal  year  involved.  In  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule  (77  FR 
28106),  we  proposed  to  add  new 
regulatory  text  at  42  CFR  412.424  to 
codify  these  requirements. 

VVe  invited  public  comment  on  the 
proposed  application  of  the  payment 
reduction  to  the  annual  update  of  the 
standard  Federal  rate  for  failure  to 
report  data  on  measures  selected  for  FY 
2014  and  subsequent  years.  We  did  not 
receive  any  public  comments  on  this 
issue. 

VVe  are  finalizing  the  policy  for  the 
application  of  the  payment  reduction  to 
the  annual  update  of  the  standard 
Federal  rate  for  failure  to  report  quality 
data  for  FY  2014  and  subsequent  years 
as  proposed. 

3.  Covered  Entities 

The  quality  reporting  requirements  in 
this  final  rule  cover  those  psychiatric 
hospitals  and  psychiatric  units  that  are 
reimbursed  under  Medicare’s  IPF  PPS 
(42  CFR  412.404(b)).  For  more 
information  on  the  application  of  and 
exceptions  to  the  IPF  PPS 
reimbursement,  we  refer  readers  to  the 
section  IV.  of  the  November  15,  2004 
IPF  PPS  final  rule  (69  FR  66926).  In  this 
final  rule,  we  are  using  the  term 
“inpatient  psychiatric  facility”  (IPF)  to 
refer  to  both  inpatient  psychiatric 
hospitals  and  psychiatric  units.  This 
usage  follows  the  terminology  we  have 
used  in  the  past  in  our  IPF  PPS 
regulations  (42  CFR  412.402). 

Comment:  A  few  commenters 
requested  that  CMS  clarify  the 
applicability  of  the  IPFQR  Program.  One 
commenter  recommended  that  CMS 
indicate  the  applicable  patient 
population  and  facilities  for  the  IPFQR 
Program.  One  commenter  asked  for 
clarification  on  the  applicability  of  the 
IPFQR  Program  to  acute  care  hospitals 
containing  psychiatric  units  that  are 
paid  under  the  IPF  PPS.  A  few 
commenters  requested  clarification  on 
whether  the  program  applies  to  an 
inpatient  psychiatric  unit  within  a 
children’s  hospital,  where  both  have  the 
same  CCN  number,  and  whether  the 
payment  reduction  applies  to  that  unit’s 
patients  or  to  the  entire  hospital. 

Response:  As  we  note  in  tne  above 
section,  the  IPFQR  Program  applies  to 
all  IPFs  paid  under  the  IPF  PPS.  The  IPF 


PPS  is  applicable  to  freestanding 
psychiatric  hospitals,  including 
government-operated  psychiatric 
hospitals,  and  distinct  part  psychiatric 
units  of  acute  care  hospitals  and  critical 
access  hospitals  (CAHs).  The  IPFQR 
Program  does  not  apply  to  inpatient 
psychiatric  units  within  a  children’s 
hospital  because  children’s  hospitals  are 
paid  under  a  different  payment  system. 
More  specifically,  the  IPF  PPS  applies  to 
inpatient  hospital  services  furnished  by 
Medicare  participating  entities  in  the 
United  States  that  are  classified  as 
psychiatric  hospitals  or  psychiatric 
units  as  specified  in  §412.22, 

§  412.23(a),  §§  482.60  through  82.62, 
§412.25,  and  §412.27.  However, 
hospitals  paid  under  the  provisions 
specified  in  §  412.22(c)  are  not  paid 
under  the  IPF  PPS.^^s  jf  a  person  is  an 
inpatient  of  an  IPF,  then  all  services 
(both  physical  and  psychiatric)  must  be 
provided  by  the  IPF  and  are  bundled 
into  the  IPF  payment.^^e 

Comment:  One  commenter  suggested 
that  CMS  partner  with  the  American 
Hospital  Association  (AHA)  to  educate 
IPFs  about  IPFQR  Program  applicability 
and  to  consider  delaying  the 
implementation  of  the  IPFQR  Program 
until  outreach  and  education  has  been 
conducted. 

Response:  We  thank  the  commenter 
for  their  suggestions  and  will  consider 
collaborating  with  the  AHA  and  other 
entities  in  future  outreach  and 
education  efforts.  We  note  that  we 
conducted  two  Listening  Sessions  on 
June  2,  2011  and  June  8,  2011  for 
outreach  and  educational  purposes.  The 
transcript  is  available  on  the  CMS  Web 
site  at:  http://cms.gov/Medicare/ 
Quality-Initiatives-Patient-Assessment- 
Instruments/HospitalQualitylnits/ 
HospitalHighligh  ts.html. 

We  believe  these  public  listening 
sessions  have  provided  stakeholders 
adequate  information  to  implement  the 
IPFQR  Program  within  their  respective 
entities/organizations.  We  considered 
the  burden  associated  with  quality  data 


As  specified  in  §400.200,  the  United  States 
means  the  50  States,  the  District  of  Columbia,  the 
Commonwealth  of  Puerto  Rico,  the  Virgin  Islands, 
Guam,  American  Samoa,  and  the  Northern  Mariana 
Islands, 

245  These  include  Department  of  Veterans  Affairs 
hospitals,  hospitals  that  are  reimbursed  under  State 
cost  control  systems  approved  under  42  CFR  Part 
403,  hospitals  that  are  reimbursed  in  accordance 
with  demonstration  projects  specified  in  section 
402(a)  of  Public  Law  90-248  (42  U,S.C.  1395b-l)  or 
section  222(a)  of  Public  Law  92-603  (42  U.S.C. 
1395b-l(note)),  and  nonparticipating  hospitals 
furnishing  emergency  services  to  Medicare 
beneficiaries. 

246  Section  412.404  states  that  the  IPF  must 
furnish  all  the  necessary  covered  services  to  a 
Medicare  beneficiary  who  is  an  inpatient  of  the  IPF, 
either  directly  or  under  arrangement. 


reporting,  the  comments  received  in  this 
rule  and  during  these  public  listening 
sessions,  and  the  statutory  mandate  to 
begin  this  program  effective  with  the  FY 
2014  payment  determination.  Based  on 
the  general  overall  support  in  this  rule 
and  the  public  listening  sessions,  we 
believe  that  the  public  benefit  of 
reporting  of  quality  data  outweighs  the  • 
burden  associated  with  quality  data 
reporting.  We  are  implementing  the 
IPFQR  Program  in  accordance  with  the 
proposed  schedule. 

4.  Quality  Measures 

a.  Considerations  in  Selecting  Quality 
Measures 

For  purposes  of  the  IPFQR  Program, 
section  1886(s)(4)(D)(i)  of  the  Act 
requires  that  any  measure  specified  by 
the  Secretary  must  have  been  endorsed 
by  the  entity  with  a  contract  under 
section  189b(a)  of  the  Act.  The  statutory 
requirements  under  section 
1886(s)(4)(D)(ii)  of  the  Act  provide  an 
exception  that,  in  the  case  of  a  specified 
area  or  medical  topic  determined 
appropriate  by  the  Secretary  for  which 
a  feasible  and  practical  measure  has  not 
been  endorsed  by  the  entity  with  a 
contract  under  section  1890(a)  of  the 
Act,  the  Secretary  may  specify  a 
measure  that  is  not  so  endorsed  as  long 
as  due  consideration  is  given  to 
measures  that  have  been  endorsed  or 
adopted  by  a  consensus  organization 
identified  by  the  Secretary. 

In  implementing  the  IPFQR  Program, 
our  overarching  objective  is  to  support 
the  HHS  National  Quality  Strategy’s 
three-part  aim  of  better  health  care  for 
individuals,  better  health  for 
populations,  and  lower  costs  for  health 
care  services  {http://www.ahrq.gov/ 
worki  n  gforq  a  ali  ty/n  qs/ttaims). 
Implementation  of  the  IPFQR  Program 
will  help  achieve  the  three-part  aim  by 
creating  transparency  around  the  quality 
of  care  provided  at  IPFs  to  support 
patient  decision-making  and  quality 
improvement.  Over  time,  the  IPFQR 
Program  will  help  align  the  goals  for 
quality  measurement  and  improvement 
at  IPFs  with  those  of  other  providers  in 
the  health  care  system. 

We  seek  to  collect  data  in  a  manner 
that  balances  the  need  for  information 
related  to  the  full  spectrum  of  quality 
performance  and  the  need  to  minimize 
the  burden  of  data  collection  and 
reporting.  We  have  focused  on  measures 
that  have  high  impact  and  support  CMS 
and  HHS  priorities  for  improved  quality 
and  efficiency  of  care  provided  by  IPFs. 
We  applied  the  following  considerations 
for  the  development  and  selection  of 
measures: 
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•  Given  the  availability  of  well- 
validated  measures  and  the  need  to 
balance  breadth  with  minimizing 
burden,  the  measures  should  address,  as 
fully  as  possible,  the  six  domains  of 
measurement  that  arise  from  the  six 
priorities  of  the  National  Quality 
Strategy  (NQS):  Clinical  care;  person- 
and  caregiver-centered  experience  and 
outcomes;  safety;  efficiency  and  cost 
reduction;  care  coordination;  and 
community/population  health. 

•  Public  reporting  should  rely  on  a 
mix  of  standards,  outcomes,  process  of 
care  measures,  and  patient  experience  of 
care  measures,  including  measures  of 
care  transitions  and  changes  in  patient 
functional  status,  with  an  emphasis  on 
measurement  as  close  to  the  patient- 
centered  outcome  of  interest  as  possible. 

•  The  measure  sets  should  evolve  so 
that  they  include  a  focused  set  of 
measures  appropriate  to  IPFs  that 
reflects  the  level  of  care  and  the  most 
important  areas  of  service  and  measures 
for  IPFs  as  well  as  measures  addressing 
a  core  set  of  measure  concepts  that  align 
quality  improvement  objectives  across 
all  provider  and  supplier  types  and 
settings. 

•  Measures  should  address  gaps  in 
quality  of  inpatient  psychiatric  care. 

•  As  part  of  our  burden  reduction 
efforts,  we  continuously  seek  to  weigh 
the  relevance  and  utility  of  the  measures 
compared  to  the  burden  on  hospitals  in 
submitting  data  under  the  IPFQR 
Program.  As  appropriate,  we  will  align 
our  measures  with  other  Medicare  and 
Medicaid  quality  programs  and  may 
consider  how  we  can  incorporate  data 
reporting  by  means  of  electronic 
reporting  mechanisms,  so  that  the 
collection  of  performance  information  is 
part  of  care  delivery. 

•  To  the  extent  practicable,  measures 
used  by  CMS  should  be  nationally 
endorsed  by  a  multistakeholder 
organization.  Measures  should  be 
aligned  with  best  practices  among  other 
payers  and  the  needs  of  the  end  users 
of  the  measures.  We  take  into  account 
widely  accepted  criteria  established  in 
medical  literature.  We  consider 
suggestions  and  input  from  technical 
expert  panels  (TEPs),  convened  by  CMS 
contractors,  which  evaluate  IPFQR 
quality  measures  for  importance, 
scientific  soundness,  usability,  and 
feasibility. 

We  also  take  into  account  national 
priorities  and  HHS  Strategic  Plans  and 
Initiatives: 

•  HHS  engaged  a  wide  range  of 
stakeholders  to  develop  the  National 
Quality  Strategy,  as  required  by  the 
Affordable  Care  Act,  which  pursues 
three  aims  (better  care,  healthy  people. 


and  affordable  care)  that  establish  a 
framework  with  six  identifiable 
priorities  [http://\vwH'.hhs.gov/ 
secretary /about/ priorities.html  and 
http://ivww.ahrq.gov/workingforquaIity/ 
ngs): 

••  Ensuring  that  each  person  and 
family  is  engaged  as  partners  in 
their  care. 

••  Promoting  effective 
communication  and  coordination  of 
care. 

••  Promoting  the  most  effective 
prevention  and  treatment  practices 
for  the  leading  causes  of  mortality, 
starting  with  cardiovascular 
disease. 

••  Working  with  communities  to 
promote  wide  use  of  best  practices 
to  enable  healthy  living. 

••  Making  quality  care  more 
affordable  for  individuals,  families, 
employers,  and  governments  by 
developing  and  spreading  new 
health  care  delivery  models. 

••  Making  care  safer  by  reducing 
harm  caused  in  the  delivery  of  care. 

•  We  consider  recommendations  of 
the  MAP  for  the  inclusion  of  clinical 
quality  measures  [http:// 
vx'ww.qualityforum.org.map/).  The  MAP 
is  a  public-private  partnership  convened 
by  the  NQF  for  the  primary  purpose  of 
providing  input  to  HHS  on  selecting 
performance  measures  for  quality 
reporting  programs  and  pay-for- 
reporting  programs. 

•  HHS  is  the  United  States 
Government’s  principal  department  for 
protecting  the  health  of  all  Americans. 
HHS  accomplishes  its  mission  through 
programs  and  initiatives.  The  goals  of 
the  HHS  Strategic  Plan  for  FYs  2010 
through  2015  are:  Strengthen  Health 
Care;  Advance  Scientific  Knowledge 
and  Innovation;  Advance  the  Health, 
Safety,  and  Well-Being  of  the  American 
People;  Increase  Efficiency, 
Transparency,  and  Accountability  of 
HHS  Programs;  and  Strengthen  the 
Nation’s  Health  and  Human  Services 
Infrastructure  and  Workforce  [http:// 
www.hhs.gov/secretary/about/ 
priorities.html).  HHS  will  update  this 
strategic  plan  every  4  years  and  measure 
its  progress  in  addressing  specific 
national  problems,  needs,  or  mission- 
related  challenges. 

HHS  prioritizes  policy  and  program 
interventions  to  address  the  leading 
causes  of  death  and  disability  in  the 
United  States,  including  heart  disease, 
cancer,  stroke,  chronic  lower  respiratory 
diseases,  unintentional  injuries,  and 
preventable  behaviors.  Initiatives  such 
as  the  HHS  Action  Plan  to  Reduce 
Healthcare-Associated  Infections  in 
clinical  settings  and  the  Partnership  for 
Patients  exemplify  these  programs. 


•  CMS  Strategic  Plan — CMS  strives: 

(1)  To  ensure  measures  for  different 
Medicare  and  Medicaid  quality 
programs  are  aligned  with  priority 
quality  goals,  measure  speciftcations  are 
aligned  across  settings,  and  outcome 
measures  are  used  whenever  possible: 
and  (2)  to  move  towards  the  collection 
of  quality  measures  from  electronic 
health  records  (EHRs)  as  appropriate. 

We  invited  public  comments  on  the 
considerations  used  for  the 
development  and  selection  of  quality 
measures  for  the  IPFQR  Program. 

Comment:  Two  commenters  believed 
that  measures  adopted  for  the  IPFQR 
Program  should  be  evidence-based, 
nationally  endorsed,  mirror  the  NQS, 
and  measure  high  cost,  high  volume, 
and  problem  prone  areas.  Additionally, 
the  commenters  stated  that  the 
methodology  for  adding  and  removing 
measures  should  mirror  that  of  the 
Hospital  IQR  Program.  Also,  the 
commenters  recommended  that  CMS 
not  add  new  measures  in  the  near  future 
while  IPFs  are  acquiring  more 
experience  with  the  IPFQR  Program. 

Response:  We  thank  the  commenters 
for  the  input  on  the  IPFQR  Program 
quality  measures.  As  indicated  in  the 
proposed  rule  and  moving  forward  in 
future  rulemakings,  we  intend  to 
consider  widely  accepted  measure 
criteria  established  in  medical  literature, 
adopt  measures  that  are  endorsed  by 
multi-stakeholders,  address  the 
priorities  of  the  NQS,  and  address  high 
cost,  high  volume  and  problem  prone 
areas.  Our  goal  is  to  align  the 
administrative  requirements  of  the 
IPFQR  Program  with  other  quality 
reporting  programs  such  as  the  Hospital 
IQR  Program. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  considerations  which  we 
will  use  for  the  development  and 
selection  of  the  quality  measures  for  the 
IPFQR  Program  in  the  future. 

b.  Quality  Measures  Beginning  with  FY 
2014  Payment  Determination  and 
Subsequent  Years 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28107),  we 
proposed  to  adopt  six  quality  measures 
for  FY  2014  and  subsequent  fiscal  years. 
In  selecting  the  proposed  quality 
measures  discussed  below,  we  strived  to 
achieve  several  objectives.  First,  we 
believe  the  measures  we  proposed  relate 
to  the  general  aims  of  better  care,  better 
health,  and  lower  cost  and  address  the 
six  domains  of  quality  measurement  as 
fully  as  possible.  Second,  we  believe  the 
measures  are  tailored  to  the  needs  of 
improved  quality  in  IPFs;  thus,  the 
measures  selected  are  those  most 
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relevant  to  IPFs.  Third,  we  believe  the 
measures  promote  alignment  of  quality 
improvement  objectives  across  provider 
settings.  Finally,  we  believe  the 
measures  are  minimally  burdensome  to 
IPFs. 

VVe  recognize  that  any  quality 
reporting  program  will  impose  certain 
data  collection  and  reporting 
requirements  on  participating  facilities. 
However,  we  believe  that  the  proposed 
measures  minimize  the  collection  and 
reporting  burden  on  IPFs  because,  under 
Medicare’s  IPF  CoPs  (42  CFR  482.61), 
IPFs  must  maintain  documentary 
evidence  of  detailed  treatment 
approaches  and  aftercare 
considerations.  Further,  under  42  CFR 
482.21,  IPFs  are  required  to  develop, 
implement,  and  maintain  an  effective, 
ongoing,  hospital-wide  data-driven 
quality  assessment  and  performance 
improvement  (QAPI)  program  as  well  as 
documentary  evidence  of  such  program 
for  purposes  of  demonstrating  their 
operation  to  CMS.  More  importantly, 
§482.21  requires  that  IPFs  measure, 
analyze,  and  track  certain  quality 
indicators,  including  adverse  patient 
events,  and  other  aspects  of 
performance  that  enable  the  hospital  to 
assess  processes  of  care,  hospital 
services,  and  operations  as  part  of  their 
QAPI  Program.  Because  the  proposed 
IPFQR  Program  measures  cover 
processes  that  IPFs  are  currently 
recording  as  Medicare  CoPs,  we  do  not 
believe  that  reporting  on  the  proposed 
measures  under  the  IPFQR  Program 
would  impose  a  significant  additional 
burden  on  IPFs.  We  note  that  over  one- 
quarter  of  IPFs  247  are  also  already 
reporting  data  needed  to  calculate  the 
proposed  measures  to  The  Joint 
Commission  (TJC)  for  purposes  of  TJC 
accreditation.  Thus,  the  IPFQR  Program 
will  impose  little  additional  burden  for 
those  IPFs. 

After  considering  the 
recommendations  and  feedback  from 
content  area  experts  and  multiple 
stakeholders,  we  proposed,  for  the  FY 
2014  payment  determination  and 
subsequent  years,  six  NQF-endorsed, 
Hospital-Based  Inpatient  Psychiatric 
Services  (HBIPS)  measures,  which  have 
been  developed  by  and  are  maintained 
by  TJC  for  purposes  of  assessing  the 
quality  of  inpatient  psychiatric  services. 
These  measures  are:  (1)  HBIPS-2;  Hours 
of  Physical  Restraint  Use  (NQF  #0640); 
(2)  HBIPS-3:  Hours  of  Seclusion  Use 
(NQF  #0641);  (3)  HBIPS-4:  Patients 
Discharged  on  Multiple  Antipsychotic 

247  Out  of  the  1,741  existing  IPFs,  450  are 
currently  reporting  the  proposed  measures  to  TJC. 
This  equates  to  approximately  26  percent  of  IPFs 
that  already  report  the  measures  on  a  regular  basis. 


Medications  (NQF  #0552);  (4)  HBIPS-5: 
Patients  Discharged  on  Multiple 
Antipsychotic  Medications  with 
Appropriate  Justification  (NQF  #0560); 

(5)  HBIPS-6:  Post  Discharge  Continuing 
Care  Plan  Created  (NQF  #0557);  and  (6) 
HBIPS-7:  Post-Discharge  Continuing 
Care  Plan  Transmitted  to  Next  Level  of 
Care  Provider  Upon  Discharge  (NQF 

#0558).24B 

•These  six  proposed  process  measures 
are  NQF-endorsed  and  were 
recommended  by  the  MAP  249  for 
inclusion  in  the  IPFQR  Program.  The  six 
proposed  measures  align  with  three  of 
the  six  priorities  of  the  National  Quality 
Strategy:  Patient  safety,  promoting 
effective  prevention  and  treatment 
practices  (clinical  quality  of  care),  and 
promoting  effective  communication  and 
coordination  of  care.  Technical 
specifications  for  these  measures  can 
currently  be  found  on  the  Web  site  of 
TJC,  the  measure  steward,  at;  http:// 
www.manual.jointcommission.org/ 
reIeases/TJC2012B/HospitalBased 
InpatientPsychiatricServices.html. 

As  noted  earlier,  these  six  HBIPS 
measures  are  currently  in  use  by  an 
estimated  450  TJC-accredited  IPFs, 
thereby  posing  minimal  collection 
burden  for  these  facilities.  We  note  that 
an  estimated  1,100  facilities,  which  do 
not  routinely  report  to  TJC,  will  incur 
some  data  collection  burden.  In 
addition,  summary  analyses  of  current 
measure  results  provided  to  CMS  by  TJC 
demonstrate  variation  in  performance 
among  the  facilities  currently  reporting 
results  for  these  measures,  suggesting 
continued  opportunity  for  quality 
improvement. 

Section  1886(s)(4)(D)(i)  of  the  Act 
requires  that  quality  measures  selected 
for  the  IPFQR  Program  be  endorsed  by 
the  entity  with  a  contract  under  section 
1890(a)  of  the  Act.  As  discussed  earlier, 
the  current  holder  of  this  contract  is 
NQF.  The  proposed  measures  are 
currently  NQF-endorsed  for  reporting 
overall  performance  rates  and  rates  for 
four  age  groups  (children,  adolescents, 
adults,  and  older  adults).  We  proposed 
to  require  reporting  of  data  for  all  four 
age  groups  for  which  the  measures  are 
currently  endorsed.  More  details 
regarding  this  proposal  are  included  in 
section  VIII.F.7.  of  the  preamble  of  this 
final  rule.  In  addition  to  aligning  with 

248  TJC  has  developed  seven  Hospital-Based 
Inpatient  Psychiatric  Services  (HBIPS)  measures. 
Only  six  of  these  seven  measures  were  proposed  for 
the  FY  2014  payment  determination;  HBIPS-1  was 
not  proposed. 

249  Measure  Application  Partnership,  Pre- 
Rulemaking  Final  Report:  Input  on  Measures  under 
Consideration  by  HHS  for  2012  Rulemaking,  pages 
95-96,.  Available  at;  http://www.qualityforum.org/ 
map/. 


previous  collection  and  reporting  of 
these  measures  by  TJC,  our  proposal 
reflects  the  feedback  provided  by  the 
subject-matter  TEP  convened  by  the 
CMS  measure  development  contractor 
for  this  program  and  focus  groups  of 
hospitals  and  vendors  involved  in 
providing  inpatient  psychiatric  services. 

We  proposed  to  collect  aggregate  data 
rather  than  patient-level  data  for  FY 
2014  and  subsequent  years  in 
recognition  of  the  considerable  burden 
to  IPFs  not  accustomed  to  reporting 
patient-level  data.  Hospitals  are  free  to 
use  our  paper  abstraction  tool  and 
utilize  commonly  available  software, 
like  spreadsheets,  to  enter  and  compute 
measure  rates.  We  intend  to  provide  a 
template  using  a  commonly  available 
spreadsheet  format  used  by  many 
hospitals  which  will  be  available  on  the 
QualityNet  Web  site  [http:// 
www.qualitynet.org/).  Further,  IPFs  are 
free  to  procure  services  from  TJC 
vendors  to  assist  them  with  data 
collection.  However,  we  note  that  we  do 
not  require  the  use  of  TJC  vendors. 
Proposals  for  collection  requirements 
and  submission  timeframes  are  included 
in  section  VIII.F.7.  of  the  preamble  of 
this  final  rule.  The  six  proposed 
measures  for  FY  2014  and  subsequent 
years  are  described  in  more  detail 
below. 

Comment:  Many  commenters  strongly 
supported  the  six  proposed  measures  for 
the  IPFQR  Program.  The  commenters 
believed  that  these  measures  are 
appropriate  and  will  make  these  data 
available  on  behavioral  health  public 
and  will  provide  opportunities  for 
national  benchmarking  and  maximizing 
performance  improvement. 

Besponse:  We  appreciate  the 
encouragement  and  support  of  the 
measures.  We  are  committed  to 
promoting  and  improving  the  quality  of 
care  for  Medicare  beneficiaries  with 
mental  illnesses. 

(1)  HBIPS-2  (Hours  of  Physical 
Restraint  Use) 

The  use  of  physical  restraints 
increases  a  patient’s  risk  of  physical 
injury  as  well  as  psychological 
harm.250,251  This  intervention  is 
intended  for  use  only  if  a  patient  is  in 
imminent  danger  to  him/herself  or 
others  and  if  less  restrictive 
interventions  have  failed.  It  is  not 
intended  to  address  staff  shortages  or  to 

25“Evans,  D.,  Wood,  J.,  &  Lambert,  L.  (2003). 
Patient  injury  and  physical  restraint  devises:  a 
systematic  review.  Journal  of  Advanced  Nursing, 

41:  274-282. 

251  New  Freedom  Commission  on  Mental  Health, 
Achieving  the  Promise:  Transforming  Mental  Health 
Care  in  America.  Final  Report.  DHHS  Pub.  No. 
SMA-03-3832.  Rodcville,  MD:  2003. 
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be  used  as  a  form  of  discipline  or 
coercion.  The  President’s  New  Freedom 
Commission  on  Mental  Health 
explicitly  recommends  the  reduction  of 
restraint  use  to  improve  quality  of  care. 

A  measure  designed  to  reduce  the  use 
of  restraints  will  also  help  achieve  the 
National  Quality  Strategy’s  goal  to 
improve  patient  safety  and  reduce  the 
risk  of  harm  from  care. 

In  addition  to  initiatives  to  reduce  the 
use  of  restraints,  the  subject-matter  TEP 
convened  by  our  measure  development 
contractor  identified  patient  safety  as  an 
important  measure  concept  and 
recommended  the  use  of  the  measure 
HBIPS-2  (Hours  of  Physical  Restraint 
Use)  in  a  national  IPF  quality  reporting 
program.  HBIPS-2  is  a  process  measure 
that  is  reported  as  the  total  number  of 
hours  of  physical  restraint  (HBIPS-2) 
use  for  all  patients  admitted  to  an 
inpatient  psychiatric  facility.  We  believe 
that  fewer  reported  hours  of  physical 
restraint  use  suggest  higher  quality  of 
care  because  reduced  restraint  time 
lowers  patient  risk  for  physical  injury 
and  psychological  harm. 

The  numerator  is  defined  as  the  total 
number  of  hours  that  all  psychiatric 
inpatients  were  maintained  in  physical 
restraint.  The  denominator  is  defined  as 
the  number  of  psychiatric  inpatient 
hours  overall.  Total  leave  days  are 
excluded  from  the  denominator. 

In  addition  to  meeting  the  statutory 
requirements  as  provided  in  section 
1886(s)(4)(D)  of  the  Act,  we  believe 
HBIPS-2  also  meets  a  number  of 
additional  considerations  we  take  into 
account  when  proposing  quality 
measures  for  the  IPFQR  Program.  The 
measure  assesses  the  quality  of  care 
provided  for  inpatient  psychiatric 
patients  at  the  facility  level. 
Approximately  450  IPFs  are  already 
collecting  data  on  the  measure  for 
purposes  of  TJC  accreditation.  HBlPS-2 
received  support  from  the  MAP  and  is 
aligned  with  the  National  Quality 
Strategy  priority  for  providing  safer 
care. 

We  invited  public  comments  on  the 
inclusion  of  the  proposed  quality 
measure  HBIPS-2,  Hours  of  Physical 
Restraint  Use,  in  the  IPFQR  Program 
beginning  with  the  FY  2014  payment 
determination.  We  discuss  our 
proposals  for  collection  requirements 
and  submission  timeframes  in  section 
VIII.F.7.  of  the  preamble  of  this  final 
rule. 

Comment:  Several  commenters 
supported  the  inclusion  of  this 
proposed  measure. 


***New  Freedom  Commission  on  Mental  Health. 
Achieving  the  Promise:  Transforming  Mental  Health 
Care  in  America.  Final  Report.  DHHS  Pub.  No. 
SMA-03-3832.  Rockville.  MD:  2003. 


Response:  We  thank  the  commenters 
for  the  support  of  this  measure. 

Comment:  One  commenter 
recommended  that  HBlPS-2  be  revised 
to  reduce  provider  burden  and  data 
variability. 

Response:  We  thank  the  commenter 
for  the  feedback  on  the  measure.  The 
NQF  submission  materials  for  HBIPS-2 
submitted  by  TJC  included  data  from  a 
sample  of  pilot  hospitals  that 
demonstrated  that  the  data  elements  for 
the  measure  can  be  collected  in  a 
standardized  and  reliable  manner.  As 
we  have  mentioned,  data  on  this 
measure  are  currently  reported  by" 
approximately  450  TJC-accredited  IPFs. 
During  focus  groups  with 
representatives  of  these  facilities, 
convened  by  our  measure  development 
contractor,  respondents  reported  that 
burden  of  reporting  data  on  the  HBIPS- 
2  measure  was  not  unreasonable  as  it  is 
already  reported  by  a  subset  of  IPFs,  and 
is  consistent  with  the  level  of  burden 
associated  with  other  quality  measures. 
We  recognize  that  some  reporting 
burden  may  occur;  however,  we  believe 
that  the  significance  and  importance  of 
the  measurement  of  hours  of  physical 
restraints  use  in  IPFs  outweighs  the 
burden  of  reporting. 

Comment:  One  commenter 
recommended  risk  adjusting  or 
stratifying  the  measure  by  diagnosis 
category  and  admission  characteristics 
(for  example,  voluntary  versus 
involuntary)  to  increase  its  usefulness 
and  interpretability.  The  commenter 
further  recommended  excluding  the  day 
of  admission  when  assessing  the 
number  of  hours  of  restraint  to  control 
for  variation  related  to  diagnosis 
category  and  admission  characteristics. 

Response:  We  appreciate  the 
commenter’s  feedback.  This  measure  is 
consistent  with  current  treatment 
guidelines,  endorsed  by  NQF,  and 
currently  reported,  as  specified,  to  TJC. 
We  note  that  in  making  its  endorsement 
decision,  NQF  carefully  considered  the 
measurement  period  that  includes  the 
day  of  admission  and  the  need  to  risk 
adjust  or  stratify  performance  on 
HBIPS-2.  TJC  is  currently  monitoring 
reported  performance  to  further  assess 
the  use  of  physical  restraints. 

Comment:  One  commenter 
recommended  modifying  the  measure  to 
assess  the  amount  of  time  spent  in 
restraint  in  minutes  rather  than  in 
hours. 

Response:  We  appreciate  the 
commenter’s  feedback.  During  focus 
groups  sessions  with  both  TJC- 
accredited  IPFs  and  nonaccredited  IPFs, 
our  measure  development  contractor 
found  that  the  current  practice  of 
reporting  HBIPS-2  in  hours  is  useful 


and  understandable  to  them.  We  believe 
that  reporting  HBIPS-3  in  minutes 
would  require  additional  user  testing 
before  it  could  be  implemented. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  HBIPS-2,  Hours  of 
Physical  Restraint  Use  measure  for  the 
FY  2014  payment  determination  and 
subsequent  years. 

(2)  HBIPS-3  (Hours  of  Seclusion  Use) 

The  use  of  seclusion  increases  a 
patient’s  risk  of  physical  injury  as  well 
as  psychological  harm. 253.254  -phis 
intervention  is  intended  for  use  only  if 
a  patient  is  in  imminent  danger  to  him/ 
herself  or  others  and  if  less  restrictive 
interventions  have  failed.  It  is  not 
intended  to  address  staff  shortages  or  to 
be  used  as  a  form  of  discipline  or 
coercion.  The  President’s  New  Freedom 
Commission  on  Mental  Health  explicitly 
recommends  the  reduction  of  seclusion 
use  to  improve  quality  of  care.^^s 
Measures  designed  to  reduce  the  use  of 
seclusion  will  also  help  achieve  the 
National  Quality  Strategy’s  goal  to 
improve  patient  safety  and  reduce  the 
risk  of  harm  from  care. 

The  subject-matter  TEP  convened  by 
our  measure  development  contractor 
identified  patient  safety  as  an  important 
measure  concept  and  recommended  the 
use  of  HBIPS-3  (Hours  of  Seclusion 
Use)  in  a  national  IPF  quality  reporting 
program.  HBIPS-3  is  a  process  measure 
that  is  rejiorted  as  the  total  number  of 
hours  of  seclusion  use  for  all  patients 
admitted  to  an  IPF.  We  believe  that 
fewer  reported  hours  of  seclusion  use 
suggest  higher  quality  of  care  because 
reducing  seclusion  time  lowers  patient 
risk  for  physical  injury  and 
psychological  harm. 

The  numerator  is  defined  as  the  total 
number  of  hours  all  psychiatric 
inpatients  were  held  in  seclusion.  The 
denominator  is  defined  as  the  number  of 
psychiatric  inpatient  hours  overall. 

Total  leave  days  are  excluded  from  the 
denominator. 

In  addition  to  meeting  the  statutory 
requirements  as  provided  in  section 
1886(s)(4)(D)  of  the  Act,  we  believe 
HBIPS-3  also  meets  a  number  of 
additional  considerations  we  take  into 


253  Holmes,  D.,  Kennedy,  S.L.,  &  Perron,  A. 

(2004).  The  mentally  ill  and  social  exclusion:  a 
critical  examination  of  the  use  of  seclusion  from  the 
patient’s  perspective.  Issues  in  Mental  Health 
Nursing,  25:  559-578. 

254  New  Freedom  Commission  on  Mental  Health, 
Achieving  the  Promise:  Transforming  Mental  Health 
Care  in  America.  Final  Report.  DHHS  Pub.  No. 
SMA-03-3832.  Rockville,  MD:  2003. 

255  New  Freedom  Commission  on  Mental  Health, 
Achieving  the  Promise:  Transforming  Mental  Health 
Care  in  America.  Final  Report.  DHHS  Pub.  No. 
SMA-03-3832.  Rockville,  MD:  2003. 
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ae^bunt  when  proposing  quality  “Lj  ■ 
measures  for  the  IPFQR  Program.  The 
measure  assesses  the  quality  of  care 
provided  for  inpatient  psychiatric 
patients  at  the  facility  level. 
Approximately  450  IPFs  are  already 
collecting  the  measure  for  purposes  of 
TJC  accreditation.  HBIPS-3  received 
support  from  the  MAP  and  is  aligned 
with  the  National  Quality  Strategy 
priority  for  providing  safer  care. 

We  invited  public  comment  on  the 
inclusion  of  the  proposed  quality 
measure  HBIPS— 3,  Hours  of  Seclusion 
Use,  in  the  IPFQR  Program  beginning 
with  the  FY  2014  payment 
determination.  We  discuss  our 
proposals  for  collection  requirements 
and  submission  timeframes  in  section 
VIII.F.7.  of  the  preamble  of  this  final 
rule. 

Comment:  Several  commenters 
supported  the  inclusion  of  this 
proposed  measure. 

Response:  We  thank  the  commenters 
for  the  support  of  this  measure. 

Comment:  One  commenter  suggested 
that  HBIPS-3  should  be  revised  to 
reduce  provider  burden  and  data 
variability. 

Response:  We  thank  the  commenters 
for  their  feedback  on  the  measure. 

The  NQF  submission  materials  for 
HBIPS-3  submitted  by  TJC  included 
data  from  a  sample  of  pilot  hospitals 
that  demonstrated  that  the  data 
elements  for  the  measure  can  be 
collected  in  a  standardized  and  reliable 
manner.  As  we  have  mentioned,  this 
measure  is  currently  reported  by 
approximately  450  TJC-accredited  IPFs. 
During  focus  groups  with 
representatives  of  these  facilities, 
convened  by  our  measure  development 
contractor,  respondents  reported  that 
burden  of  reporting  HBIPS-3  was  not 
unreasonable  as  it  is  already  reported  by 
a  subset  of  IPFs,  and  is  consistent  with 
that  associated  with  other  quality 
measures.  We  recognize  there  may  be 
some  reporting  burden.  However,  we 
believe  that  the  significance  and 
importance  of  the  measurement  of  hours 
of  seclusion  use  in  IPFs  outweighs  the 
burden  of  reporting. 

Comment:  One  commenter 
recommended  risk  adjusting  or 
stratifying  the  measure  by  diagnosis 
category  and  admission  characteristics 
(for  example,  voluntary  versus 
involuntary)  to  increase  its  usefulness 
and  interpretability.  The  commenter 
further  recommended  excluding  the  day 
of  admission  when  assessing  the 
number  of  hours  of  seclusion  to  control 
for  variation  related  to  diagnosis 
category  and  admission  characteristics. 

Response:  We  appreciate  the 
commmenter’s  feedback.  This  measure 


is  consistent  with  current  treatment 
guidelines,  endorsed  by  NQF,  and 
reported,  as  specified,  to  TJC.  We  note 
that  in  making  its  endorsement 
decision,  NQF  carefully  considered  the 
measurement  period  that  includes  the 
day  of  admission  and  the  need  to  risk 
adjust  or  stratify  performance  on 
HBIPS-3.  TJC  is  currently  monitoring 
reported  performance  to  further  assess 
the  use  of  seclusion. 

Comment:  One  commenter 
recommended  modifying  the  measure  to 
assess  the  amount  of  time  spent  in 
seclusion  in  minutes  rather  than  in 
hours. 

Response:  We  appreciate  the 
commenter’s  recommendations.  During 
focus  group  sessions  with  TJC- 
accredited  IPFs  and  non-accredited 
IPFs,  our  measure  development 
contractor  found  that  the  current 
practice  of  reporting  HBIPS-2  in  hours 
is  useful  and  understandable  to  them. 
We  believe  that  reporting  HBIPS-3  in 
minutes  would  require  additional  user 
testing  before  it  could  be  implemented. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  HBIPS-3  (Hours  of 
Seclusion  Use)  measure  for  the  FY  2014 
payment  determination  and  subsequent 
' years 

(3)  HBIPS-4  (Patients  Discharged  on 
Multiple  Antipsychotic  Medications) 

An  estimated  30  percent  to  50  percent 
of  patients  in  IPFs  are  treated  with  two 
or  more  antipsychotic  medications, 
which  can  lead  to  serious  side  effects. 
Among  patients  without  a  history  of 
treatment  failure  on  a  single 
antipsychotic,  there  is  insufficient 
evidence  to  conclude  that  patients 
experience  better  outcomes  if  they  are 
prescribed  multiple  antipsychotics 
compared  to  a  single  antipsychotic. 
Given  the  risk  of  side  effects, 
stakeholders  such  as  the  National 
Association  of  State  Mental  Health 
Program  Directors  have  called  for  the 
reduction  of  unnecessary  use  of 
multiple  antipsychotics.25fi  The 
American  Psychiatric  Association 
recommends  the  use  of  multiple 
antipsychotics  only  if  a  patient  has  had 
failed  attempts  on  single  antipsychotics. 
In  efforts  to  promote  effective  treatment 
practices,  a  National  Quality  Strategy 
priority,  in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28109),  we 
proposed  to  include  the  process 
measure  HBIPS-4,  Patients  Discharged 


Z56  National  Association  of  State  Mental  Health 
Program  Directors.  Technical  report  on 
polypharmacy.  Alexandria,  VA:  2001.  Retrieved 
from  http://www.nasnthpd.org/general_files/ 
publications/medjdirectors _pubs/ 
Polypharmacy.PDF. 


on  Multiple  Antipsychotic  Medications, 
in  the  FY  2014  IPFQR  Program.  The 
MAP  and  the  subject-matter  TEP 
convened  by  our  measure  development 
contractor  support  the  inclusion  of  this 
measure  in  the  IPFQR  Program. 

TJC  designed  HBIPS-4  as  part  of  a 
paired  set  with  HBIPS-5  (described 
below),  meaning  they  were  developed  to 
be  used  together.  HBIPS— 4  is  reported  as 
the  rate  of  patients  discharged  on 
multiple  antipsychotics  among  patients 
discharged  on  at  least  one  antipsychotic 
medication.  We  believe  that  lower  rates 
are  indicative  of  higher  quality  of  care 
because  reducing  the  use  of  multiple 
antipsychotics  reduces  the  potential 
risks  of  harmful  side  effects  to  patients. 
However,  there  is  no  expectation  that 
zero  percent  is  the  desired  outcome 
because  it  is  recognized  that  in  some 
circumstances,  use  of  multiple 
antipsychotics  may  be  appropriate. 

The  numerator  is  defined  as 
psychiatric  inpatients  discharged  on 
two  or  more  routinely  scheduled 
antipsychotic  medications.  The 
denominator  is  defined  as  all 
psychiatric  inpatient  discharges  in 
which  the  patient  was  discharged  on 
one  or  more  antipsychotic  medications. 
The  measure  excludes  patients  who 
died,  patients  with  an  unplanned 
departure  resulting  in  discharge  due  to 
elopement,  and  patients  with  an 
unplanned  departure  resulting  in 
discharge  due  to  failing  to  return  from 
leave. 

Taken  together,  HBIPS-^  and  HBIPS- 
5  are  intended  to  help  reduce 
unnecessary  use  of  multiple 
antipsychotics  and  to  promote  better 
clinical  outcomes  and  reduced  side 
effects  for  patients. 

In  addition  to  meeting  the  statutory 
requirements  as  provided  in  section 
1886(s)(4)(D)  of  the  Act,  we  believe 
HBIPS-4  also  meets  a  number  of 
additional  considerations  we  take  into 
account  when  proposing  quality 
measures  for  the  IPFQR  Program.  The 
measure  assesses  the  quality  of  care 
provided  for  inpatient  psychiatric 
patients  at  the  facility  level. 
Approximately  450  IPFs  already  are 
collecting  and  reporting  the  measure  for 
purposes  of  TJC  accreditation.  HBIPS-4 
received  support  from  the  MAP  and  is 
aligned  with  the  National  Quality 
Strategy  priority  for  promoting  effective 
prevention  and  treatment  practices. 

We  invited  public  comment  on  the 
inclusion  of  the  proposed  quality 
measure  HBIPS-4,  Patients  Discharged 
on  Multiple  Antipsychotic  Medications, 
in  the  IPFQR  Program  beginning  with 
the  FY  2014  payment  deteripination.  We 
discuss  our  proposals  for  collection 
requirements  and  submission 
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timeframes  in  section  V3II.F.7.  of  the 
preamble  of  this  final  rule. 

Comment:  Several  commenters 
supported  the  inclusion  of  this 
proposed  measure. 

Response:  VVe  appreciate  the 
commenters’  support  of  the  measure. 

Comment:  One  commenter  objected  to 
the  paired  measures  HBIPS-4  and 
HBIPS-5,  as  they  are  currently 
specified,  citing  the  potential  for 
misinterpretation  since  a  low 
performance  rate  on  HBIPS-4  indicates 
higher  quality  care  while  a  high 
performance  rate  on  HBIPS-5  indicates 
higher  quality  care.  The  commenter 
suggested  combining  HBIPS-4  and 
HBIPS-5  into  a  single  measure. 

Response:  We  appreciate  the 
commenter’s  input  on  HBIPS-4  and 
HBlPS-5.  Currently,  these  two  measures 
are  endorsed  by  NQF  as  paired 
measures:  the  measure  specifications  are 
consistent  with  medical  guidelines  and 
are  currently  reported,  as  specified,  to 
TfC.  Consistent  with  our  experience 
with  other  reporting  programs,  we 
understand  that  some  consumers  may 
misinterpret  low  rates  on  HBIPS-4  as 
poor  performance.  In  order  to  minimize 
confusion  and  misunderstanding,  we 
intend  to  test  displays  with  target 
audiences  and  incorporate  feedback  into 
the  display  before  public  reporting. 

Comment:  Two  commenters  believed 
that  the  denominator  for  HBIPS-4  is 
defined  as  “psychiatric  inpatients 
discharged  on  one  or  more  routinely 
scheduled  antipsychotic  medications” 
as  opposed  to  “all  psychiatric  inpatient 
discharges.” 

Response:  We  inadvertently  did  not 
correctly  describe  the  denominator  in 
the  proposed  rule.  We  clarify  that  the 
denominator  is  all  psychiatric  inpatient 
discharges  “in  which  a  patient  was 
discharged  on  one  or  more 
antipsychotic  medications.”  We  will 
ensure  that  the  language  is  accurate  in 
future  documents. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  HBIPS-4  (Patients 
Discharged  on  Multiple  Antipsychotic 
Medications)  measure  for  the  FY  2014 
pajrment  determination  and  subsequent 
years.  We  note  that  the  denominator  is 
defined  as  all  psychiatric  inpatient 
discharges  in  which  a  patient  was 
discharged  on  one  or  more 
antipsychotic  medications. 

(4)  HBIPS-5  (Patients  Discharged  on 
Multiple  Antipsychotic  Medications 
With  Appropriate  Justification) 

In  efforts  to  promote  effective 
treatment  practices,  a  National  Quality 
Strategy  priority,  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28109), 


we  proposed  to  include  the  process 
measure  HBIPS-5,  Patients  Discharged 
on  Multiple  Antipsychotic  Medications 
with  Appropriate  Justification,  in  the  FY 
2014  IPFQR  Program.  The  MAP  and  the 
subject-matter  TEP  convened  by  our 
measure  development  contractor 
support  the  inclusion  of  this  measure  in 
the  IPFQR  Program. 

TJC  designed  HBIPS-5  as  part  of  a 
paired  set  with  HBIPS-4,  meaning  they 
were  developed  to  be  used  together. 
HBIPS-5  is  collected  on  those  patients 
discharged  on  multiple  antipsychotics 
and  is  reported  as  the  rate  of  patients 
discharged  on  multiple  antipsychotics 
with  appropriate  justification.  This 
measure  was  designed  in  recognition 
that  there  is  a  subsample  of  patients  for 
whom  multiple  antipsychotic  use  may 
be  appropriate.  TJC  has  identified  the 
following  justifications  as  appropriate 
reasons  for  discharging  a  patient  on 
multiple  antipsychotics:  (1)  The  medical 
record  contains  documentation  of  a 
history'  of  a  minimum  of  three  failed 
trials  of  monotherapy:  (2)  the  medical 
record  contains  documentation  of  a 
recommended  plan  to  taper  to 
monotherapy  or  documentation  of  a 
plan  to  decrease  the  dosage  of  one  or 
more  antipsychotic  medications  while 
increasing  the  dosage  of  another 
antipsychotic  medication  to  a  level  that 
manages  the  patient’s  symptoms  with 
one  antipsychotic  medication  (that  is, 
cross-taper):  and  (3)  the  medical  record 
contains  documentation  of 
augmentation  of  Clozapine.  Higher  rates 
on  HBIPS-5  indicate  higher  quality  of 
care  because  documenting  the  reasons 
for  assigning  two  or  more  antipsychotics 
suggests  that  careful  consideration  of 
the  benefits  of  this  course  of  treatment 
were  weighed  against  the  potential 
patient  side  effects. 

The  numerator  statement  is  defined  as 
psychiatric  inpatients  discharged  on 
two  or  more  routinely  scheduled 
antipsychotic  medications  with 
appropriate  justification.  The 
denominator  is  defined  as  psychiatric 
inpatients  discharged  on  two  or  more 
routinely  scheduled  antipsychotic 
medications.  The  measure  excludes 
patients  who  died,  patients  with  an 
unplanned  departure  resulting  in 
discharge  due  to  elopement,  patients 
with  an  unplanned  departure  resulting 
in  discharge  due  to  failing  to  return 
from  leave,  and  patients  with  a  length 
of  stay  less  than  or  equal  to  3  days. 

Taken  together,  we  believe  that 
HBIPS-4  and  HBIPS— 5  will  help  reduce 
unnecessary  use  of  multiple 
antipsychotics  and  will  lead  to  better 
clinical  outcomes  and  reduced  side 
effects  for  patients. 


In  addition  to  meeting  the  statutory  M- 
requirements  as  provided  in  section 
1886(s)(4)(D)  of  the  Act,  we  believe 
HBIPS-5  also  meets  a  number  of 
additional  considerations  we  take  into 
account  when  proposing  quality 
measures  for  the  IPFQR  Program.  The 
measure  assesses  the  quality  of  care 
provided  for  inpatient  psychiatric 
patients  at  the  facility  level. 
Approximately  450  IPFs  are  already 
collecting  and  reporting  the  measure  for 
purposes  of  TJC  accreditation.  HBIPS-5 
received  support  from  the  MAP  and  is 
aligned  with  the  National  Quality 
Strategy  priority  for  promoting  effective 
prevention  and  treatment  practices. 

VVe  invited  public  comment  on  the 
inclusion  of  the  proposed  quality 
measure  HBIPS-5,  Patients  Discharged 
on  Multiple  Antipsychotic  Medications 
with  Appropriate  Justification,  in  the 
IPFQR  Program  beginning  with  the  FY 
2014  payment  determination.  VVe 
discuss  our  proposals  for  collection 
requirements  and  submission 
timeframes  in  section  VIII. F.7.  of  the 
preamble  of  this  final  rule. 

Comment:  Several  commenters 
supported  the  inclusion  of  this 
proposed  measure. 

Response:  VVe  appreciate  the 
commenters’  support  of  the  measure. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  HBIPS-5  (Patients 
Discharged  on  Multiple  Antipsychotic 
Medications  with  Appropriate 
Justification)  measure  for  the  FY  2014 
payment  determination  and  subsequent 
years. 

(5)  HBIPS-6  (Post-Discharge  Continuing 
Care  Plan  CreateiF) 

When  patients  are  discharged  from 
the  hospital,  they  may  benefit  from 
communication  of  information 
regarding  the  care  they  received  or 
recommendations  for  their  continued 
care.  For  a  seamless  transition  from  one 
treatment  setting  to  another,  providers 
that  receive  patients  from  inpatient 
settings  need  to  know  information 
regarding  the  patient’s  treatment  during 
hospitalization,  recommendations  for 
post-discharge  ceu'e,  and  any 
medications  the  patient  was  discharged 
on.  A  discharge  plan  facilitates  this 
transition  of  information  from  one 
setting  to  another  and  has  been  shown 
to  have  positive  effects  on  readmissions. 

The  promotion  of  effective  care 
coordination  is  a  National  Quality 
Strategy  priority.  In  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28110), 
we  proposed  process  measure  HBIPS-6, 
Post-Discharge  Continuing  Care  Plan 
Created,  to  promote  care  coordination 
for  patients  in  inpatient  psychiatric 
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settings.  TJC  designed  HBIPS-6  as  part 
of  a  paired  set  with  HBIPS-7;  they  were  ' 
developed  to  he  used  together.  HBIPS- 
6  measures  whether  a  post-discharge 
continuing  care  plan  is  created. 

However,  the  creation  of  a  care  plan 
does  not  necessarily  mean  the  plan  is 
communicated  to  the  patient’s  next 
provider.  Therefore,  HBIPS-7  measures 
whether  a  post-discharge  continuing 
care  plan  is  created  and  transmitted  to 
the  next  level  of  care  provider.  Together, 
these  two  measures  can  assist  facilities 
in  determining  where  breakdowns  in 
care  processes  occur.  Quality  care  under 
HBIPS-6  is  indicated  by  patients  who 
are  discharged  with  a  continuing  care 
plan  that  includes  the  reason  for  the 
hospitalization,  the  principal  discharge 
diagnosis,  discharge  medications,  and 
the  next  level  of  care  recommendations. 
HBIPS-6  is  collected  on  all  patients 
admitted  to  IPFs.  We  believe  that  higher 
rates  on  this  measure  suggest  better 
quality  of  care  because  greater  numbers 
of  post-discharge  plans  indicate  greater 
opportunities  for  improved  patient- 
provider  and  provider-provider 
communication,  thus  leading  to 
improved  patient  care  and  health. 

The  numerator  is  defined  as 
psychiatric  inpatients  for  whom  the 
post-discharge  continuing  care  plan  is 
created  and  contains  all  of  the 
following:  reason  for  hospitalization, 
principal  discharge  diagnosis,  discharge 
medications,  and  next  level  of  care 
recommendations.  The  denominator  is 
defined  as  all  psychiatric  inpatient 
discharges.  Populations  excluded  from 
the  denominator  include  patients  who 
died,  patients  with  an  unplanned 
departure  resulting  in  discharge  due  to 
elopement,  patients  or  their  guardians 
who  refused  aftercare,  patients  or 
guardians  who  refused  to  sign 
authorization  to  release  information, 
and  patients  with  an  unplanned 
departure  resulting  in  discharge  due  to 
failing  to  return  from  leave. 

In  addition  to  meeting  the  statutory 
requirements  as  provided  in  section 
1886(s)(4)(D)  of  the  Act,  we  believe 
HBIPS-6  also  meets  a  number  of 
additional  considerations  we  take  into 
account  when  proposing  quality 
measures  for  the  IPFQR  Program.  It  is 
appropriate  to  facility-level  assessment 
of  quality  of  care  provided  by  IPFs. 
Approximately  450  IPFs  are  already 
collecting  and  reporting  the  measure  for 
purposes  of  TJC  accreditation.  HBIPS-6 
received  support  from  the  MAP  and  is 
aligned  with  the  National  Quality 
Strategy  priority  for  promoting  better 
care  coordination. 

We  invited  public  comment  on  the 
inclusion  of  the  proposed  quality 
measure  HBIPS-6,  Post-Discharge 


Continuing  Care  Plan  Created,  in  the 
IPFQR  Program  beginning  with  the  FY 
2014  payment  determination.  We 
discuss  our  proposals  for  collection 
requirements  and  submission 
timeframes  in  section  VIII.F.7.  of  the 
preamble  of  this  final  rule. 

Comment:  Several  commenters 
supported  the  inclusion  of  this 
proposed  measure. 

Response:  We  appreciate  the 
commenters’  support  for  the  measure. 

Comment:  One  commenter  stated  that 
for  this  measure,  patient  lab  results  and 
pending  tests  should  be  included  in  care 
plans. 

Response:  We  thank  the  commenters 
for  the  input  for  this  measure.  We  agree 
that,  when  appropriate,  this  information 
should  be  provided  in  care  plans. 
However,  for  purposes  of  this  measure, 
these  are  not  required  data  elements. 

Comment:  One  commenter  objected  to 
HBIPS-6  because  the  commenter 
believed  that  it  is  simply  a  “check-box” 
measure  that  does  not  advance  quality 
of  care. 

Response:  We  disagree  with  the 
commenter’s  characterization  of  this 
measure.  We  believe  that  assessing  the 
creation  nf  a  continuing  care  plan  that 
includes  important  post-discharge 
information  is  an  important  step  in 
improving  care  coordination  and  quality 
of  care.  Furthermore,  the  measure 
specifications  are  consistent  with 
clinical  guidelines  and  have  been 
endorsed  by  NQF. 

Comment:  Two  commenters 
recommended  expanding  the  exclusion 
for  the  measure  to  cover  other  possible 
reasons  for  a  lack  of  post-discharge  care, 
such  as  out  of  jurisdiction,  no 
psychiatric  care  required,  and 
admission  for  observation  with  pre¬ 
arranged  discharge  back  to  sending 
provider  or  to  another  facility,  such  as 
a  jail. 

Response:  We  appreciate  the  helpful 
feedback  from  the  commenters.  This 
measure  is  endorsed  by  NQF,  and  the 
measure  specifications  are  consistent 
with  medical  guidelines;  it  is  currently 
reported  as  specified.  We  regularly 
review  measure  specifications  and 
consider  whether  they  continue  to  be 
consistent  with  best  medical  practices. 
We  will  consider  these  suggestions 
during  the  measure  maintenance 
process. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  HBIPS-6  (Post-Discharge 
Continuing  Care  Plan  Created)  measure 
for  the  FY  2014  payment  determination 
and  subsequent  years. 


(6)  HBIPS-7  (Post-Discharge  Continuing 
Care  Plan  Transmitted  to  the  Next  Level 
of  Care  Provider  Upon  Discharge) 

The  promotion  of  effective  care 
coordination  is  a  National  Quality 
Strategy  priority.  In  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28110), 
we  proposed  process  measure  HBIPS-7, 
Post-Discharge  Continuing  Care  Plan 
Transmitted  to  Next  Level  of  Care 
Provider  upon  Discharge,  to  promote 
care  coordination  for  patients  in 
inpatient  psychiatric  settings.  TJC 
designed  HBIPS-7  as  part  of  a  paired  set 
with  HBIPS-6;  they  were  developed  to 
be  used  together.  While  the  creation  of 
a  discharge  care  plan  (as  measured  in 
HBIPS-6)  is  an  important  part  of 
providing  coordinated  care,  simply 
creating  the  plan  does  not  ensure  that  - 
the  necessary  information  is  transferred 
to  the  patient’s  next  provider.  HBIPS-7 
measures  both  aspects  of  coordinated 
care — the  creation  of  a  discharge  plan 
and  the  transmittal  of  that  plan  to  the 
next  provider.  Together,  these  two 
measures  can  assist  facilities  in 
determining  where  breakdowns  in  care 
processes  occur.  As  specified  by  TJC, 
the  discharge  plan  should  be 
transmitted  by  the  fifth  post-discharge 
day.  This  measure  is  collected  on  all 
patients  admitted  to  IPFs.  We  believe 
that  higher  rates  on  this  measure  suggest 
better  quality  care  because  the  greater 
the  number  of  post-discharge  plans 
created  and  transmitted,  the  greater 
opportunities  for  improved  patient- 
provider  and  provider-provider 
communication  and  understanding  of 
what  is  necessary  to  improve  patient 
health. 

The  numerator  is  defined  as 
psychiatric  inpatients  for  whom  the 
post-discharge  continuing  care  plan  was 
transmitted  to  the  next  level  ol  care.  The 
denominator  statement  is  defii  led  as  all 
psychiatric  inpatient  discharges. 
Populations  excluded  from  tht 
denominator  include  patients  who  died, 
patients  with  an  unplanned  departure 
resulting  in  discharge  due  to  elopement, 
patients  who  refused  (or  whose 
guardians  refused)  aftercare,  patients 
who  refused  to  sign  (or  whose  guardians 
refused  to  sign)  authorization  to  release 
information,  and  patients  with  an 
unplanned  departure  resulting  in 
discharge  due  to  failing  to  retiurn  from 
leave. 

In  addition  to  meeting  the  statutory 
requirements  as  provided  in  section 
1886(s)(4)(D)  of  the  Act,  we  believe 
HBIPS-7  also  meets  a  number  of 
additional  considerations  we  take  into 
account  when  proposing  quality 
measures  for  the  IPFQR  Program.  The 
measure  assesses  the  quality  of  care 
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provided  for  inpatient  psychiatric 
patients  at  the  facility  level. 
Approximately  450  IPFs  are  already 
collecting  and  reporting  the  measure  for 
purposes  of  TJC  accreditation.  HBlPS-7 
received  support  from  the  MAP  and  is 
aligned  with  the  National  Quality 
Strategy  priority  for  promoting  better 
care  coordination. 

We  invited  public  comment  on  the 
inclusion  of  the  proposed  quality 
measure  HBIPS-7,  Post-Discharge 
Continuing  Care  Plan  Transmitted  to 
Next  Level  of  Care  Provider  upon 
Discharge,  in  the  IPFQR  Program 
beginning  with  the  FY  2014  payment 
determination.  We  discuss  our 
proposals  for  collection  requirements 
and  submission  timeframes  in  section 
V1I1.F.7.  of  the  prearpble  of  this  final 
rule. 

Comment:  Several  commenters 
supported  the  inclusion  of  this 
proposed  measure. 


Response:  We  appreciate  the 
commenters’  support  for  the  measure. 

Comment:  One  commenter 
recommended  changing  the  timeframe 
for  transmittal  of  the  discharge  plan 
from  “by  the  fifth  post-discharge  day”  to 
“within  one  post-discharge  day.”  One 
commenter  suggested  an  exclusion  be 
added  to  the  specifications  for  instances 
where  the  next  level  of  care  is 
unavailable;  for  instance,  effective 
follow-up  care  may  not  be  obtainable  for 
uninsured  homeless  patients.  Two 
commenters  recommended  expanding 
the  exclusion  for  the  measure  to  cover 
other  reasons  for  a  lack  of  post¬ 
discharge  care  such  as  out  of 
jurisdiction,  no  psychiatric  care 
required,  and  admission  for  observation 
with  pre-arranged  discharge  back  to 
sending  provider  or  to  another  facility, 
such  as  a  jail. 

Response:  We  appreciate  the 
suggestions  for  this  measure.  We  believe 
that  the  timeframe  and  exclusions 


currently  included  in  the  NQF-endorsed 
measure  are  valid  as  specified. 

After  consideration  of  the  public 
comments  w'e  received,  we  are 
finalizing  the  HBlPS-7  (Post-Discharge 
Continuing  Care  Plan  Transmitted  to  the 
Next  Level  of  Care  Provider  upon 
Discharge)  measure  for  the  FY  2014 
payment  determination  and  subsequent 
years. 

In  summary,  we  are  finalizing  six 
quality  measures  to  be  reported  in 
aggregate  form  for  FY  2014  and 
subsequent  years.  These  six  measures 
are  shown  in  the  table  below.  Measures 
adopted  for  the  IPFQR  Program  will 
remain  in  the  quality  program  for  all 
subsequent  years  unless  specifically 
stated  otherwise  (for  example,  through 
removal  or  replacement).  We  discuss  the 
adopted  collection  requirements  and 
submission  timeframes  for  these 
measures  in  section  VIII.F.7.  of  the 
preamble  of  this  final  rule. 


Quality  Measures  Beginning  With  the  FY  2014  IPFQR  Program 


National  quality  strategy  priority 

NQF  No. 

Measure  ID 

Measure  description 

Patient  Safety  . 

0640 

HBIPS-2  . 

Hours  of  Physical  Restraint  Use. 

0641 

HBIPS-3  . 

Hours  of  Seclusion  Use. 

Clinical  Quality  of  Care . 

0552 

HBIPS-^  . 

Patients  Discharged  on  Multiple  Antipsychotic  Medications. 

■ 

0560 

HBIPS-5  . 

Patients  Discharged  on  Multiple  Antipsychotic  Medications  with  Appro¬ 
priate  Justification. 

Care  Coordination  . 

0557 

HBIPS-6  . 

Post-Discharge  Continuing  Care  Plan  Created. 

0558 

_ 

HBIPS-7  . ; . 

Post-Discharge  Continuing  Care  Plan  Transmitted  to  Next  Level  of  Care 
Provider  Upon  Discharge. 

c.  Maintenance  of  Technical 
Specifications  for  Quality  Measures 

We  will  provide  a  user  manual  that 
will  contain  links  to  measure 
specifications,  data  abstraction 
information,  data  submission 
information,  a  data  submission 
mechanism  knowm  as  the  Web-based 
Measure  Tool,  and  other  information 
necessary  for  IPFs  to  participate  in  the 
IPFQR  Program.  This  manual  will  be 
posted  on  the  QualityNet  Web  site  at: 
https://www.QuaIityNet.org.  We  will 
maintain  the  technical  specifications  for 
the  quality  measures  by  updating  this 
manual  periodically  and  including 
detailed  instructions  for  hospitals  to  use 
when  collecting  and  submitting  data  on 
the  required  measures.  These  updates 
will  be  accompanied  by  notifications  to 
IPFQR  Program  participants,  providing 
sufficient  time  betvveen  the  change  and 
effective  dates  in  order  to  allow  users  to 
incorporate  changes  and  updates  to  the 
measure  specifications  into  data 
collection  systems. 

Many  of  the  quality  measures  used  in 
different  Medicare  and  Medicaid 
reporting  programs  are  NQF-endorsed. 


As  part  of  its  regular  maintenance 
process  for  NQF-endorsed  performance 
measures,  the  NQF  requires  measure 
stewards  to  submit  annual  measure 
maintenance  updates  and  undergo 
maintenance  of  endorsement  review 
every  3  years.  In  the  measure 
maintenance  process,  the  measure 
steward  (owner/developer)  is 
responsible  for  updating  and 
maintaining  the  currency  and  relevance 
of  the  measure  and  will  confirm  existing 
or  minor  specification  changes  to  NQF 
on  an  annual  basis.  NQF  solicits 
information  from  measure  stewards  for 
annual  reviews,  and  it  reviews  measures 
for  continued  endorsement  in  a  specific 
3-year  cycle. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28111),  we  stated 
that,  through  NQF’s  measure 
maintenance  process,  NQF-endorsed 
measures  are  sometimes  updated  to 
incorporate  changes  that  we  believe  do 
not  substantially  change  the  nature  of 
the  measure.  Examples  of  such  changes 
could  be  updated  diagnosis  or 
procedure  codes,  changes  to  exclusions 
to  the  patient  population,  definitions,  or 


extension  of  the  measure  endorsement 
to  apply  to  other  settings.  We  stated  in 
the  proposed  rule  that  we  believe  these 
types  of  maintenance  changes  are 
distinct  from  more  substantive  changes 
to  measures  that  result  in  what  are 
considered  new  or  different  measures, 
and  that  they  do  not  trigger  the  same 
agency  obligations  under  the 
Administrative  Procedure  Act.  In  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28111),  we  proposed  that  if  the  NQF 
updates  an  endorsed  measure  that  we 
have  adopted  for  the  IPFQR  Program  in 
a  manner  that  we  consider  to  not 
substantially  change  the  nature  of  the 
measure,  we  would  use  a  subregulatory 
process  to  incorporate  those  updates  to 
the  measure  specifications  that  apply  to 
the  program.  Specifically,  we  would 
revise  the  Specifications  Manual  so  that 
it  clearly  identifies  the  updates  and 
provide  links  to  where  additional 
information  on  the  updates  can  be 
found.  We  also  would  post  the  updates 
on  the  CMS  QualityNet  Web  site  at 
https://\\'\\'v\,'.QualityNet.org.  We  would 
provide  sufficient  lead  time  for  IPFs  to 
implement  the  changes  where  changes 
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to  the  data  collection  systems  would  be 
necessary. 

VVe  would  continue  to  use  the 
rulemaking  process  to  adopt  changes  to 
measures  that  we  consider  to 
substantially  change  the  nature  of  the 
measure.  We  believe  that  this  proposal 
adequately  balances  our  need  to 
incorporate  NQF  updates  to  NQF- 
endorsed  IPFQR  Program  measures  in 
the  most  expeditious  manner  possible, 
while  preserving  the  public’s  ability  to 
comment  on  updates  that  so 
fundamentally  change  an  endorsed 
measure  that  it  is  no  longer  the  same 
measure  that  we  originally  adopted.  We 
invited  public  comment  on  this 
proposal. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  use  a 
suhregulatory  process  to  incorporate 
updates  that  do  not  substantially  change 
the  nature  of  the  measure.  However,  we 
proposed  the  same  approach  for 
incorporating  measure  updates  across 
the  various  qualitv  reporting  programs 
in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule,  and  we  did  receive 
public  comments  on  that  approach  for 
other  systems.  We  are  making  changes 
here  in  response  to  those  public 
comments  in  order  to  adopt  consistent 
policy  for  the  IPFQR  program. 

Comment:  Many  commenters 
supported  the  proposed  suhregulatory 
process  to  update  the  measure 
specifications  of  adopted  NQF-endorsed 
measures  in  the  Specifications  Manual 
for  nonsubstantive  changes  that  arise 
from  the  NQF  maintenance  review,  as 
well  as  the  continuation  of  the 
rulemaking  process  for  substantive 
changes  that  arise  from  NQF  review. 
Several  commenters  objected  to  these 
proposals,  and  expressed  concern  that 
there  is  no  clear  definition  of 
nonsubstantive  updates.  These 
commenters  believed  that  changes  such 
as  conversion  of  measures  to  ICD-10 
codes  and  eMeasures  format,  and 
exclusions-to  the  patient  population 
should  be  considered  substantive 
changes  that  would  warrant  rulemaking. 
Some  commenters  stated  that  all 
changes  to  measures  that  are  not  NQF- 
endorsed  measures  should  be  subject  to 
the  rulemaking  process. 

Response:  We  thank  those 
commenters  that  supported  our 
proposal  to  update  NQF-endorsed 
measures  using  a  suhregulatory  process. 
The  NQF  regularly  maintains  its 
endorsed  measures  through  annual  and 
triennial  reviews,  which  may  result  in 
the  NQF  making  updates  to  the 
measures.  We  believe  that  it  is 
important  to  have  in  place  a 
suhregulatory  process  to  incorporate 
nonsubstantive  updates  made  by  the 


NQF  into  the  measure  specifications  we 
have  adopted  for  the  IPFQR  Program  so 
that  these  measures  remain  up-to-date. 

We  also  recognize  that  some  changes  the 
NQF  might  make  to  its  ehdorsed 
measures  are  substantive  in  nature  and 
might  not  be  appropriate  for  adoption 
using  a  suhregulatory  process. 

Therefore,  we  are  finalizing  a  policy 
under  which  we  will  use  a 
suhregulatory  process  to  make 
nonsubstantive  updates  to  NQF- 
endorsed  measures  used  for  the  IPFQR 
Program.  With  respect  to  what 
constitutes  substantive  versus 
nonsubstantive  changes,  we  expect  to 
make  this  determination  on  a  case-by- 
case  basis.  Examples  of  nonsubstantive 
changes  .to  measures  might  include 
updated  diagnosis  or  procedure  codes, 
medication  updates  for  categories  of 
medications,  broadening  of  age  ranges, 
and  exclusions  for  a  measure.  We 
believe  that  nonsubstantive  changes 
may  include  updates  to  NQF  endorsed 
measures  based  upon  changes  to 
guidelines  upon  which  the  measures  are 
Based. 

We  will  continue  to  use  notice-and- 
comment  rulemaking  to  adopt 
substantive  updates  made  by  the  NQF  to 
the  endorsed  measures  we  have  adopted 
for  the  IPFQR  Program.  Examples  of 
changes  that  we  might  consider  to  be 
substantive  would  be  those  in  which  the 
changes  are  so  significant  that  the 
measure  is  no  longer  the  same  measure, 
or  when  a  standard  of  performance 
assessed  by  a  measure  becomes  more 
stringent  (for  example:  changes  in 
acceptable  timing  of  medication, 
procedure/process,  or  test 
administration).  Another  example  of  a 
substantive  change  would  be  where  the 
NQF  has  extended  its  endorsement  of  a 
previously  endorsed  measure  to  a  new 
setting,  such  as  extending  a  measure 
from  the  inpatient  setting  to  hospice. 
These  policies  regarding  what  is 
considered  substantive  versus 
nonsubstantive  would  apply  to  all 
measures  in  the  IPFQR  program.  We 
note  that  the  NQF  process  incorporates 
an  opportunity  for  public  comment  and 
engagement  in  the  measure  maintenance 
process.  We  will  revise  the 
Specifications  Manual  so  that  it  clearly 
identifies  updates  and  provide  links  to 
where  additional  information  on  the 
updates  can  be  found. 

5.  Possible  New  Quality  Measures  for 
Future  Years 

We  seek  to  develop  a  comprehensive 
set  of  quality  measures  to  be  available 
for  widespread  use  for  informed 
decision-making  and  quality 
improvement  in  the  inpatient 
psychiatric  setting.  Therefore,  through 


future  rulemaking,  we  intend  to  propose 
new  measures  that  will  help  us  further 
our  goal  of  achieving  better  health  care 
and  improved  healtb  for  Medicare 
beneficiaries  who  obtain  inpatient 
psychiatric  services,  through  the 
widespread  dissemination  and  use  of 
performance  information.  Additionally, 
we  are  considering  initiating  a  call  for 
future  measures  to  solicit  input  to  assess 
the  following  measure  domains:  clinical 
quality  of  care;  care  coordination; 
patient  safety;  patient  and  caregiver 
experience  of  care;  population/ 
community  health;  and  efficiency.  This 
approach  will  enhance  better 
psychiatric  care  while  bringing  the 
IPFQR  Program  in  line  with  other 
established  quality  reporting  and 
performance  improvement  programs 
such  as  the  Hospital  IQR  Program,  the 
Hospital  OQR  Program,  and  the  ESRD 

QIP. 

yVe  welcomed  public  comment  on 
considerations  of  additional  measure 
topics  for  the  IPFQR  Program  in  future 
rulemaking. 

Comment:  One  commenter  asserted 
that  measures  with  regard  to  the 
monitoring  of  patients  on  antipsychotic 
medications  for  metabolic  syndrome, 
primary  care  follow-up,  treatment 
adherence  post-acute  care,  and 
coordination  of  care  between 
psychiatric  care  and  alcohol/substance 
abuse  treatment  are  needed.  The 
commenter  also  suggested  that  CMS 
include  measures  assessing  patients’ 
experience  with  care,  such  as  the 
National  Association  of  State  Mental 
Health  Program  Directors’  Inpatient 
Consumer  Survey,  in  the  IPFQR 
Program.  Another  commenter 
recommended  risk-adjustment  models 
be  considered  in  the  measures  for  the 
IPFQR  Program  to  address  patient  • 
characteristic  differences.  A  commenter 
suggested  including  the  HBIPS-1: 
Admission  Screening  for  Violence  Risk. 
Substance  Use,  Psychological  Trauma 
History  and  Patient  Strengths 
Completed,  which  was  developed  by 
TJC  in  conjunction  with  the  other  six 
HBIPS  measures. 

Response:  We  thank  the  commenters 
for  the  valuable  input  and  will  take  it 
into  consideration  for  future  measure 
development  and  selection. 

6.  Public  Display  Requirements  for  the 
FY  2014  Payment  Determination  and 
Subsequent  Years 

Section  1886(s)(4)(E)  of  the  Act 
requires  the  Secretary  to  establish 
procedures  for  making  the  data 
submitted  under  the  IPFQR  Program 
available  to  the  public^  Such  procedures 
shall  ensure  that  an  IPF  has  tbe 
opportunity  to  review  the  data  that  is  to 
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be  made  public  with  respect  to  the 
psychiatric  hospital  or  unit  prior  to  such 
data  being  made  public.  The  data 
collected  will  be  displayed  on  the  CMS 
Web  site.  Under  these  requirements,  for 
each  payment  determination  year,  we 
proposed  to  publicly  display  the 
submitted  data  on  the  CMS  Web  site 
beginning  in  the  first  quarter  of  the 
calendar  year  following  the  respective 
payment  determination  year.  In  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28112),  we  proposed  that,  before  the 
data  are  publicly  displayed,  IPFs  will 
have  the  opportunity  to  preview  their 
data  between  September  20  and  October 


19  of  the  respective  payment 
determination  year. 

We  believe  the  proposed  timeframe 
allows  sufficient  time  for  both  IPFs  and 
CMS  to  correct  any  potential  mistakes . 
and  fulfill  the  preview  requirement  in 
section  1886(s)(4)(E)  of  the  Act. 

We  welcomed  public  comment  on  the 
proposed  preview  and  public  display 
procedures  for  FY  2014  and  subsequent 
years. 

Comment:  Some  commenters 
suggested  that  a  footnote  should  be  used 
in  cases  where  a  hospital  has  a  small 
sample  size  (n)  and  that  rates  should  not 
be  reported.  One  commenter 


recommended  that  CMS  establish  a 
minimum  number  of  cases. 

Response:  We  thank  the  commenters 
for  the  suggestions  for  the  footnote  and 
the  minimum  number  of  cases  and  will 
take  them  into  consideration  when  we 
gain  experience  from  this  coming  year’s 
data. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  public  display 
requirements  for  preview  and  public 
display  procedures  for  the  FY  2014 
payment  determination  and  subsequent 
years  as  proposed.  Set  out  below  are  the 
preview  and  public  display  timeframes 


for  FY  2014  through  FY  2016. 

Public  Display  for  FY  2014,  FY  2015,  and  FY  2016 


Payment  determination 
year 

(Fiscal  year) 

30-day  Preview  period 

Public  display 
(Calendar  year) 

FY  2014  . 

1  September  20,  201 3-October  1 9,  201 3 . 

2014 

FY2015  . 

1  September  20,  2014-October  19,  2014 . . 

2015 

FY  2016  . 

i  September  20,  2015-October  19,  2015 . 

2016 

7.  Form.  Manner,  and  Timing  of  Quality 
Data  Submission  for  the  FY  2014 
Payment  Determination  and  Subsequent 
Years 

a.  Background 

Section  1886(s)(4)(C)  of  the  Act 
requires  that,  for  the  FY  2014  payment 
determination  and  each  subsequent 
year,  each  IPF  submit  to  the  Secretary 
data  on  quality  measures  as  specified  by 
the  Secretary.  Such  data  shall  be 
submitted  in  a  form  and  manner,  and  at 
a  time,  specified  by  the  Secretary.  As 
required  by  section  1886(s)(4)(A)  of  the 
Act,  for  any  IPF  that  fails  to  submit 
quality  data  in  accordance  with  section 
1886(s)(4)(C)  of  the  Act,  the  Secretary 
will  reduce  any  annual  update  to  a 
standard  Federal  rate  for  discharges 
occvu’ring  during  such  fiscal  year  by  2.0 
percentage  points.  The  complete  data 
submission  requirements,  submission 
deadlines,  and  data  submission 
mechanism  known  as  the  Web-Based 
Measure  Tool  will  be  posted  on  the 
QualityNet  Web  site  at:  http:// 
www.qualitynet.org/.  The  Web-Based 
Measure  Tool  is  an  Internet  database  for 
IPFs  to  submit  their  aggregate  data.  We 
proposed  that  IPFs  submit  data  in 
accordance  with  the  specifications  for 
the  appropriate  proposed  reporting 
periods  to  the  Web-Based  Measures 
Tool  found  in  the  IPF  section  on  the 
QualityNet  Web  site  [http:// 
www.qualitynet.org/). 


b.  Procedural  Requirements  for  the  FY 
2014  Payment  Determination  and 
Subsequent  Years 

In  order  to  participate  in  the  IPFQR 
Program  for  the  FY  2014  payment 
determination  and  subsequent  years,  in 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  (77  FR  28112),  we  proposed, that 
IPFs  must  comply  with  the  procedural 
requirements  outlined  below.  We  have 
aligned  these  procedural  requirements 
with  the  Hospital  IQR  Program  to  avoid 
imposing  additional  burden  on 
providers  and  to  increase  efficiencies  by 
virtue  of  allowing  providers  to  use 
similar  submission  requirements  across 
programs.  We  proposed  that  facilities 
must  do  the  following: 

•  Register  with  QualityNet  before  the 
IPF  begins  reporting,  regardless  of  the 
method  used  for  submitting  the  data. 

•  Identify  a  QualityNet  Administrator 
who  follows  the  registration  process 
located  on  the  QualityNet  Web  site 
[http://www.qualitynet.org/). 

•  Complete  a  Notice  of  Participation 
(NOP).  IPFs  that  wish  to  participate  in 
the  IPFQR  Program  must  complete  an 
online  NOP.  Submission  of  an  NOP  is 
an  indication  that  the  IPF  agrees  to 
participate  in  the  IPFQR  Program  and 
public  reporting  of  their  measure  rates. 
The  timeframe  for  completing  the  NOP 
is  between  January  1  and  August  15 
before  each  respective  payment 
determination  year.  Accordingly,  for  the 
FY  2014  payment  determination  year, 
we  proposed  that  the  timeframe  for 
completing  the  NOP  would  be  between 
January  1,  2013  and  August  15,  2013. 


•  Any  IPF  that  receives  a  new  CMS 
Certification  Number  (CCN)  on  or  after 
the  beginning  of  the  respective  payment 
determination  year  and  wishes  to 
participate  in  the  IPFQR  Program  but 
has  not  otherwise  submitted  a  NOP 
using  the  new  CCN  must  submit  a 
completed  NOP  no  later  than  180  days 
from  the  date  identified  as  the  open  date 
(that  is,  the  Medicare  acceptance  date) 
on  the  approved  CMS  Quality 
Improvement  Evaluation  System  to 
participate  in  the  IPFQR  Program. 

•  Withdrawals  from  the  IPFQR 
Program  will  be  accepted  no  later  than 
August  15  before  the  beginning  of  each 
respective  payment  determination  year. 
We  believe  the  August  15  deadline  will 
give  us  sufficient  time  to  update 
payment  determinations  for  each 
respective  year.  Accordingly,  we 
proposed  that  the  withdrawal  period  for 
the  FY  2014  payment  determination 
year  be  between  January  1,  2013  and 
August  15,  2013.  If  in  a  given  payment 
determination  year,  an  IPF  withdraws 
from  the  program,  it  will  receive  a 
reduction  of  2.0  percentage  points  to 
that  year’s  applicable  percentage 
increase.  Once  an  IPF  has  submitted  a 
NOP,  it  is  considered  to  be  an  active 
IPFQR  Program  participant  until  such 
time  as  the  IPF  submits  a  withdrawal 
form  to  CMS. 

•  We  will  determine  if  an  IPF  has 
complied  with  our  data  submission 
requirements  by  validating  each  IPF’s 
CCN  and  their  aggregated  data 
submission  on  the  QualityNet  Web  site. 


Federal  Register / Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


53b35 


•  IPFs  must  submit  the  aggregated 
numerator  and  denominator  data  for  all 
age  groups,  for  all  measures,  to  avoid 
the  2.0  percentage  point  reduction. 

As  previously  noted,  we  believe  that 
this  proposed  aggregated  data  collection 
mode  using  a  Web  page  will  reduce 
burden  to  IPFs.  We  anticipate  that  IPFs 
already  reporting  de-identified  patient- 
level  data  to  TJC  would  be  able  to  easily 
aggregate  and  report  these  data  on  a 
secure  Web  page  to  CMS. 

We  welcomed  public  comment  on  the 
proposed  procedural  requirements  for 
the  FY  2014  payment  determination  and 
subsequent  years. 

Comment:  One  commenter  supported 
the  proposal  regarding  the  registration 
process. 

Response:  We  appreciate  the 
commenter’  support. 

After  consideration  of  the  public 
comment  we  received,  we  are  finalizing 
the  procedural  requirements  for  the  FY 
2014  payment  determination  and 
subsequent  years  as  proposed. 

c.  Reporting  and  Submission 
Requirements  for  the  FY  2014  Payment 
Determination 

IPFs  choosing  to  participate  in  the 
IPFQR  Program  must  meet  the  specific 
data  collection  and  submission 
requirements  as  described  on  the 
QualityNet  Web  site  {http:/ /www.quality 
net.org/)  and  TfC’s  Specifications 
Manual  for  Joint  Commission  National 
Quality  Measures  (Specifications 
Manual)  at:  http://www.manuaI.joint 
commission.org/reIeases/TJC2012B/ 
HospitalBasedInpatientPsychiatric 
Services.html.  We  note  that  the 
Specifications  Manual  is  updated  at 
least  twice  a  year  (and  may  be  updated 
more  often  as  necessary),  and  IPFs  are 
responsible  for  using  the  requirements 
in  the  most  recent  manual.  The  most 
current  version  can  be  found  on  the 
Web  site  at:  https://manuaI.joint 
commission .  org/bin/view/Man  uai/Web 
Home.  In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28113),  we 
proposed  that  IPFs  submit  aggregate 
data  on  the  measures  on  an  annual 
basis,  beginning  in  FY  2014.  As  noted 
earlier,  IPFs  must  submit  the  data  to  the 
Web-Based  Mea^res  Tool  found  in  the 
Inpatient  Psychiatric  Facility  section  on 
the  QualityNet  Web  site.  However,  the 
data  input  forms  on  the  QualityNet  Web 
site  for  such  submission  will  require 
-  aggregate  data  for  each  separate  quarter. 
Therefore,  IPFs  will  need  to  track  and 
maintain  quarterly  records  for  their 
data. 

For  the  FY  2014  payment 
determination,  we  proposed  that  IPFs 
report  on  the  proposed  measures  for 
services  provided  between  Q4  of  CY 


2012  and  Ql  of  CY  2013.  These  two 
quarters’  data  constitute  the  expected 
data  available  to  CMS  when  we  assess 
reporting  compliance.  The  6-month 
timeframe  will  allow  us  to  establish  a 
full  calendar  year  of  reporting  by  FY 
2016  as  discussed  below.  We  proposed 
that  IPFs  submit  their  aggregated  data 
between  July  1,  2013  and  August  15, 
2013.  The  following  table  summarizes 
this  information. 

We  welcomed  public  comment  on  the 
proposed  reporting  and  data  submission 
requirements  for  the  FY  2014  payment 
determination. 

Comment:  Some  commenters 
requested  that  CMS  allow  data  file 
submission  from  vendors  to  the 
QualityNet  Web  site  because  it  will  be 
in  alignment  with  existing  data 
submission  of  the  Hospital  IQR  and 
OQR  Programs. 

Response:  We  thank  the  commenters 
for  their  input.  We  intend  to  align  the 
data  submission  practice  with  the 
Hospital  IQR  and  Hospital  OQR 
Programs.  Based  on  these  comments,  we 
have  decided  that  IPFs  may  choose  to 
delegate  to  a  vendor  the  submission  of 
the  following  two  requirements  only:  (1) 
Aggregate  measure  data;  and  (2) 
population  and  sample  size  data.  IPFs 
may  choose  to  submit  their  own  data  to 
CMS  and  forego  any  costs  associated 
with  paying  vendors  to  submit  data  on 
their  behalf.  If  an  IPF  decides  to  use  a 
vendor,  it  is  important  to  note  that  the 
IPF,  not  the  vendor,  is  responsible  for 
all  data  submitted  to  CMS  and  for 
meeting  all  the  procedural  requirements 
established  in  this  rule. 

Comment:  A  few  commenters 
expressed  concern  that  the  start  of  the 
program,  which  is  on  October  1,  2012, 
may  prove  to  be  unattainable  for  some 
facilities,  therefore  they  recommended 
we  delay  and  implement  incremental 
phases  beginning  with  FY  2014.  A  few 
commenters  considered  April  1,  2013  as 
a  reasonable  date  to  implement  the 
IPFQR  Program  and  several  commenters 
suggested  that  CMS  consider  allowing 
IPFs  to  only  attest  or  agree  to  participate 
instead  of  reporting  data  for  FY  2014, 
the  first  payment  year. 

Response:  We  thank  the  commenters 
for  their  input.  We  recognize  that  some 
facilities,  especially  those  facilities  that 
are  not  currently  reporting  quality 
measures,  may  face  challenges. 
However,  we  are  not  requiring  facilities 
to  begin  submitting  data  until  July  1, 
2013  through  August  15,  2013.  The  lag 
time  between  October  1,  2012  and  the 
beginning  of  the  data  submission  period 
is  approximately  9  months  which  we 
think  provides  IPFs  sufficient  time  to  be 
prepared. 


Comment:  One  commenter  considered 
the  CMS  data  collection  proposal  as 
duplicative  because  some  IPFs  are 
already  submitting  the  data  to  TJC.  The 
commenter  urged  CMS  to  grant 
“deemed”  status  to  those  IPFs  that  are 
already  submitting  the  data  to  TJC. 

Response:  We  thank  the  commenter 
for  the  input.  However,  the  purpose  of 
the  IPFQR  Program  is  to  ensure  facility¬ 
wide  quality  reporting  and  ultimately 
improve  quality  of  care  for  Medicare 
beneficiaries  receiving  behavioral 
services  in  the  IPF  settings.  The  granting 
of  “deemed”  status  to  some  IPFs  will 
make  our  data  collection  incomplete 
and  does  not  meet  our  intended 
objectives  to  obtain  all  quality  measure 
data  from  each  IPF,  apply  the 
appropriate  payment,  and  display  the 
measure  rates  on  the  CMS  Web  site. 

Comment:  One  commenter  urged 
CMS  to  work  with  TJC  to  establish  a 
process  for  automatic  data  exchange 
between  CMS  and  TJC  in  order  to 
reduce  the  reporting  burden  for 
accredited  IPFs.  Another  commenter 
recommended  using  the  same  process 
for  data  submission  used  by  TJC  to 
avoid  burden  to  IPFs. 

Response:  We  thank  the  commenters 
for  their  input.  We  strive  to  work  closely 
with  TJC  to  attain  maximum  alignment 
in  current  reporting  practices,  reporting 
requirements,  and  reporting  format.  We 
will  consider  establishing  a  process  for 
automatic  data  exchange  between  CMS 
and  TJC  for  future  efforts  through  the 
rulemaking  process.  We  also  recognize 
that  approximately  1,500  IPFs  are  not 
reporting  any  IPF  quality  data  to  TJC. 
The  vast  majority  of  these  IPFs  are  not 
hospital-based,  and  use  a  different 
process  for  accreditation  than  the  TJC. 

Comment:  One  commenter  supported 
the  CMS  proposal  requiring  IPFs  to 
submit  aggregate  versus  patient-level 
data.  A  few  commenters  supported  the 
proposed  electronic  submission  of  data 
and  expressed  concern  that  the  burden 
of  collection  occurs  at  the  patient-level 
of  reporting. 

Response:  We  appreciate  the 
commenters’  support  and  input.  We 
recognize  there  will  be  some  challenges 
when  a  new  program  is  initiated.  We 
believe  that  requiring  IPFs  to  submit 
aggregate  versus  patient-level  data  will 
prove  less  burdensome  and  will  allow 
more  time  for  IPFs  to  become  familiar 
with  our  reporting  processes,  especially 
for  those  IPFs  that  are  not  currently 
reporting  the  measures. 

Furthermore,  the  selected  measures 
minimize  the  collection  and  reporting 
burden  on  IPFs  because,  under 
Medicare’s  IPF  CoPs  (42  CFR  482.61), 
IPFs  must  maintain  documentary 
evidence  of  detailed  treatment 
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approaches  and  aftercare 
considerations.  In  addition,  under  42 
CFR  482.21,  IPFs  are  required  to 
develop,  implement,  and  maintain  an 
effective,  ongoing,  hospital-wide  data- 
driven  quality  assessment  and 
performance  improvement  (QAPI) 
program  as  well  as  documentary 
evidence  of  such  program  for  purposes 
of  demonstrating  their  operation  to 
CMS. 

Comment:  A  few  commenters 
requested  clarification  on  whether  the 
IPFQR  Program  requires  data  validation. 

Response:  We  are  requiring  IPFs  to 
submit  aggregated  data.  We  did  not 
propose  any  data  validation  approach 
and,  therefore,  are  not  requiring  one. 
However,  we  encourage  the  IPFs  to  use 
a  validation  method  and  conduct  their 
own  analysis.  In  future  years,  should  we 
modify  the  program  to  require  patient- 
level  data,  we  will  consider  proposals 
for  an  appropriate  validation  method  via 
rulemaking. 

Comment:  One  conimenter  objected  to 
the  collection  of  aggregate  data  because 
it  does  not  allow  for  validation  of  data 
accuracy.  The  commenter  was 
concerned  that  consumers  could 
potentially  be  making  healthcare 
decisions  about  the  quality  of  care  at 
IPFs  based  on  unvalidated  and 
inaccurate  data. 

Response:  We  thank  the  commenter 
for  the  input.  We  considered  both  the 
reduced  burden  of  collecting  aggregate 
data  for  IPFs,  and  the  challenges  in 
validating  aggregate  data.  We  recognize 
that  we  cannot  feasibly  validate 


aggregate  data  using  a  random  sample  of 
medical  records  for  all  proposed 
measures  because  we  cannot  sample 
from  a  list  of  records  submitted  by  the 
IPF.  We  intend  to  assess  accuracy  of 
aggregate  reported  data  to  other  sources, 
including  TJC.  At  this  time,  we  believe 
that  the  reduced  burden  of  collecting 
aggregate  data  outweighs  the  need  to 
validate  patient-level  records.  We  seek 
to  maximize  quality  repdrting  among  all 
facilities,  including  the  facilities  not 
currently  reporting  to  TJC.  We  believe 
that  IPFs  will  submit  accurate  data,  and 
base  this  belief  in  part  on  the 
requirement  that  IPFs  participating  in 
the  IPFQR  Program  acknowledge  the 
accuracy  and  completeness  of  their  data. 
This  aclbnowledgement  will  provides  us 
with  some  assurance  that  the  submitted 
data  are  validated  and  accurate.  We 
believe  that  not  establishing  a  validation 
process  at  this  time  will  enable  IPFs  to 
learn  these  measures  during  the  initial 
reporting  year.  This  approach  is 
consistent  with  our  approach  to 
validation  requirements  in  the  Hospital 
OQR  and  ASCQR  Programs  during  the 
initial  years  of  these  programs.  Initially, 
we  want  to  encourage  IPFs  to  begin 
reporting  quality  data  and  using  the 
quality  measure  information  for  quality 
improvement  purposes. 

Comment:  One  commenter  inquired 
about  the  possibility  of  requiring 
patient-level  data  in  future  years  and,  if 
so,  whether  CMS  would  offer  an  on-line 
tool  for  patient-level  data. 

Response:  In  the  future,  we  may 
consider  modifying  the  IPFQR  Program 


to  require  patient-level  data;  if  we  do  i , 
pursue  such  a  change,  we  would  do  so. 
through  rulemaking.  We  intend  to  host 
National  Provider  Calls  to  conduct 
outreach  and  education  sessions  and 
will  consider  providing  educational 
materials  during  the  sessions.  Please 
check  the  QualityNet  Web  site  [http:// 
qualitynet.org/ /)  periodically  for 
updates. 

Comment:  One  commenter  expressed 
its  inability  to  comment  on  the  data 
submission  for  FY  2014  because  the 
forms  have  not  been  posted  on 
QualityNet. 

Response:  We  regret  the  commenter 
could  not  comment  on  our  data 
submission  method.  However,  although 
the  forms  are  not  yet  available,  we 
believe  we  provided  sufficient 
description  of  the  data  submission 
process  in  the  proposed  rule  to  enable 
meaningful  comment. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  reporting  and  submission 
requirements  for  the  FY  2014  payment 
determination  as  proposed.  IPFs  must 
ensure  that  all  the  reporting  and 
submission  requirements  are  followed 
by  their  vendors  (if  data  are  submitted 
by  vendors  on  their  behalf)  because  IPFs 
remain  responsible  for  all  submitted 
data  regardless  if  data  are  submitted  by 
a  vendor  or  by  the  entity/organization 
themselves.  Set  out  below  are  the  final 
quality  reporting  periods  and 
submission  timeframes  for  FY  2014. 


Quality  Reporting  Periods  and  Submission  Timeframes  for  FY  2014 

Payment  determination 
(Fiscal  year) 

Reporting  period  for  services  provided 
(Calendar  year) 

Data  submission  timeframe 

FY  2014  . 

Q4  2012  . . . 

(October  1,  201 2-December  31,  2012)  . 

Ql  2013 . . . 

(January  1,  2013-March  31,  2013). 

July  1,  2013-August  15,  2013. 

d.  Reporting  and  Submission 
Requirements  for  the  FY  2015  and  FY 
2016  Payment  Determinations 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28113),  we 
proposed  that  IPFs  report  on  measures 
for  services  provided  in  Q2,  Q3,  and  Q4 
of  CY  2013  for  the  FY  2015  payment 
determination  and  in  Ql,  Q2,  Q3,  and 
Q4  of  CY  2014  for  the  FY  2016  payment 
determination.  For  FY  2014  and  FY 
2015,  we  proposed  that  IPFs  report  data 
on  the  proposed  measures  for  inpatient 
psychiatric  services  provided  for  6  and 
9  months,  respectively,  to  move  towards 
data  reporting  of  services  provided 


within  a  full  calendar  year  (12  months) 
by  FY  2016. 

The  reporting  of  data  within  the 
timeframes  outlined  previously  will 
allow  us  to  align  the  IPFQR  Program 
with  other  quality  reporting  programs 
that  base  their  data  reporting  on  a 
calendar  year. 

We  welcomed  public  comment  on  the 
proposed  reporting  and  data  submission 
requirements  for  the  FY  2015  and  FY 
2016  payment  determinations. 

Comment:  One  commenter  agreed 
with  the  CMS  proposed  reporting  period 
for  FY  2015.  Although  the  commenter 
agreed  with  the  proposed  reporting 
period  for  FY  2016,  the  cotnmenter 


urged  CMS  to  delay  finalizing  the 
proposed  reporting  requirements  for  FY 
2016  until  the  FY  2014  rulemaking 
cycle  in  order  to  be  more  flexible  if  the 
data  collection  efforts  do  not  go  as 
planned. 

Response:  We  thank  the  commenter 
for  the  input.  We  recognize  that  as  the 
IPFQR  Program  evolves,  lessons  learned 
from  each  payment  year  will  be  valuable 
to  improve  our  reporting  processes.  We 
will  consider  these  lessons  in  future 
proposals  through  rulemaking. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  reporting  and  submission 
requirements  for  the  FY  2015  and  FY 
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2016  payment  determinations  as  'i-**  submission  timeframes' for  FY  2015  and 

proposed.  Set  out  below  are  the  finale  FY  2016.’  ■ 

quality  reporting  periods  and  ' 

Quality  Reporting  Periods  and  Submission  Timeframes  for  FY  2015  and  FY  2016  Payment  Determinations 


Payment  determination 
(Fiscal  year) 


Reporting  period  for  services  provided 
(Calendar  year) 

Q2  2013  . 

(April  1,  2013-June  30,  2013) . 

Q3  2013  . . . 


Data  submission  timeframe 


FY  2015 


July  1,  2014-August  15,  2014. 


FY  2016 


(July  1,  2013-September  30,  2013). 

04  2013  . 

(October  1,  2013-December  31,  2013). 

01  2014  . 

(January  1,  2014-March  31,  2014) . 

Q2  2014  . 

(April  1,  2014-June  30,  2014). 

Q3  2014  . . 

(July  1,  2014-September  30,  2014). 

Q4  2014  . 


July  1,  2015-August  15,  2015. 


(October  1,  2014-December  31,  2014). 


e.  Population,  Sampling,  and  Minimum 
Case  Threshold  for  FY  2014  and 
Subsequent  Years 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28114),  we 
proposed  that  participating  IPFs  must 
meet  specific  population,  sample  size, 
and  minimum  reporting  case  threshold 
requirements  as  specified  in  TJC’s 
Specifications  Manual.  The 
Specifications  Manual  is  updated  at 
least  twice  a  year  (and  may  be  updated 
more  often  as  necessary),  and  IPFs  must 
follow  the  requirements  in  the  most 
recent  manual.  The  most  current  version 
can  be  found  on  the  Web  site  at: 
b  ftps:/ /man  ual.join  tcommission .  org/ 
bin/view/Manual/WebHome. 

We  proposed  that  the  target 
population  for  the  proposed  measures 
include  all  patients,  not  solely  Medicare 
beneficiaries,  to  improve  quality  of  care. 
We  believe  it  is  important  to  require 
IPFs  to  submit  measures  on  all  patients 
because  quality  improvement  is  of 
industry-wide  importance  and  should 
not  be  focused  exclusively  on  a  certain 
subset  of  patients.  In  addition,  we  need 
this  scope  of  data  in  order  to  be  able  to 
assess  the  quality  of  care  being  provided 
to  Medicare  beneficiaries.  We  proposed 
that  IPFs  use  the  applicable  sample  size 
requirements  found  in  the 
Specifications  Manual.  We  noted  that 
the  Specifications  Manual  gives  IPFs  the 
option  of  sampling  their  data  quarterly 
or  monthly.  We  erroneously  noted  that 
the  Specifications  Manual  does  not 
require  sampling  procedures  for 
measures  HBIPS-2  and  HBIPS-3.  As 
noted  below,  the  correct  language 
, should  have  been  that  “the 
Specifications  Manual  does  not  allow 
sampling  procedures  for  measures 
HBIPS-2  and  HBIPS-3.”  Therefore,  IPFs 


are  required  to  submit  data  on  all  cases 
for  these  two  measures. 

The  Specifications  Manual  uses  the 
term  “minimum  required  stratum 
sample  size”  to  refer  to  the  required 
sample  size  for  a  given  initial  patient 
population  stratum.^s^  Xo  comply  with 
our  proposed  reporting  requirements,  if 
the  initial  patient  population  stratum 
size  is  below  a  certain  number  of 
cases,258  for  measures  HBIPS-4,  HBIPS- 
5,  HBIPS-6,  and  HBIPS-7,  IPFs  must 
submit  all  applicable  measure  data 
rather  than  sample  data.  More  details  on 
sampling  procedures  are  located  in  the 
Specifications  Manual  available  at  the 
Web  site:  https:// 

manual.jointcommission.org/bin/view/ 
Man  ual/WebHome. 

IPFs  that  have  no  data  to  report  for  a 
given  measure  must  enter  zero  for  the 
population  and  sample  counts.  For 
example,  an  IPF  that  has  no  hours  of 
physical  restraint  use  (HBIPS-2)  to 
report  for  a  given  quarter  is  still 
required  to  submit  a  zero  for  its 
quarterly  aggregate  population  for 
HBIPS-2  in  order  to  meet  the  reporting 
requirement.  We  believe  it  is  important 
for  IPFs  to  submit  data  on  all  measures 
even  when  the  population  size  for  a 
given  measure  is  zero  or  small  because 
it  provides  us  with  the  opportunity  to 
identify,  assess,  and  evaluate  the 
baseline  for  the  number  of  cases  for  each 
measure  in  future  years.  This  will  also 
assist  us  in  detennining  the  minimum 
case  threshold  for  future  years  in  the 


257  For  example,  for  initial  population  stratum 
size  of  211-fi77,  the  most  current  version  of  the 
Specifications  Manual  requires  a  minimum  stratum 
sample  size  of  20  percent  of  the  initial  population 
stratum  size.  If  the  initial  population  size  is  44-220, 
the  minimum  required  stratum  sample  size  is  44. 

25«  In  the  most  current  version  of  the 
Specifications  Manual  this  number  is  44. 


rule.  In  cases  where  the  measure  rates 
are  calculated  based  on  low  caseloads, 
when  the  submitted  data  are  publicly 
displayed  on  the  QualityNet  Web  site, 
we  proposed  to  clearly  note  that  the 
affected  measure  rates  were  calculated 
based  on  low  caseloads  that  may  affect 
the  result. 

We  invited  public  comment  on  the 
proposed  population,  sampling,  and 
case  thresholds  and  welcomed  any 
comments  on  methods  and  approaches 
for  future  years. 

Comment:  One  commenter  applauded 
the  CMS  sampling  proposal  and 
recognized  that  requiring  data  on  all 
patients,  not  just  Medicare  patients,  is 
important  for  the  program. 

Response:  We  appreciate  the 
commenter’s  support. 

Comment:  One  commenter 
recommended  that  CMS  continue  to 
ipaintain  consistency  with  TJC’s 
requirements  on  the  population, 
sampling,  case  threshold,  and  other 
technical  aspects  to  ensure  future  ability 
to  perform  benchmarking  and  quality 
improvement  assessment  across  the  TJC 
program  and  IPFQR  Program. 

Response:  We  thank  the  commenter 
for  the  input.  We  seek  to  align  efforts  as 
much  as  possible,  but  must  also 
recognize  that  the  IPFQR  Program  is  a 
separate  and  distinct  program  from 
TJC’s  program.  The  IPFQR  Program’s 
population  of  patients  includes  only 
inpatient  psychiatric  facility  patients. 
We  expect  that  IPFs  will  submit  data  on 
Medicare  and  non-Medicare  patients 
treated  under  the  IPFs  CCN,  not  acute 
care  hospital  CCNs.  For  Medicare  fee- 
for-service  patients,  the  IPF  should 
require  their  Medicare  claims 
processing  department  or  contractor  to 
correctly  identify  patients  treated  and 
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billed  under  the  IFF  PPS.  VVe  also 
clarifS’  that  the  IPFs  will  identify'  their 
applicable  non-Medicare  patient 
population  by  accessing  their  claims  for 
inpatient  psychiatric  services  submitted 
to  non-Medicare  payers,  such  as  Blue 
Cross  Blue  Shield.  By  maintaining 
consistency  in  reporting,  these  efforts 
will  serv'e  to  stabilize  the  data  and  set 
benchmarks  for  future  years. 

Comment:  One  commenter  noted  that 
the  Specifications  Manual  indicates  that 
it  does  not  “allow”  sampling  procedures 
for  HBIPS-2  and  HBIPS-3  rather  than 
“require”  sampling  procedures,  which 
is  the  term  CMS  used,  and  which 
implies  that  a  hospital  may  choose  to 
require  their  vendor  to  implement 
sampling  procedures. 

Response:  We  thank  the  commenter 
for  pointing  out  this  issue.  We  have 
addressed  the  issue  in  the  introductory 
di.scussion  above  to  correctly'  reflect  the 
Specifications  Manual. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  population,  sampling,  and 
minimum  case  threshold  for  FY  2014 
and  subsequent  years  as  proposed. 

f.  Data  Accuracy  and  Completeness 
Acknowledgement  Requirements  for  the 
FY  2014  Payment  Determination  and 
Subsequent  Years 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28114),  we 
proposed  to  require  IPFs  to 
acknowledge  their  data  accuracy  and 
completeness  once  annually  using  a 
QualityNet  Web  site  Web  page.  To 
affirm  that  the  data  provided  to  meet  the 


FY  2014  IPFQR  Program  data 
submission  requirement  is  accurate  and 
complete  to  the  best  of  a  facility’s 
knowledge,  an  IPF  would  be  required  to 
submit  the  Data  Accuracy  and 
Completeness  Acknowledgment  (DACA) 
form.  We  would  provide  a  link  to  this 
form  once  IPFs  have  completed  entry  of 
all  aggregated  measure  data.  Data 
submission  would  not  be  complete  until 
the  IPF  submits  the  DACA  form.  We 
proposed  that  the  deadline  for 
submission  of  both  measure  data  and 
the  DACA  form  would  be  no  later  than 
August  15  prior  to  the  applicable  IPFQR 
Prografti  payment  determination  year. 

For  the  FV  2014  payment 
determination,  for  which  participating 
IPFs  are  required  to  report  data  for 
discharges  occurring  between  Q4  of  CY 
2012  and  Ql  of  CY  2013,  we  proposed 
to  make  the  submission  deadline  for  the 
DACA  no  later  than  August  15,  2013. 

We  proposed  that  the  DACA  submissiqn 
deadlines  for  FY  2015  and  FY  2016 
would  be  August  15  of  CY  2014  and  CY 
2015,  respectively.  We  proposed  August 
15  as  the  DACA  submission  deadline  for 
several  reasons.  First,  requiring  IPFs  to 
acknowledge  their  data’s  accuracy  and 
completeness  by  August  15  of  the  year 
before  the  respective  payment 
determination  year  provides  us  with 
sufficient  time  to  ensure  compliance 
with  the  program  by  October  1 ,  the  start 
of  the  fiscal  year,  and,  therefore,  with 
sufficient  time  to  calculate  and  apply 
the  annual  payment  update.  Second,  we 
believe  that  it  is  reasonable  to  make  the 
deadline  for  the  DACA  the  same  as  the 
data  submission  deadline  in  order  to 


reduce  the  reporting  burden  to  IPFs. 
Lastly,  using  August  15  as  the  DACA  *■ 
deadline  allows  us  to  align  our  data 
acknowledgment  deadline  with  other 
quality  reporting  programs,  such  as  the 
Hospital  IQR  Program. 

We  invited  public  comment  on  our 
proposed  DACA  requirements. 

Comment:  One  commenter 
recommended  aligning  the  DACA 
deadlines  among  the  Hospital  IQR, 
Hospital  OQR,  and  IPFQR  Programs  to 
make  it  easier  for  hospitals  and  IPFs  to 
keep  track  when  completing  these  tasks. 

Response:  We  thank  the  commenter 
for  the  input  regarding  the  DACA 
deadline.  We  strive  t6  align  our  quality 
reporting  programs  across  settings  to 
make  quality  reporting  as  efficient  as 
possible  for  the  stakeholders.  As  noted 
in  our  proposed  rule,  we  have  made 
every  effort  to  align  the  IPFQR  Program 
with  the  Hospital  IQR  and  Hospital 
OQR  Programs.  Any  differences  in  the 
DACA  deadlines  among  the  programs 
result  from  the  inherent  differences  in 
the  nature  of  the  programs,  the  kind  of 
measures  used,  and  the  timing  of  the 
statutorily  mandated  implementation.  In 
the  future,  we  will  continue  to  work  to 
align  DACA  deadlines  to  the  extent 
possible. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  DACA  requirements  for 
the  FY  2014  payment  determination  and 
subsequent  years  as  proposed.  Set  out 
below  are  the  DACA  deadlines  for  the 
FY  2014  through  FY  2016  payment 
determinations. 


Data  Accuracy  and  Completeness  Acknowledgment  (DACA)  Deadlines  for  FY  2014,  FY  2015,  AND  FY  2016 

Payment  Determinations 


Payment  determination 
(Fiscal  year) 

Reporting  period  for  services  provided 
(Calendar  year) 

Data  accuracy  and 
completeness 
acknowledgement 
deadline 

FY  2014  . 

Q4  2012  (October  1,  201 2-December  31.  2012)  . 

Ql  2013  (January  1,  2013-March  31,  2013). 

August  15,  2013. 

FY2015 . 

Q2  2013  (April  1,  2013-June  30,  2013) . 

Q3  2013  (July  1,  2013-September  30,  2013). 

Q4  2013  (October  1,  201 3-December  31,  2013). 

August  15,  2014. 

FY  2016  . 

Ql  2014  (January  1,  2014-March  31,  2014)  . 

Q2  2014  (April  1,  2014-June  30,  2014). 

August  15,  2015. 

Q3  2014  (July  1,  2014— September  30,  2014). 

Q4  2014  (October  1,  2014-December  31,  2014). 

8.  Reconsideration  and  Appeals 
Procedures  for  the  FY  2014  Payment 
Determination  and  Subsequent  Years 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28115),  we 
proposed  a  reconsideration  process 
whereby  IPFs  can  request  a 
reconsideration  of  their  payment  update 


reduction  in  the  event  an  IPF  believes 
that  its  annual  payment  update  has  been 
incorrectly  reduced  for  failure  to  report 
quality  data  under  the  IPFQR  Program. 
We  proposed  to  institute  an  annual 
reconsideration  process  similar  to  the 
Hospital  IQR  Program  (74  FR  43892). 

We  would  not  utilize  reconsideration 
policies  and  procedures  related  to  the 


Hospital  IQR  Program  validation 
requirement  because  the  IPFQR  Program 
does  not  currently  include  an  annual 
validation  requirement  for  IPFs.  For  FY 
2014  and  subsequent  years,  we 
proposed  that  the  deadline  for  IPFs  to 
submit  a  request  for  reconsideration  of 
their  payment  determination  would  be 
30  days  from  the  date  identified  on  the 
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payment  determination  notification 
letter.  While  we  want  to  ensure  that 
IPFs  have  an  opportunity  to  request 
reconsiderations  when  warranted,  we 
also  need  to  balance  this  goal  with  our 
need  to  complete  the  reconsideration 
process  in  a  timely  manner  and  with  the 
IPFs’  need  to  obtain  final  decisions  on 
their  requests  in  a  timely  manner.  We 
believe  that  a  30-day  timeframe  best 
achieves  this  balance. 

We  believe  that  requiring  IPFs  to 
submit  a  request  for  reconsideration 
prior  to  filing  an  appeal  before  the 
Provider  Reimbursement  Review  Board 
(PRRB)  is  more  efficient  for  both  CMS 
and  IPFs  because  it  decreases  the 
number  of  appeals  by  resolving  issues 
earlier  in  the  process.  We  proposed  that, 
together  with  a  request  for 
reconsideration,  an  IPF  must  submit  all 
documentation  and  evidence  that 
supports  its  request  for  reconsideration. 
The  documentation  should  include 
copies  of  any  communication,  such  as 
emails,  that  the  IPF  believes 
demonstrates  its  compliance  with  the 
program  requirements,  as  well  as  any 
other  records  that  may  support  the  IPF’s 
rationale  for  seeking  reconsideration. 

We  proposed  to  codify  the 
reconsideration  procedures  that  IPFs  • 
must  follow  at  new  §412.434  under  42 
CFR  Part  412,  Subpart  N.  Under  these 
procedures,  an  IPF  must  submit  to  CMS, 
no  later  than  30  days  from  the  date 
identified  on  the  IPFQR  Program 
payment  determination  notification 
letter  provided  to  the  IPF,  a  - 
Reconsideration  Request  form 
containing  the  following  information: 

•  The  IPF’s  CMS  Certification 
Number  (CCN). 

•  The  name  of  the  IPF. 

•  Contact  information  for  the  IPF’s 

chief  executive  officer  and  QualityNet 
system  administrator,  including  each 
individual’s  name,  email  address, 
telephone  number,  and  physical  mailing 
address.  « 

•  A  summary  of  the  reason(s),  as  set 
forth  in  the  IPFQR  Program  Annual 
Payment  Update  Notification  Letter,  that 
CMS  concluded  the  IPF  did  not  meet 
the  requirements  of  the  IPFQR  Program. 

•  A  detailed  explanation  of  why  the 
IPF  believes  that  it  complied  with  the 
requirements  of  the  IPFQR  Program  for 
the  applicable  fiscal  year. 

•  Any  evidence  that  supports  the 
IPF’s  reconsideration  request,  such  as 
emails  and  other  documents. 

Following  receipt  of  a  request  for 
reconsideration,  we  will  provide — 

•  An  email  acknowledgment,  using 
the  contact  information  provided  in  the 
reconsideration  request,  to  the  CEO  and 
the  QualityNet  Administrator  that  the 
request  has  been  received;  and 


•  Written  notification  to  the  hospital 
CEO,  using  the  contact  information 
provided  in  the  reconsideration  request, 
regarding  our  decision.  We  expect  the 
process  to  take  approximately  90  days 
from  the  receipt  of  the  reconsideration 
request. 

We  proposed  that  IPFs  must  submit  a 
request  for  reconsideration,  as  described 
previously,  and  receive  a  decision  on 
that  request  from  CMS  before  they  can 
file  an  appeal  with  the  PRRB.  If 
dissatisfied  with  the  decision  rendered 
at  the  reconsideration  level,  IPFs  can 
appeal  the  decision  with  the  PRRB 
under  42  CFR  Part  405,  Subpart  R.  We 
proposed  to  codify  this  requirement  at 
new  §  412.434(c). 

We  intend  to  work  with  our  Medicare 
administrative  contractors  to  process 
updated  IPF  claims  in  an  expeditious 
manner  to  pay  IPFs  when  our  annual 
payment  update  reduction  decision  is 
overturned  in  reconsideration  or  PRRB 
review.  The  timeframe  for  updating 
payment  through  retroactive  claims 
processing  widely  varies,  and  is 
dependent  on  the  number  of  IPFs,  the 
number  of  affected  claims,  and  the 
advance  time  needed  by  the  Medicare 
administrative  contractor. 

We  invited  public  comment  on  the 
proposed  procedures  for  reconsideration 
and  appeals. 

Comment:  One  commenter  supported 
the  CMS  proposal  for  reconsideration 
whereby  IPFs  are  afforded  30  days  from 
the  date  identified  on  the  payment 
determination  notification  letter  to  file  a 
request  for  reconsideration. 

Response:  We  appreciate  the 
commenter’  support. 

After  consideration  of  the  public 
comment  we  received,  we  are  finalizing 
the  policy  on  reconsideration  and 
appeals  procedures  for  the  FY  2014 
payment  determination  and  subsequent 
years  as  proposed. 

9.  Waivers  From  Quality  Reporting 
Requirements  for  the  FY  2014  Payment 
Determination  and  Subsequent  Years 

In  our  experience  with  other  quality 
reporting  and/or  performance  programs, 
we  have  noted  occasions  when  IPFs 
have  been  unable  to  submit  required 
quality  data  due  to  extraordinary 
circumstances  that  are  not  within  their 
control  (for  example,  natural  disasters). 
It  is  our  goal  to  avoid  penalizing  IPFs  in 
such  circumstances  or  to  unduly 
increase  their  burden  during  these 
times.  Therefore,  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28115), 
we  proposed  that,  for  FY  2014  and 
subsequent  years,  IPFs  may  request  and 
we  may  grant  waivers  with  respect  to 
the  reporting  of  required  quality  data 
when  extraordinary  circumstances 


beyond  the  control  of  the  facility  may 
warrant.  When  waivers  are  granted,  IPFs 
will  not  incur  payment  reductions  for 
failure  to  comply  with  the  requirements 
of  the  IPFQR  Program. 

Under  the  proposed  process,  in  the 
event  of  extraordinary  circumstances 
not  within  the  control  of  the  IPF,  such 
as  a  natural  disaster,  the  IPF  may 
request  a  reporting  extension  or  a 
complete  waiver  of  the  requirement  to 
submit  quality  data  for  one  or  more 
quarters.  Such  facilities  would  submit  a 
request  form  to  CMS  that  would  be 
made  available  on  the  QualityNet  Web 
site.  The  following  information  should 
be  noted  on  the  form: 

•  The  IPF’s  CCN; 

•  The  IPF’s  name; 

•  Contact  information  for  the  IPF’s 
CEO  and  any  other  designated 
personnel,  including  name,  email 
address,  telephone  number,  and  mailing 
address  (the  address  must  be  a  physical 
address,  not  a  post  office  box); 

•  The  IPF’s  reason  for  requesting  an 
extension  or  waiver; 

•  Evidence  of  the  impact  of 
extraordinary  circumstances,  including 
but  not  limited  to  photographs, 
newspaper  and  other  media  articles;  and 

•  A  date  when  the  IPF  will  again  be 
able  to  submit  IPFQR  Program  data,  and 
a  justification  for  the  proposed  date. 

We  proposed  that  the  request  form 
must  be  signed  by  the  IPF’s  CEO,  and 
must  be  submitted  within  30  days  of  the 
date  that  the  extraordinary 
circumstances  occurred.  Following 
receipt  of  the  request  form,  we  would: 
(1)  Provide  a  written  acknowledgement, 
using  the  contact  information  provided 
in  the  request,  to  the  CEO  and  any 
additional  designated  IPF  personnel, 
notifying  them  that  the  IPF’s  request  has 
been  received;  and  (2)  provide  a  formal 
response  to  the  CEO  and  any  additional 
designated  IPF  personnel,  using  the 
contact  information  provided  in  the 
request,  notifying  them  of  our  decision. 

We  indicated  in  the  proposed  rule 
that  this  proposal  would  not  preclude 
us  from  granting  waivers  or  extensions 
to  IPFs  that  have  not  requested  them 
when  we  determine  that  an 
extraordinary  circumstance,  such  as  an 
act  of  nature  (for  example,  a  hurricane 
or  other  natural  disaster  that  could 
reasonably  affect  a  facility’s  ability  to 
compile  or  report  data),  affects  an  entire 
region  or  locale.  If  we  make  the 
determination  to  grant  a  waiver  or 
extension  to  IPFs  in  a  region  or  locale, 
we  proposed  to  communicate  this 
decision  through  routine 
communication  channels  to  IPFs  and 
vendors,  by  means  of  memoranda, 
emails,  and  notices  on  the  QualityNet 
Web  site,  among  other  means. 
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We  invited  public  comment  on  this 
proposal. 

Comment:  Some  commenters 
supported  providing  w'aivers  when 
there  are  extraordinary  circumstances 
beyond  the  IPF’s  control. 

Response:  We  appreciate  the 
commenters’  support. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  requirements  for  waivers 
from  the  quality  reporting  requirements 
for  the  FY  2014  payment  determination 
and  subsequent  years  as  proposed. 

10.  Electronic  Health  Records  (EHRs) 

Although  for  initial  reporting,  the 
opportunity  to  utilize  EHRs  for 
automatic  data  collection  is  not 
applicable  because  the  proposed 
measures  will  be  submitted  as  aggregate 
data,  w'e  encourage  IPFs  to  take  steps 
towards  adoption  of  EHRs  (also  referred 
to  as  electronic  medical  records)  that 
will  allow  for  reporting  of  clinical 
quality  data  from  EHRs  directly  to  a 
CMS  repository.  We  encourage  IPFs  that 
are  implementing,  upgrading,  or 
.developing  EHR  systems  to  ensure  that 
the  technology  obtained,  upgraded,  or 
developed  conforms  to  standards 
adopted  by  HHS.  Although  the  IPFQR 
Program  is  in  its  initial  implementation 
stages,  we  suggest  that  IPFs  take  due 
care  and  be  diligent  to  ensure  that  their 
EHR  systems  accurately  capture  quality 
data  and  that,  ideally,  such  systems 
provide  point-of-care  decision  support 
that  promotes  optimal  levels  of  clinical 
performance. 

In  the  future,  we  will  continue  to 
work  with  standard-setting 
organizations  and  other  entities  to 
explore  processes  through  which  EHRs 
could  speed  the  collection  of  data  and 
minimize  the  resources  necessary  for 
quality  reporting. 

We  welcomed  public  comment  on  the 
adoption  of  EHRs  for  the  IPFQR 
Program  in  the  future. 

Comment:  One  commenter  urged 
CMS  to  encourage  Congress  to  fund  an 
extension  of  the  EHR  incentives  to 
behavioral  health  in  order  to  improve 
care  coordination  across  mental  health 
providers. 

Response:  We  thank  the  commenter 
for  the  input.  We  will  continue  our 
efforts  to  minimize  burden  and  at  the 
same  time,  improve  quality  of  care 
across  all  behavioral  health  settings  by 
supporting  innovative  strategies  such  as 
the  EHR  in  future  years  when  funding 
is  available. 

Comment:  Some  commenters 
suggested  that  CMS  not  collect  the 
IPFQR  measure  data  on  all  patients  until 
eMeasures  are  available  because  the 
propo.sed  data  collection  and  reporting 


would  “add  burden  of  already  strapped 
resources  at  the  local  level.” 

Response:  We  thank  the  commenters 
for  the  input.  We  are  committed  to 
improving  quality  of  care  and  health 
outcomes  for  Medicare  beneficiaries 
who  suffer  from  behavioral/mental 
conditions.  We  cannot  meet  the 
statutory  requirements  if  we  delay  the 
implementation  of  the  IPFQR  Program. 

We  thank  the  commenters  for  their 
input  on  the  EHRs  and  IPFQR  Program. 

IX.  MedPAC  Recommendations  and 
Other  Related  Studies  and  Reports  for 
the  IPPS  and  the  LTCH  PPS 

A.  MedPAC  Recommendations  for  the 
IPPS  for  FY  2013 

Under  section  1886(e)(4)(B)  of  the 
Act,  the  Secretary  must  consider 
MedPAC’s  recommendations  regarding 
hospital  inpatient  payments.  Under 
section  1886(e)(5)  of  the  Act,  the 
Secretary  must  publish  in  the  annual 
proposed  and  final  IPPS  rules  the 
Secretary’s  recommendations  regarding 
MedPAC’s  recommendations.  We  have 
reviewed  MedPACTs  March  2012 
“Report  to  the  Congress:  Medicare 
Payment  Policy”  and  have  given  the 
recommendations  in  the  report 
consideration  in  conjunction  vdth  the^ 
policies  set  forth  in  this  final  rule. 
MedPAC  recommendations  for  the  IPPS 
for  FY  2013  are  addressed  in  Appendix 
B  to  this  final  rule. 

For  further  information  relating 
specifically  to  the  MedPAC  reports  or  to 
obtain  a  copy  of  the  reports,  contact 
MedPAC  at  (202)  653-7226,  or  visit 
MedPAC’s  Web  site  at:  http:// 
u'W'w.medpac.gov. 

B.  Studies  and  Reports  on  Reformingthe 
Hospital  Wage  Index 

1.  Secretary’s  Report  to  Congress  on 
Wage  Index  Reform 

Section  3137(b)  of  the  Affordable  Care 
Act  requires  the  Secretary  of  Health  and 
Human  Services  to  submit  to  Congress 
a  report  that  includes  a  plan  to 
comprehensively  reform  the  Medicare 
wage  index  applied  under  section 
1886(d)  of  the  Act  relating  to  the  IPPS. 

In  developing  the  plan,  the  Secretary 
was  directed  to  take  into  consideration 
the  goals  for  reforming  the  wage  index 
that  were  set  forth  by  MedPAC  in  its 
June  2007  report  entitled  “Report  to 
Congress:  Promoting  Greater  Efficiency 
in  Medicare.”  This  report  is  available 
via  the  Internet  at:  http:// 
w'lxiv. medpac.gov/documents/ 
jun07_entirereport.pdf,  and  was 
discussed  in  the  FY  2009  IPPS  final  rule 
(73  FR  48567  through  48574),  the  FY 
2010  IPPS/RY  2010  LTCH  PPS  final  rule 
(74  FR  43824  and  43825),  and  the  FY 


2011  IPPS/LTCH  PPS  final  rule  (75  FR 
50158  and  50159). 

In  developing  the  Report  to  Congress 
required  by  section  3137(b)  of  the 
Affordable  Care  Act,  CMS  contracted 
with  Acumen  L.L.C.  (Acumen)  to  review 
the  June  2007  MedPAC  report  and 
recommend  a  methodology  for  an 
improved  Medicare  wage  index  system. 
(The  Acumen  reports  are  available  via 
the  Internet  at:  http:// 
vvww.acumenlIc.com/reports/cms.  After 
consultation  with  relevant  parties 
during  the  development  of  the  plan 
(which  included  an  April  12,  2011 
special  wage  index  reform  open  door 
forum,  along  with  a  review  of 
electronically  submitted  comments  and 
concerns),  the  Secretary  submitted  a 
“Report  to  Congress — Plan  to  Reform 
the  Medicare  Hospital  Wage  Index”  that 
describes  the  concept  of  a  Commuting 
Based  Wage  Index  (CBWI)  as  a  potential 
replacement  to  the  current  Medicare 
wage  index  methodology.  The  following 
is  a  summary  of  the  highlights  of  the 
report.  The  complete  report  can  be 
accessed  on  the  CMS  Web  site  at: 
http:/ /vv'ww. cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
Acutein  pa  ti  en  tPPS/Wage-In  dex- 
Reform.html. 

As  discussed  in  section  III.B.  of  the 
preamble  of  this  final  rule,  the  current 
wage  index  methodology  relies  on  labor 
markets  that  are  based  on  statistical  area 
definitions  (Core-Based  Statistical  Areas 
(CBSAs))  established  by  the  Office  of 
Management  and  Budget  (OMB). 
Hospitals  are  grouped  by  geographic 
location  into  either  an  urban  labor 
market  (that  is,  a  metropolitan  statistical 
area  (MSA)  or  metropolitan  division)  or 
a  statewide  rural  labor  market  (any  area 
of  a  State  that  is  not  defined  as  urban). 
The  current  system  establishes  wage 
indexes  for  hospital  labor  market  areas, 
not  for  individual  hospitals.  Many 
parties  have  argued  that  these 
definitions,  in  many  instances,  are  not 
reflective  of  the  true  cost  of  labor  for  any 
given  hospital,  particularly  for  hospitals 
located  on  the  periphery  of  labor 
markets  or  at  labor  market  boundaries. 
Multiple  exceptions  and  adjustments 
have  been  put  into  place  in  attempts  to 
correct  perceived  inequities.  However, 
many  of  these  exceptions  and 
adjustments  may  create  or  further 
exacerbate  distortions  in  labor  market 
values.  The  issue  of  “cliffs,”  or 
significant  differences  in  wage  index 
values  between  proximate  hospitals,  can 
often  be  attributed  to  one  hospital 
benefiting  from  such  an  exception  and 
adjustment  when  another  hospital 
cannot. 

On  April  11,  2012,  the  Secretary 
submitted  to  Congress  a  report,  “Plan  to 
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Reform  the  Medicare  Hospital  Wage 
Index.”  This  broad-based  plan  for 
reforming  the  hospital  wage  index 
included  a  fundamental  change  in  the 
description  and  definition  of  labor 
market  areas.  The  concept,  referred  to  as 
the  commuting  based  wage  index 
(CBWI),  would  improve  upon 
Medicare’s  existing  wage  index  method 
by  using  commuting  data  to  define 
hospital  labor  market  areas.  The  CBWI 
is  based  on  data  on  the  number  of 
hospital  workers  commuting  from  home 
to  work  to  define  a  hospital’s  labor 
market.  To  derive  the  CBWI,  commuting 
flows  would  be  used  to  identify  the 
specific  areas  (for  example,  zip  code  or 
census  tracts)  from  which  a  hospital 
hires  its  workers  and  to  determine  the 
proportion  of  its  workers  hired  from 
each  area.  A  CBWI  system  could  use 
either  current  hospital  cost  report  data 
or  other  alternative  sources,  such  as  the 
Bureau  of  Labor  Statistics  (BLS) 
Occupational  Employment  Survey  data, 
to  calculate  labor  market  area  average 
wage  values.  While  the  current  wage 
index  system  aggregates  wage  data 
within  geographic  CBSA-based  areas 
where  hospitals  are  located,  the  CBWI 
would  aggregate  wage  data  based  upon 
where  the  hospital  workers  reside. 

Once  the  hiring  proportions  by  area 
and  area  wage  levels  are  determined,  the 
hospital’s  benchmark  wage  level  would 
be  calculated  as  the  weighted  average  of 
these  two  elements.  This  value  would 
then  be  divided  by  the  national  average. 
This  calculation  would  result  in  a 
hospital-specific  value,  which  reflects 
wage  levels  in  the  areas  from  which  a 
hospital  hires,  accounting  for  variation 
in  the  proportion  of  workers  hired  from 
each  area. 

Using  more  precisely-defined  labor 
markets,  the  CBWI  values  can  vary  for 
hospitals  within  the  same  CBSA  or 
county  and,  thus,  more  precisely  reflect 
wage  differences  within  and  across 
CBSA  boundaries  and  address  intra-area 
variation  more  precisely  than  the 
current  system.  Although  the  CBWI 
Would  allow  wage  index  values  to  vary 
within  a  CBSA,  the  CBWI  is  less  likely 
to  produce  large  differences — or 
“cliffs” — between  wage  index  values  for 
nearby  hospitals  in  adjacent  CBSAs 
because  nearby  hospitals  likely  hire 
workers  from  areas  in  similar 
proportions. 

Acumen  found  in  its  analysis  that  the 
CBWI  system  would  more  closely  reflect 
hospitals’  actual  wages  than  the  current 
CBSA-based  system  and  the  MedPAC 
proposal.  As  MedPAC  suggested  in  its 
proposal,  the  exceptions  and 
adjustments  to  the  wage  index  system 
are  the  primary  cause  of  the  often 
significant  “cliffs”  between  wage 


indexes  of  nearby  hospitals.  Acumen 
suggested  the  CBWI  has  the  potential  to 
reduce  the  need  for  exceptions  and 
adjustments  and  further  manipulation  of 
wage  index  values  (as  is  central  to  the 
MedPAC  proposal)  to  prevent  these 
“cliffs”  between  labor  market  areas. 

The  Report  to  Congress  detailed 
several  findings  relevant  to 
implementation  of  a  CBWI: 

•  Because  the  CBWI  accounts  for 
specific  differences  in  hospitals’ 
geographic  hiring  patterns,  it  would 
yield  wage  index  values  that  more 
closely  correlate  to  actual  labor  costs 
than  either  the  current  wage  index 
system  (with  or  without  geographic 
reclassification)  or  a  system  that 
attempts  to  reduce  wage  index 
differences  across  geographic 
boundaries,  such  as  MedPAC’s 
proposed  wage  index  based  on  Bureau 
of  Labor  Statistics  (BLS)  data  for  health 
care  industry  workers. 

•  While  a  CBWI  could  be  constructed 
with  the  most  recent  Census  commuting 
data,  were  the  CBWI  to  be  adopted,  a 
more  up-to-date  reporting  system  for 
collecting  commuting  data  from 
hospitals  would  have  to  be  established 
so  that  the  wage  index  calculations 
would  accurately  reflect  the  commuting 
patterns  of  hospital  employees.  We 
believe  that  creating  a  system  of  more 
up-to-date  commuting  data  could  be 
achieved  with  a  modest  addition  to  the 
current  reporting  requirements. 

•  Concerns  about  a  CBWI  leading  to 
hospitals  altering  hiring  patterns  and 
distorting  labor  markets  do  not  appear 
to  be  worse  than  under  the  current 
system  and  could  be  managed  with 
minimal  policy  adjustments. 

•  As  current  statutory  provisions 
governing  the  Medicare  wage  index  and 
exceptions  to  that  wage  index  were 
designed  for  the  current  MSA-based 
wage  index  system,  their  applicability 
would  need  to  be  reviewed  if  a  CBWI 
were  to  be  adopted. 

•  The  Medicare  statute  has 
traditionally  applied  payment  changes 
in  a  budget  neutral  manner.  If  a  CBWI 
were  to  be  adopted  in  a  budget  neutrally 
manner,  payments  for  some  providers 
would  increase  while  payments  for 
other  providers  would  decrease. 

The  Secretary  was  directed  to 
“consult  with  relevant  affected  parties” 
during  the  development  of  the  plan.  In 
a  special  Medicare  wage  index  open 
door  forum  held  on  April  12,  2011, 
hospital  and  hospital  association 
representatives  presented  several 
concerns,  which  included  issues  with 
commuting  data  availability,  the 
continuation  of  certain  exceptions  and 
adjustment  policies,  and  the  impacts  of 
the  CBWI  upon  other  nonhospital 


payment  systems.  Several  commenters 
expressed  concern  that  a  CBWI  could 
encourage  providers  to  alter  or 
manipulate  hiring  practices  in  order  to 
improve  wage  index  calculations. 
However,  based  upon  our  findings  and 
analysis,  we  believe  it  is  dubious 
whether  any  alteration  of  a  hospital’s 
employment  patterns  would  improve  its 
competitive  advantage  over  other 
hospitals  that  employ  workers  in  the 
same  area.  We  also  share  a  concern 
expressed  by  multiple  commenters 
regarding  whether  a  CBWI  should  be 
applied  to  other  nonhospital  payment 
systems.  Currently,  several  other 
payment  systems  are  based  upon  the 
Medicare  pre-reclassified  hospital  wage 
index.  It  is  not  clear  whether  it  would 
be  advantageous,  or  even  possible,  to 
apply  a  CBWI  to  these  provider  types. 

2.  Institute  of  Medicine  (lOM)  Study  on 
Medicare’s  Approach  To  Measuring 
Geographic  Variations  in  Hospitals’ 

Wage  Costs 

In  addition  to  submitting  the 
aforementioned  Report  to  Congress,  in 
April  2010,  the  Secretary  commissioned 
the  Institute  of  Medicine  (lOM)  to 
evaluate  Medicare’s  approach  for 
measuring  geographic,  variation  in  the 
wage  costs  faced  by  hospitals.  The 
lOM’s  Phase  I  report,  published  in 
September  2011,  is  available  via  the 
Internet  at:  http://iom.edu/Reports/ 

201 1 /Geographic- Adjustment-in- 
Medicare-Payment-Phase-I-lmproving- 
Accuracy.aspx.  In  that  report,  lOM’s 
Committee  on  Geographic  Adjustment 
Factors  in  Medicare  Payment  proposed 
a  set  of  recommendations  for  modifying 
the  hospital  wage  index  in  both  the 
method  used  in  its  construction  and  the 
data  used  in  its  calculation. 

In  constructing  the  wage  index,  the 
lOM  recommends  altering  the  current 
labor  market  definitions  to  account  for 
the  out-commuting  patterns  of  health 
care  workers  who  travel  to  a  place  of 
employment  in  an  MSA  other  than  the 
one  in  which  they  live.  The  lOM’s 
recommendation  is  based  on  its  theory 
that  county-to-MSA  commuting  patterns 
reveal  the  degree  of  integration  of  labor 
markets  across  geographically  drawn 
boundaries  (that  is,  MSAs)  and  a 
commuting-based  smoothing  adjustment 
to  the  wage  index  would  more 
accurately  measure  the  market  wage 
each  hospital  faces.  The  lOM  model 
uses  workers’  out-commuting  patterns 
to  smooth  wage  index  values  for 
hospitals  in  different  counties,  similar 
to  the  out-migration  adjust^nent  used  in 
the  current  wage  index  system.  The  lOM 
also  suggests  that  using  ourcommuting 
shares  in  the  smoothing  adjustment 
creates  an  index  based  on  the  wage 
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levels  of  workers  living  in  that  area  in 
which  a  hospital  is  located,  as  opposed 
to  wage  levels  of  workers  employed  in 
that  area,  as  in  the  CBWl  model.  In 
calculating  its  smoothed  wage  index, 
the  lOM  uses  the  following  four  steps; 

•  Step  1 — Compute  a  wage  index  for 
each  MSA,  adhering  to  Medicare’s 
current  approach  for  calculating  the 
average  hourly  wage  (AHW)  paid  by  all 
IPPS  hospitals  located  in  the  MSA  (this 
step  replicates  the  current  pre¬ 
reclassification  wage  index). 

•  Step  2 — Compute  an  area  wage  for 
each  county  equal  to  a  weighted  average 
of  MSA-level  AHWs,  where  the  weight 
for  each  MSA  measures  the  share  of  all 
hospital  workers  living  in  the  county 
who  commute  to  hospitals  located  in 
that  MSA. 

•  Step  3 — Assign  all  hospitals  located 
in  the  county  a  hospital  wage  index 
value  equal  to  the  county  area  w'age 
index. 

•  Step  4 — Normalize  wage  indices  to 
ensure  budget  neutrality,  similar  to  the 
approach  currently  implemented  by 
Medicare. 

In  addition,  the  lOM’s  wage  index 
model  uses  hourly  wage  data  from  the 
BLS  Occupational  Employment  Survey 
rather  than  from  hospital  cost  reports. 
The  lOM  also  recommends  measuring 
hourly  wages  using  data  for  all  health 
care  workers  rather  than  only  hospital 
workers  and  using  a  fuller  set  of 
occupations  incorporated  in  the  hospital 
wage  index  occupational  mix 
adjustment.  The  lOM  suggests  that  BLS 
data  would  reduce  administrative 
burdens  placed  upon  hospitals  and,  by 
broadening  the  array  of  reported 
occupations  from  what  is  currently 
covered  in  the  hospital  cost  report, 
would  achieve  more  accurate  labor 
market  definitions  and  reduce  year-to- 
year  volatility.  The  lOM  encourages 
CMS  to  establish  an  ongoing  agreement 
with  the  BLS  to  use  occupational  survey 
data  specific  to  health  care  workers  to 
calculate  average  hourly  wage  values. 
The  lOM  suggests,  for  instance,  that  the 
5-year  American  Community  Survey  is 
a  potential  source  of  the  necessary 
commuting  information,  assuming  CMS 
can  arrange  to  obtain  certain  nonpublic 
“micro-data”  from  the  BLS. 

Preliminary  frndings  demonstrate  that 
the  lOM  hospital  wage  index  method 
would  result  in  the  reduction  in  wage 
index  “cliffs,”  and  would  diminish  the 
need  to  maintain  current  wage  index 
exceptions  and  adjustments.  The  lOM 
also  recommends  that  the  hospital  wage 
values  should  be  applied  to  other 
nonhospital  health  care  providers, 
shifting  to  a  single  measurement  of 
geographic  variation  to  be  used  in 
multiple  Medicare  provider  payment 


systems.  However,  we  believe  that,  by 
creating  a  wage  index  that  measures  the 
wage  level  only  of  workers  who  live 
near  a  hospital  rather  than  of  all  workers 
who  could  potentially  work  at  the 
hospital  (including  those  who  live  far 
away  from  the  hospital),  lOM’s 
approach  may  have  some  problematic 
implications.  First,  some  of  the  wage 
information  used  by  the  lOM  index  is 
based  on  workers  employed  outside  of 
the  hospital’s  pertinent  labor  market. 
Second,  the  lOM  index  neglects  market¬ 
relevant  information  regarding  the 
wages  of  workers  employed  at  the 
hospital  who  live  outside  the  county  of 
the  hospital’s  location.  If  the  in- 
commuting  workers  come  from  high 
wage  areas,  this  information  should 
contribute  to  increasing  the  hospital’s 
wage  index  values.  Likewise,  if  such 
workers  live  in  low  wage  areas,  they 
should  contribute  to  decreasing  the 
hospital’s  wage  index  values. 

We  are  aware  of  numerous  concerns 
from  hospital  and  hospital  association 
representatives  regarding  whether  the 
BLS  Occupational  Employment  Survey 
data  is  an  acceptable  source  for  hospital 
wage  index  calculations.  (We  refer 
readers  to  a  discussion  of  the  BLS 
occupational  survey  data  in  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  final  rule  (74 
FR  43824  and  43825).)  While  the  lOM 
proposal  suggested  a  more  refined  use  of 
BLS  data  than  did  the  previous  MedPAC 
recommendation,  there  may  be 
significant  operational  challenges  in 
accessing  and  compiling  health  care 
sector  specific  wage,  occupational  mix, 
and  commuting  data  from  the  available 
datasets.  Additional  research  would  be 
required  to  determine  whether  the  lOM 
recommendation  for  applying  its 
hospital  wage  index  to  nonhospital 
providers  would  be  appropriate. 

Comment:  The  AHA  commented  that, 
in  June  2011,  the  AHA  Board  of 
Trustees  created  the  AHA  Area  Wage 
Index  Task  Force  to  further  review  the 
CMS,  MedPAC,  and  lOM  reports,  as 
well  as  examine  other  design  issues 
around  the  wage  index.  The  AHA 
anticipates  issuing  a  report  on  the 
subject  by  early  2013.  Most  other 
commenters  indicated  they  were 
withholding  opinion  pending  an 
analysis  of  the  AHA  study.  Many 
commenters  supported  the  concept  of 
significant  wage  reform,  and  some 
commenters  indicated  that  an  ideal 
wage  index  system  would  reduce  or 
eliminate  the  need  for  wage  index 
reclassifications. 

Response:  We  look  forward  to 
reviewing  the  findings  of  the  upcoming 
AHA  report,  and  appreciate  the 
commenters’  continued  interest  and 


support  in  the  wage  index  reform 
process. 

Comment:  MedPAC  expressed 
concerns  regarding  several  aspects  of 
the  CBWI  methodology.  MedPAC 
favored  a  methodology  that  includes  a 
broader  definition  of  labor  inputs  than 
one  limited  to  hospital  workers  and  is 
concerned  that  the  CBWI  could 
potentially  create  a  “great  circularity 
risk”  due  to  its  reliance  on  hospital- 
specific  employment  patterns. 

MedPAC  stated  that  the  CBWI 
contradicts  the  following  principles 
contained  in  the  lOM  report: 

•  Geographic  adjustment  for  input 
price  differences  is  intended  to  reflect 
the  input  prices  faced  by  providers,  not 
the  costs  incurred  by  providers. 

•  Geographic  adjustment,  where 
possible,  should  reflect  the  areawide 
input  prices  for  labor  faced  by  all 
employers  operating  in  the  same  local 
market  and  should  not  be  drawn 
exclusively  from  data  on  the  prices  paid 
by  hospitals  or  health  care  practitioners. 

Response:  We  disagree  with  • 
MedPAC’s  assertion  that  the  CBWI 
contradicts  these  certain  key  principles. 
The  lOM  principles  refer  to  the 
characteristics  of  the  wage  data  used  in 
constructing  the  wage  index,  not  the 
method  used  to  group  those  data  into 
wage  areas  that  attempt  to  reflect  the 
boundaries  of  labor  markets.  The 
advantage  of  the  CBWI  is  its  method  for 
refining  the  boundaries  of  labor  markets. 
The  CBWI  can  be  constructed  with 
many  different  sources  of  wage  data — 
the  more  closely  the  data  reflect  input 
prices  faced  by  providers,  the  better; 
CBWI  does  not  require  that  the  wage 
data  be  limited  to  data  from  hospitals  or 
health  care  practitioners.  The  empirical 
application  of  the  CBWI  described  in 
the  proposed  rule  was  constructed  with 
the  CMS  wage  survey  data  that  are 
currently  used  for  the  Medicare  wage 
.index.  That  choice  facilitates 
comparisons  of  the  CBWI  to  the  current 
wage  index  by  isolating  the  effect  of  the 
method  for  defining  labor  markets  from 
the  effect  of  the  wage  data.  The  CMS 
wage  survey  data  are  based  on  wages 
paid  solely  by  hospitals,  but  they  are 
adjusted  for  differences  in  the 
occupational  mix  of  nurses,  in  an 
attempt  to  make  the  reported  wages 
more  closely  reflect  input  prices. 

Regarding  the  increased  risk  of 
“circularity”  and  distortions  in  labor 
markets,  MedPAC  provides  an  example 
of  a  town  with  one  hospital,  with  that 
hospital  essentially  setting  its  own  wage 
index.  MedPAC  expresses  its  preference 
for  methods  that  “draw  on  a  bigger  pool 
of  workers  (all  workers  in  an  entire 
MSA)  and  are  therefore  less  influenced 
by  an  individual  hospital’s  wages.” 
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However,  we  believe  that  these 
statements  do  not  acknowledge  that 
n 'ich  of  the  impetus  for  geographic 
reclassification  and  other  modifications 
of  the  current  Medicare  wage  index 
result  from  inaccuracies  in  current 
MSA-based  labor  market  boundaries. 
These  boundary  problems  rarely  would 
occur  in  areas  where  there  are  few 
hospitals,  but  in  areas  where  many 
hospitals  draw  their  employees  from 
overlapping  areas.  By  defining  wage 
areas  on  the  basis  of  areas  from  which 
hospitals  draw  their  employees,  the 
CBVVI  provides  a  method  for  refining 
boundaries  that  offers  potential  for 
addressing  the  central  problem  of  the 
current  wage  index.  We  further  point 
out  that  circularity  issues  exist  within 
the  current  wage  index  system,  as  well 
as  the  existent  current  single  provider 
MSAs.  However,  as  discussed  in  the 
Report  to  Congress,  we  believe  relatively 
minor  policy  revisions  can  be 
implemented  to  mitigate  any  related 
effects  within  a  CBWI  system,  including 
expanding' ZIP  or  census  tract  areas  to 
ensure  a  minimum  number  of  different 
hospital  employees  are  represented  in 
any  given  labor  market. 

Comment:  MedPAC  stated  that  “CMS 
should  publish  simulated  data  on  a 
hospital-by-hospital  basis  to  make  sure 
that  hospitals  in  the  same  city  would 
not  have  materially  different  wage 
indexes  under  the  proposed  wage  index 
system.” 

Response:  The  empirical  application 
of  the  CBWI  based  on  commuting  data 
from  the  2000  Census  examined  this 
relationship  and  found  that  the  closer 
together  two  hospitals  were,  the  more 
similar  were  their  CBWI  values  (“Report 
to  Congress:  Plan  to  Reform  the 


Medicare  Wage  Index — Technical 
Appendix  A,”  April  2012,  p.  6).  We 
agree  with  MedPAC  that  further 
simulations  would  be  helpful,  but  only 
if  more  up-to-date  commuting  pattern 
data  were  to  be  made  available.  We  note 
that  data  are  available  to  simulate  or 
reconstruct  the  CBWI  in  the  “Wage 
Index  Reform”  section  of  the  CMS  Web 
page  at:  http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcuteInpatientPPS/ . 

Comment:  MedPAC  asserted  that  the 
CBWI  is  not  consistent  with  how 
hospital  labor  markets  work  because  it 
“ignores  well  understood  relationships 
between  wage  rates  and  commuting 
costs  and  implicitly  assumes  that 
workers  will  demand  the  same  wage 
from  a  job  with  an  hour  commute  as  a 
job  with  a  10  minute  commute.” 

Response:  It  is  possible  to  adjust  the 
CBWI  for  commuting  costs,  hut  it  might 
be  impractical  to  do  so  and  would 
certainly  add  considerable  complexity 
to  the  CBWI.  Commuting  times  and 
costs  may  vary  widely  within  an  MSA, 
and  we  are  not  convinced  that  failing  to 
account  for  commuting  costs  would  be 
more  of  a  problem  for  the  CBWI  than  it 
is  for  an  MSA-based  wage  index. 

Comment:  MedPAC  stated  that  using 
the  correlation  of  the  wage  index  and 
actual  wages  is  a  poor  measure  of  the 
validity  of  a  wage  index,  noting  that  an 
index  set  equal  to  the  hospital  wage 
would  have  a  correlation  of  1.0. 

Response:  We  agree  that  candidate 
wage  index  methodologies  should  not 
be  measured  solely  based  on  their 
correlation  with  a  hospital’s  observed 
wage,  but  the  correlation  does  provide 
useful  information  describing  the 
relationship  between  a  hospital’s  wage 


index  values  and  reported  wages.  The 
correlation  coefficient  assists  in 
identifying  whether  sharp  differences 
exist  between  actual  and  fitted  wages; 
sizable  differences  would  arise  if  a  \vage 
index  induces  artificial  cliffs  across 
boundaries  that  do  not  mirror  actual 
circumstances.  An  R-squared  statistic  in 
a  regression  model  would  serve  a 
similar  role. 

Comment:  MedPAC  stated  that  CMS 
erroneously  reported  che  properties  of 
the  three  proposals  (CMS’,  lOM’s  and 
MedPAC’s).  MedPAC  noted  that  the 
table  in  the  proposed  rule  at  77  FR 
28119  failed  to  include  its 
recommendation  that  MedPAC’s 
proposed  hospital  compensation  index 
should  be  used  in  the  home  health  and 
skilled  nursing  facility  prospective 
payment  systems.  MedPAC  also  stated 
that  “contrary  to  the  claims  in  the  table 
at  *  *  *  [77  FR]  28119,  no  occupational 
mix  adjustment  is  necessary  under 
MedPAC’s  proposal  or  the  lOM 
proposal.” 

Response:  We  agree  that  we  made  an 
error  in  not  including  MedPAC’s 
recommendation  for  nonhospital 
providers  in  the  table  in  the  proposed  , 
rule.  Therefore,  we  have  corrected  this 
error  in  the  table  below.  The 
“Occupational  Mix”  section  of  the  table 
is  intended  to  show  how  each  of  the 
wage  index  proposals  would 
incorporate  occupational  data, 
including  those  established  in  the  BLS 
Occupational  Employment  Survey.  We 
did  not  intend  to  imply  that  a  separate 
occupational  mix  adjustment  would  be 
necessary  under  the  MedPAC  or  lOM 
methodology.  We  have  added  a  footnote 
in  the  table  below  to  clarify  this  point. 


Comparison  of  Wage  Index  Reform  Proposals 


Current  wage  index  j 

lOM  ; 

MedPAC 

CBWI 

Labor  Market  Definition 

Labor  Market  Area  . 

1 

MSAs  or  Metropolitan  Divi-  | 
sions/rural  “rest  of  i 

State”  areas.  j 

MSAs  or  Metropolitan  Divi¬ 
sions/rural  “rest  of 

State”  areas. 

Blend  of  county  and  MSA  j 
labor  market  definitions  j 
(50/50).  i 

Creates  separate  but 
linked  labor-market  for 
each  hospital  using 
small  geographic  areas 
(for  example,  zip  codes). 

Commuting  Adjustment . 

Section  505  Out-Com¬ 
muting  Adjustment. 

Adjusts  hospitals’  wage 
index  values  based  on 
the  out-comihuting  pat¬ 
terns  of  health  care 
workers. 

None . 

Uses  in-commuting  pat- 
1  terns  relevant  for  indi- 
1  vidual  hospitals  to 
weight  benchmark 
j  wages  constructed  for 
i  small  geographic  areas. 
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Comparison  of  Wage  Index  Reform  Proposals— Continued 


.  - r 

“  1 

- T 

Current  wage  index 

lOM 

MedPAC 

CBWI 

Other  Adjustments . i 

Multiple  Reclassifications 

lOM  proposes  three 

Smoothing  algorithm  uses 

None. 

and/or  Floors  (for  exam¬ 
ple,  Frontier  Stale  floor. 

srnoothing  specifica¬ 
tions: 

iterative  process  to 
eliminate  large  dif- 

.  1 

Lugar  counties, 

MGCRB,  and  Section 

508  reclassifications  and 
special  exceptions). 

• 

(1)  Apply  to  all  counties; 

(2)  Apply  only  to  counties 
to  which  at  least  10  per¬ 
cent  of  workers  com¬ 
mute; 

(3)  Apply  only  to  counties 
to  which  at  least  10  per¬ 
cent  of  workers  com¬ 
mute  and  hospital  wage 
index  is  higher  than 
home-county  hospital 
wage  index. 

ferences  in  index  values 
across  county  bound¬ 
aries. 

Measurement  of  Worker  Wages 

Wage  Data  Source . 

Hospital  cost  reports  . 

BLS  Occupational  Employ¬ 
ment  Survey. 

BLS  Occupational  Employ¬ 
ment  Survey. 

Any  source  of  establish¬ 
ment  wage  data  could 
potentially  be  used  (for  - 
example,  hospital  cost 
reports,  BLS  Occupa¬ 
tional  Employment  Sur¬ 
vey). 

Industry  Sectors  Used  to 
Measure  Wages. 

Hospitals  . 

Health  care  sector . 

All  Industries  (for  example, 
hospitals,  other  health 
care  and  nonhealth  care 
sectors). 

The  CBWI  could  be  imple¬ 
mented  using  any  indus¬ 
try  sector. 

Occupational  Mix*  . 

Occupational  mix  adjust- 

Occupational  mix  adjust- 

Occupational  mix  adjust- 

Occupational  mix  adjust- 

ment  based  on  occupa- 

ment  based  on  all  occu- 

ment  based  on  30  occu- 

ment  based  on  all  occu- 

tional  categories  of 
nurses  reported  on  cost 
reports. 

1  pations. 

1 

j 

pations  with  the  highest 
wage  share  in  the  hos- 
1  pital  industry. 

pations  available  in  the 
wage  data  source  se¬ 
lected; 

Other  Provider  Settings 


Wage  Index  for  Nonhos¬ 
pital  Providers. 


Pre-floor,  pre-reclassifica- 
tion  version  of  the  cur¬ 
rent  hospital  wage  index. 

A  version  of  this  index  with 
an  occupational  mix  ad¬ 
justment  has  also  been 
used  for  payments  for 
other  specialized  hos¬ 
pital  inpatient  services. 


Use  identical  hospital 
wage  index  method¬ 
ology,  except  create  an 
industry-specific  occupa¬ 
tional  mix  adjustment  for 
each  provider  type. 


Use  hospital  compensation 
index  for  home  health 
and  skilled  nursing  facil¬ 
ity  prospective  payment 
systems. 


Considerations  include: 

(1)  Collect  commuting  data 
for  each  provider  type 
and  apply  CBWI; 

(2)  Apply  CBWI  frame¬ 
work,  but  use  hospital 
wage  and  commuting 
data;  or 

(3)  Measure  using  a 
weighted  average  of 
riearby-hospital  CBWI 
values. 


*  “Occupational  Mix”  refers  to  any  occupationally  weighted  adjustment  that  is  performed  as  a  separate  process  during  the  wage  index  devel¬ 
opment  process,  or  is  irKluded  in  an  established  wage  data  set  (for  example,  BLS  Occupational  Employment  Survey) 


X.  Quality  Improvement  Organization 
(QIO)  Regulation  Changes  Related  to 
Provider  and  Practitioner  Medical 
Record  Deadlines  and  Claims  Denials 

In  the  FT  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28119  through 
28120),  we  explained  that  QlOs  have 
historically  experienced  difficulty  in 
obtaining  medical  information  in. a 
timely  manner  from  providers  and  even 
more  difficulty  obtaining  this 
information  in  a  timely  manner  from 
practitioners.  Although  the  regulations 
at  42  CFR  Part  476  refer  to  practitioners’ 
responsibilities  in  certain  instances, 

§  476.78,  which  relates  to  the 


submission  of  medical  information, 
addresses  only  the  obligations  of 
providers  and  not  practitioners. 
Moreover,  we  explained  that  while 
§  476.90  addresses  steps  that  a  QIO  may 
take  when  providers  or  practitioners  fail 
to  cooperate  with  the  QIO,  §  476.90(b) 
limits  the  QIO’s  authority  to  deny 
claims  to  providers  for  failing  to 
respond  to  a  QIO’s  request  for 
information,  and  no  similar  provision 
exists  for  practitioners. 

In  light  of  the  issues  discussed  above, 
in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28119  and  28120), 
we  proposed  several  changes  to  the 


regulations  at  §§  476.1,  476.78,  and 
476.90  to  more  clearly  convey  the 
responsibilities  of  providers  and 
practitioners  in  submitting  medical 
information  and  to  specify  the  QIO’s 
authority  should  the  information  not  be 
received. 

•  We  proposed  to  add  a  definition  of 
“providers”  under  §476.1  to  clearly 
denote  that  certain  requirements  in  Part 
476  apply  to  health  care  facilities, 
institutions,  and  organizations  involved 
in  the  delivery  of  health  care  services  to 
Medicare  beneficiaries. 

•  We  proposed  to  change  the  section 
heading  of  §  476.78  from 
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“Responsibilities  of  health  care 
facilities”  to  “Responsibilities  of 
providers  and  practitioners”.  In 
addition,  we  proposed  to  add  references 
to  “practitioners”  in  §  476.78(b)(2)  so 
that  the  21-day  and  30-day  timeframes 
for  submittal  of  information  apply 
equally  to  practitioners  and  providers. 
We  also  proposed  one  minor  technical 
change  to  §  476.78  that  is  unrelated  to 
the  application  of  timeframes  to 
providers  or  practitioners.  We  proposed 
to  remove  the  sentence,  “QIOs  pay 
providers  paid  under  the  prospective 
payment  system  for  the  costs  of 
photocopying  records  required  by  the 
QIO  in  accordance  with  the  payment 
rate  determined  under  the  methodology 
described  in  paragraph  (c)  of  this 
section  and  for  first-class  postage  for 
mailing  the  records  to  the  QIO”,  because 
it  is  merely  a  reference  to  paragraph  (c) 
of  §476.78. 

•  We  proposed  changes  to  §  476.90 
that  will  provide  improved  instructions 
to  QIOs  when  attempting  to  resolve 
issues  associated  with  practitioners  and 
providers  that  fail  to  submit  medical 
information  within  the  timeframes  set 
forth  in  §  476.78.  These  proposed 
changes  included:  changing  the  section 
heading  from  “Lack  of  cooperation  by  a 
health  care  facility  or  practitioner”  to 
“Lack  of  cooperation  by  a  provider  or 
practitioner”;  incorporating  the  broader 
term  “provider”  (as  reflected  in  our 
proposed  change  to  §476.1)  within 
§  476.90,  as  well  as  references  to 
“practitioners”,  where  appropriate.  We 
proposed  to  add  references  to 
“practitioners”  in  §  476.90(a)(2)  to 
denote  that  the  QIO’s  authority  includes 
the  ability  to  make  financial  liability 
determinations  for  both  providers  and 
practitioners,  and  we  proposed  to  add 
the  word  “may”  to  clarify  that  the  QIO 
has  the  discretion  to  report  a  provider’s 
or  practitioner’s  failure  to  provide 
evidence  of  the  medical  necessity  or 
quality  of  care  provided  to  the  Inspector 
General.  In  addition,  we  proposed 
modifications  to  §476.90  (b)  to  denote 
that  QIOs  will  also  deny  claims  if 
practitioners  fail  to  submit  medical 
information  as  requested.  We  also 
proposed  to  add  new  language  to 
§  476.90(b)  to  convey  the  right  of 
providers  and  practitioners  to  request  a 
reconsideratiorwby  the  QIO  of  its 
decision  to  deny  the  claim  based  on  the 
failure  to  receive  the  medical 
information,  and  that  no  further  appeal 
rights  exist  beyond  the  QIO. 

,  •  We  proposed  to  make  a  technical 
correction  to  a  cross-reference  to 
“§  474.30(c)”  that  appears  in 
§  476.90(a)(1).  This  cross-reference  is  to 
the  Office  of  Inspector  General 
regulations  that  convey  the  obligations 


of  providers  and  practitioners;  these 
regulations  are  now  located  in  42  CFR 
1004.10(c). 

We  invited  public  comment  on  our 
proposals,  including  the  definition  of 
“providers”,  the  timeframes  for 
practitioners  and  providers  to  follow  in 
submitting  medical  information,  the 
QIO’s  authority  when  medical 
information  is  not  received,  as  well  as 
the  technical  corrections.  We  did  not 
receive  any  public  comments  on  these 
proposed  changes.  Therefore,  in  this 
final  rule,  we  are  adopting  the  proposed 
changes  as  final. 

XI.  Other  Required  Information 

A.  Requests  for  Data  From  the  Public 

In  order  to  respond  promptly  to 
public  requests  for  data  related  to  the 
prospective  payment  system,  we  have 
established  a  process  under  which 
commenters  can  gain  access  to  raw  data 
on  an  expedited  basis.  Generally,  the 
data  are  now  available  on  compact  disc 
(CD)  format.  However,  many  of  the  files 
are  available  on  the  Internet  at:  http:// 
www.cms.hhs.gov/Medicare/Medicare- 
Fee-for-Service-Payment/ 
AcuteInpatientPPS/ index.html.  We 
listed  the  data  files  and  the  cost  for  each 
file,  if  applicable,  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28120 
through  28122). 

Commenters  interested  in  discussing 
any  data  used  in  constructing  this  final 
rule  should  contact  Nisha  Bhat  at  (410) 
786-5320. 

B.  Collection  of  Information 
Requirements 

1.  Statutory  Requirement  for  Solicitation 
of  Comments 

Under  the  Paperwork  Reduction  Act 
of  1995,  we  are  required  to  provide  60- 
day  notice  in  the  Federal  Register  and 
solicit  public  comment  before  a 
collection  of  information  requirement  is 
submitted  to  the  Office  of  Management 
and  Budget  (OMB)  for  review  and 
approval.  In  order  to  fairly  evaluate 
whether  an  information  collection 
should  be  approved  by  OMB,  section 
3506(c)(2)(A)  of  the  Paperwork 
Reduction  Act  of  1995  requires  that  we 
solicit  comment  on  the  following  issues: 

•  The  need  for  the  information 
collection  and  its  usefulness  in  carrying 
out  the  proper  functions  of  our  agency. 

•  The  accuracy  of  our  estimate  of  the 
information  collection  burden. 

•  The  quality,  utility,  and  clarity  of 
the  information  to  be  collected. 

•  Recommendations  to  minimize  the 
information  collection  burden  on  the 
affected  public,  including  automated 
collection  techniques. 


In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28122),  we 
solicited  public  comment  on  each  of 
these  issues  for  the  following  sections  of 
this  document  that  contain  information 
collection  requirements  (ICRs).  We 
discuss  and  respond  to  any  public 
comments  we  received  in  the  relevant 
sections. 

2.  ICRs  for  Add-On  Payments  for  New 
Services  and  Technologies 

Section  II.I.l.  of  the  preamble  of  the 
proposed  rule  and  this  final  rule 
discusses  add-on  payments  for  new 
services  and  technologies.  Specifically, 
this  section  states  that  applicants  for 
add-on  payments  for  new  medical 
services  or  technologies  for  FY  2014 
must  submit  a  formal  request.  A  formal 
request  includes  a  full  description  of  the 
clinical  applications  of  the  medical 
service  or  technology  and  the  results  of 
any  clinical  evaluations  demonstrating 
that  the  new  medical  service  or 
technology  represents  a  substantial 
clinical  improvement.  In  addition,  the 
request  must  contain  a  significant 
sample  of  the  data  to  demonstrate  that 
the  medical  service  or  technology  meets 
the  high-cost  threshold.  We  believe  the 
burden  associated  with  this  requirement 
is  exempt  from  the  PRA  under  5  CFR 
1320.3(c),  which  defines  the  agency 
collection  of  information  subject  to  the 
requirements  of  the  PRA  as  information 
collection  imposed  on  10  or  more 
persons  within  any  12-month  period. 
This  information  collection  does  not 
impact  10  or  more  entities  in  a  12- 
month  period.  In  FYs  2008,  2009,  2010, 
2011,  2012,  and  2013,  we  received  1,  4, 
5,3,3,  and  5  applications,  respectively. 

We  did  not  receive  any  public 
comments  regarding  these  information 
collections. 

3.  ICRs  for  the  Occupational  Mix 
Adjustment  to  the  FY  2013  Index 
(Hospital  Wage  Index  Occupational  Mix 
Survey) 

Section  ILF.  of  the  preamble  of  the 
proposed  rule  and  this  final  rule 
discusses  the  occupational  mix 
adjustment  to  the  FT  2013  wage  index, 
while  the  preamble  does  not  contain 
any  new  ICRs,  we  note  that  there  is  an 
OMB  approved  information  collection 
request  associated  with  the  hospital 
wage  index. 

Section  304(c)  of  Public  Law  106-554 
amended  section  1886(d)(3)(E)  of  the 
Act  to  require  CMS  to  collect  data  at 
least  once  every  3  years  on  the 
occupational  mix  of  employees  for  each 
short-term,  acute  care  hospital 
participating  in  the  Medicare  program 
in  order  to  construct  an  occupational 
mix  adjustment  to  the  wage  index.  We 
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collect  the  data  via  the  occupational  mix 
survey. 

The  burden'associated  with  this 
information  collection  requirement  is 
the  time  and  effort  required  to  collect 
and  submit  the  data  in  the  Hospital 
Wage  Index  Occupational  Mix  Survey  to 
CMS.  The  aforementioned  burden  is 
subject  to  the  PRA;  however,  it  is 
currently  approved  under  OCN  0938- 
0907,  with  an  expiration  date  of 
February  28,  2013. 

We  did  not  receive  any  public 
comments  regarding  these  information 
collections. 

4.  Hospital  Applications  for  Geographic 
Reclassifications  by  the  MGCRB 

Section  1I1.H.3.  of  the  preamble  of  the 
proposed  rule  and  this  final  rule 
discusses  proposed  revisions  to  the 
wage  index  based  on  hospital 
redesignations.  As  stated  in  that  section, 
under  section  1886{d)(10)  of  the  Act,  the 
MGCRB  has  the  authority  to  accept 
short-term  IPPS  hospital  applications 
requesting  geographic  reclassification 
for  wage  index  or  standardized  payment 
amounts  and  to  issue  decisions  on  these 
requests  by  hospitals  for  geographic 
reclassification  for  purposes  of  payment 
under  the  IPPS. 

The  burden  associated  with  this 
application  process  is  the  time  and 
effort  necessary  for  an  IPPS  hospital  to 
complete  and  submit  an  application  for 
reclassification  to  the  MGCRB.  While 
this  requirement  is  subject  to  the  PRA, 
the  associated  burden  was  previously 
approved  under  CXHN  0938-0573. 
However,  the  information  collection 
expired  on  December  31,  2011.  We  are. 
currently  seeking  to  reinstate  the 
information  collection  and,  as  required 
by  the  PRA,  will  announce  public  notice 
and  comment  periods  in  the  Federal 
Register  separate  from  this  rulemaking. 

5.  ICRs  for  Application  for  GME 
Resident  Slots 

The  information  collection 
requirements  associated  with  the 
distribution  of  additional  residency 
positions  under  section  5503  of  the 
Affordable  Care  Act,  addressed  under 
section  IV.I.3.  of  this  preamble,  are  not 
subject  to  the  Paperwork  Reduction  Act 
(44  U.S.C.  Chapter  35),  as  stated  in 
section  5503(c)  of  the  Affordable  Care 
Act.  The  information  collection 
requirements  associated  with  tfie 
presen,'ation  of  resident  cap  positions 
from  closed  hospitals,  addressed  under 
section  IV.I.4.  of  this  preamble,  also  are 
not  subject  to  the  Paperwork  Reduction 
Act,  as  stated  in  section  5506  of  the 
Affordable  Care  Act. 


We  did  not  receive  any  public  in,-, 
comments  regarding  these  information 
collections. 

6.  ICRs  for  the  Hospital  Inpatient 
Quality  Reporting  (IQR)  Program 

The  Hospital  Inpatient  Quality 
Reporting  (IQR)  Program  (formerly 
referred  to  as  the  Reporting  Hospital 
Quality  Data  for  Annual  Payment 
(RHQDAPU)  Program)  was  originally 
established  to  implement  section  501(b) 
of  the  MMA,  Public  Law  108-173.  This 
program  expanded  our  voluntary 
Hospital  Quality  Initiative.  The  Hospital 
IQR  Program  originally  consisted  of  a 
“starter  set’’  of  10  quality  measures.  The 
collection  of  information  associated 
with  the  original  starter  set  of  quality 
measures  was  previously  approved 
under  OMB  control  number  0938-0918. 
We  are  currently  seeking  reinstatement 
of  the  information  collection  and  will 
publish  the  required  60-day  and  30-day 
notices  in  the  Federal  Register  to  solicit 
public  comments. 

We  added  additional  quality  measures 
to  the  Hospital  IQR  Program  and 
submitted  the  information  collection 
request  to  OMB  for  approval.  This 
expansion  of  the  Hospital  IQR  measures 
was  part  of  our  implementation  of 
section  5001(a)  of  the  DRA.  New  section 
1886(b)(3)(B)(viii)(III)  of  the  Act,  added 
by  section  5001(a)  of  the  DRA,  requires 
that  the  Secretary  expand  the  “starter 
set”  of  10  quality  measures  that  were 
established  by  the  Secretary  as  of 
November  1,  2003,  to  include  measures 
“that  the  Secretary  determines  to  be 
appropriate  for  the  measurement  of  the 
quality  of  care  furnished  by  hospitals  in 
inpatient  settings.”  The  burden 
associated  with  these  reporting 
requirements  was  previously  approved 
under  OMB  control  number  0938-1022. 
We  are  currently  seeking  reinstatement 
of  the  information  collection  and  will 
publish  the  required  60-day  and  30-day 
notices  in  the  Federal  Register  to  solicit 
public  comments. 

For  the  FY  2015  payment  updates,  we 
are  seeking  OMB  approval  for  a  revised 
information  collection  request  using  the 
same  OMB  control  number  (0938-1022). 
In  the  revised  request,  we  will  add  1 
chart-abstracted  measure  (Elective 
Delivery  Prior  to  39  Weeks  Gestation),  1 
survey-based  measure,  and  3  claims- 
based  measures.  In  addition,  we  will 
remove  1  chart-abstracted  measure 
(SCIP-VTE-1 :  Surgery  patients  with 
recommended  venous 
thromboembolism  prophylaxis)  and  16 
claims-based  measures.  We  estimate 
that  the  changes  to  our  FY  2015 
payment  determination  measure  set  will 
result  in  a  total  collection  burden  to 


IPPS  hospitals  of  approximately  . 
6,750,000  hours  per  year. 

With  respect  to  the  new  chart- 
abstracted  measure  for  the  FY  2015 
payment  determination,  we  are  adding 
add  a  chart-abstracted  measure:  Elective 
delivery  Prior  to  39  Completed  Weeks 
Ge.station:  Percentage  of  babies 
electively  delivered  prior  to  39 
completed  weeks  gestation.  Hospitals 
will  be  required  to  submit  data  on 
patients  with  elective  vaginal  deliveries 
or  elective  cesarean  sections  at  >=37 
and  <39  weeks  of  gestation  completed. 
We  estimate  that  IPPS  hospitals  will 
incur  an  additional  170,000  burden 
hours  resulting  from  the  addition  of  this 
measure.  We  estimate  that  hospitals  will 
submit  approximately  1,006,917  cases 
annually  for  this  measure,  and  the 
information  needed  to  calculate  the.se 
measures  requires  an  average  of  10 
minutes  to  abstract  from  medical 
records  for  each  case. 

We  are  also  adding  three  new  claims- 
based  measures  for  the  FY  2015 
payment  determination.  We  do  not 
believe  that  these  claims-based 
measures  will  create  any  additional 
burden  for  hospitals  because  they  will 
be  collected  and  calculated  by  CMS 
based  on  the  Medicare  FFS  claims  the 
hospitals  have  already  submitted  to 
CMS. 

One  additional  survey  measure  will 
be  added  to  the  existing  HCAHPS 
survey  measures  for  the  FY  2015 
payment  determination.  Burden  for 
HCAHPS  data  collection  is  approved 
through  OMB  No.  0938-0981. 

We  believe  that  the  overall  burden  on 
hospitals  will  be  reduced  to  some  extent 
by  the  policy  we  finalized  in  the  FY 
2011  IPPS/LTCH  PPS  final  rule  to 
remove  one  chart-abstracted  measures, 
SCIP-VTE-1 :  Surgery  patients  with 
recommended  venous 
thromboembolism  prophylaxis 
beginning  with  the  FY  2015  payment 
determination.  In  addition,  beginning 
with  the  FY  2015  payment 
determination,  we  are  removing  16 
claims-based  measures.  We  estimate 
that  the  removal  of  these  measures  will 
reduce  the  total  burden  to  hospitals  by 
a  total  of  150,000  hours. 

We  are  adding  a  structural  measure 
for  the  FY  2016  paymentdetermination, 
the  Safe  Surgery  Checklist  Use  measure. 
This  measure  will  require  hospitals  to 
report  their  yes/no  response  regarding 
use  of  a  safe  surgery  checklist.  We 
estimate  that  3,300  hospitals  will  spend 
about  2  minutes  each  to  answer  this 
question  each  year,  resulting  in  an 
estimated  total  increase  of  110  hours  in 
terms  of  the  total  burden  to  hospitals 
each  year. 
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7.  ICRs  for  PPS-Exempt  Cancer  Hospital  1866(k)(2)  of  the  Act  with  respect  to  program.  Therefore,  we  intend  to  reduce 

Quality  Reporting  (PCHQR)  Program  such  fiscal  year.  To  comply  with  the  and  avoid  duplicative  reporting  efforts, 

statutory  mandate,  we  are  implementing  whenever  possible,  by  leveraging 
As  discussed  in  section  VIII.B.  of  the  ^^0  pcHQR  Program  in  an  effort  to  existing  infrastructure, 

preamble  of  this  final  rule,  section  improve  the  quality  of  care  for  inpatient  For  the  FY  2014  program  year,  as  we 

1866(k)  of  the  Act  requires,  for  purposes  cancer  patients.  It  is  our  aim  and  goal  proposed,  we  are  adopting  five  NQF- 
of  FY  2014  and  each  subsequent  fiscal  to  encourage  PCHs  to  furnish  high  endorsed  quality  measures,  two  of 

year,  that  a  hospital  described  in  section  quality  care  in  a  manner  that  is  effective  which  were  developed  by  the  CDC  and 
1886(d)(l)(B)(v)  of  the  Act  (a  PPS-  and  meaningful,  while  remaining  three  of  which  were  developed  by  the 

exempt  cancer  hospital,  or  a  PCH)  mindful  of  the  reporting  burden  created  American  College  of  Surgeons’ 

submit  data  in  accordance  with  section  by  the  implementation  of  this  new  Commission  on  Cancer  (ACoS/CoC). 

Topic  Quality  meassures 

Cancer-Specific  Treatments  .  Adjuvant  Chemotherapy  is  considered  or  administered  within  4  months  (120  days)  of  surgery  to  patients 

under  the  age  of  80  with  AJCC  Stage  III  (lymph  node  positive)  colon  cancer  (NQF  #0223). 

Combination  Chemotherapy  is  considered  or  administered  within  4  months  (120  days)  of  diagnosis  for 
women  under  70  with  AJCC  Tic,  or  Stage  II  or  III  hormone  receptor  negative  Breast  Cancer  (NQF 
#0559). 

Adjuvant  Hormonal  Therapy  (NQF  #0220). 

Healthcare  Acquired  Infections  National  Healthcare  Safety  Network  (NHSN)  Central  Line-Associated  Bloodstream  Infection  (CLABSI)  Qut- 
(HAls).  come  Measure  (NQF  #0139). 

National  Healthcare  Safety  Network  (NHSN)  Catheter-Associated  Urinary  Tract  Infection  (CAUTI)  Qutcome 
Measure  (NQF  #0138). 


We  estimate  that  11  PCHs  will  submit 
data  on  approximately  27,273  cases 
annually  for  these  measures,  and  it  will 
require,  on  average,  2.5  hours  for  a  PCH 
to  abstract  the  information  from  medical 
records  and  submit  it  for  each  case. 

Although  PCHs  have  not  previously 
reported  data  on  quality  measures  to 
CMS,  they  have  some  familiarity  and 
experience  with  the  reporting  of  quality 
data.  More  specifically,  out  of  the  11 
existing  PCHs,  10  (or  91  percent)  are 
currently  reporting  the  proposed  cancer- 
specific  measures  to  the  ACoS/CoC. 
Likewise,  a  majority  of  the  PCHs  are 
currently  submitting  data  on  the  HAI 
measures  to  the  CDC.  We  believe  that 
because  the  majority  of  the  PCHs  have 
demonstrated  the  ability  to.  report  these 
measures,  the  reporting  requirements 
we  are  finalizing  in  this  final  rule  for  the 
PCHQR  Program  will  not  significantly 
impact  PCHs. 

Furthermore,  we  estimate  that 
reporting  the  quality  data  to  the  CDC 
and  the  CMS  contractor  will  not  be 
costly  to  PCHs.  In  our  burden 
calculation,  we  have  included  the  time 
used  for  chart  abstraction  and  for 
training  personnel  on  collection  of 
chart-abstracted  data,  as  well  as  training 
for  submitting  the  data  through  these 
entities  (CDC  and  the  CMS  contractor). 
We  estimate  that  the  annual  hourly 
burden  to  each  PCH  for  the  collection, 
submission,  and  training  of  personnel 
for  submitting  all  quality  measure  data 
will  be  approximately  6,293.5  hours  per 
year  for  each  PCH.  The  average  hourly 
burden  to  each  PCH  will  be 
approximately  524  hours  per  month. 
This  final  rule  would  affect  all  PCHs 
participating  in  Medicare.  The  facilities 


would  have  to  register  with  QualityNet 
and  take  the  proper  training  in  order  to 
be  adequately  prepared  to  use  the 
(DualityNet  system  to  submit  the  Notice 
of  Participation  form.  The  anticipated 
burden  to  these  providers  consists  of  the 
following:  (1)  The  initial  registration 
with  the  CDC,  CMS  contractor,  and  CMS 
QualityNet;  (2)  training  of  the 
appropriate  staff  members  on  how  to 
use  the  QualityNet  reporting  program: 

(3)  the  time  required  for  collection  of 
data;  and  (4)  the  time  required  for  entry 
of  the  data  to  the  CDC  and  the  CMS 
contractor  database  by  the  PCH’s 
representative. 

Comment:  Commenters  urged  CMS  to 
leverage  with  the  ACoS/CoC 
infrastructure  because  the  PCHQR 
Program  could  pose  a  “sizeable  expense 
for  each  participating  institution  and  a 
significant  time  investment.” 

Response:  We  are  appreciative  of  the 
commenters’  concerns  surrounding 
administrative  burden  and  duplicative 
reporting.  We  intend  to  align  closely 
with  the  ACoS/CoC  data  infrastructure 
and  apply  consistent  reporting  format  in 
an  effort  to  minimize  burden. 

8.  ICRs  for  the  Hospital  Value-Based 
Purchasing  (VBP)  Program 

In  section  VIII.C.  of  the  preamble  of 
the  proposed  rule  and  this  final  rule,  we 
discuss  requirements  for  the  Hospital 
VBP  Program.  Specifically,  in  this  final 
rule,  for  the  FY  2015  program,  we  are 
removing  a  measure  from  the  Clinical 
Process  of  Care  domain.  We  are  adding 
two  additional  measures  in  the  Outcome 
domain,  an  AHRQ  Patient  Safety 
Indicators  composite  measure  and 
CLABSI:  Central  Line-Associated  Blood 


Stream  Infection.  We  also  are  adding  a 
measure.  Medicare  Spending  per 
Beneficiary,  in  the  Efficiency  domain. 
All  of  these  additional  measures  are 
required  for  the  Hospital  IQR  Program; 
therefore,  their  inclusion  in  the  Hospital 
VBP  Program  does  not  result  in  any 
additional  burden  because  the  Hospital 
VBP  Program  uses  data  that  are  required 
for  the  Hospital  IQR  Program. 

9.  ICRs  for  the  Long  Term  Care  Hospital 
Quality  Reporting  (LTCHQR)  Program 

In  section  VIILD.  of  the  preamble  of 
this  final  rule,  we  discuss  the 
implementation  of  section  3004(a)  of  the 
Affordable  Care  Act,  which  added 
section  1886(m)(5)  to  the  Act.  Section 
1886(m)(5)  of  the  Act  provides  that,  for 
rate  year  2014  and  each  subsequent  rate 
year,  in  the  case  of  an  LTCH  that  does 
not  submit  data  to  the  Secretary  in 
accordance  with  section  1886(m)(5)(C) 
of  the  Act  with  respect  to  such  a  rate 
year,  any  annual  update  to  a  standard 
Federal  rate  for  discharges  for  the 
hospital  during  the  rate  year,  and  after 
application  of  section  1886(m)(3)  of  the 
Act,  shall  be  reduced  by  2  percentage 
points.  The  initial  requirements  for  the 
LTCH  Quality  Reporting  (LTCHQR) 
Program  were  finalized  in  section  VII.C. 
of  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51743  through  51756). 

In  section  VIILD. 3. d.  of  the  preamble 
of  this  final  rule,  for  FY  2015,  we  have 
finalized  the  use  of  three  quality 
measures  that  were  previously  finalized 
for  use  in  the  LTCHQR  Program  in  the 
FY  2012  IPPS/LTCH  PPS  final  rule. 
These  measures  are:  (1)  Catheter- 
Associated  Urinary  Tract  Infections 
(CAUTI):  (2)  Central  Line  Catheter- 
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Associated  Blood  Stream  Infection 
Event  (CLABSI):  and  (3)  Pressure  Ulcers 
that  are  New  of  Have  Worsened.  We 
stated  that  the  NQF  had  expanded  the 
scope  of  endorsement  of  the  CAUTI  and 
CLABSI  measures  to  additional  care 
settings,  including  LTCHs.  The  revision 
of  these  measures  has  not  changed  the 
way  that  the  data  for  these  measures  is 
to  be  collected. 

In  this  final  rule,  we  are  finalizing  our 
adoption  of  the  expanded  versions  of 
the  CAUTI  and  CLABSI  measures  for 
the  FY  2014  payment  determination  and 
all  subsequent  fiscal  year  payment 
determinations.  We  are  also  retaining  an 
application  of  the  Pressure  Ulcer 
measure  for  the  FY  2014  and  subsequent 
years  payment  determinations. 

In  the'FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51780  through  51781),  we 
estimated  that  the  total  yearly  cost  to  all 
LTCH  that  are  paid  under  the  LTCH  PPS 
to  report  these  data  (including:  NHSN 
registration  and  training  for  the  CAUTI 
and  CLABSI  quality  measures;  data 
submission  for  all  three  measures,  and 
monitoring  data  submission)  will  be 
approximately  $756,326.  We  believe 
that  this  remains  a  valid  estimation  of 
the  total  financial  burden  that  all  LTCHs 
will  incur  as  a  result  of  the  LTCHQR 
Program,  even  considering  that  the 
CAUTI  and  CLABSI  measures  were 
reviewed  and  expanded  bv  the  NQF. 

We  do  not  believe  that  tfie  burden 
estimate  we  made  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  is  affected  by  the 
NQF’s  expansion  of  the  CAUTI  and 
CLABSI  measures  because  these 
expanded  measures  are  essentially  the 
same  measures  that  were  adopted  in  the 
FY  2012  IPPS/LTCH  PPS  final  rule. 
While  the  measures  will  now  be 
calculated  using  a  standardized 
infection  ratio  (SIR),  the  expansion  of 
the  CAUTI  and  CLABSI  measures  has 
made  no  differences  in  the  way  that 
these  data  are  to  be  collected  and 
reported  by  LTCHs.  Thus,  use  of  the 
expanded  CAUTI  and  CLABSI  measures 
will  place  no  additional  burden  on 
LTCHs.  In  addition,  we  believe  that  this 
burden  should  remain  relatively  stable 
over  the  first  several  years  of  this  quality 
reporting  program,  subject  to  normal 
inflationary  increases,  such  as  increased 
labor  wage  rates. 

As  stated  in  section  VIII.D.3.d.  of  the 
preamble  of  this  final  rule,  for  the  FY 
2016  LTCHQR  Program,  we  had 
proposed  the  addition  of  five  new 
quality  measure  but  are  finalizing  the 
addition  of  only  two  of  these  new 
quality  measures  to  the  LTCHQR 
Program  measure  set.  The  quality 
measures  that  we  have  finalized  in  this 
rule  are:  (1)  Percent  of  Residents  or 
Patients  Who  Were  Assessed  and 


Appropriately  Given  the  Seasonal 
Influenza  Vaccine  (Short-Stay)  (NQF 
#0680);  and  (2)  Influenza  Vaccination 
Coverage  Among  Healthcare  Personnel 
(NQF  #0431). 

Data  for  three  of  the  LTCH  measures, 
namely  Catheter-Associated  Urinary 
Tract  Infection  (CAUTI)  Outcome 
Measure,  NHSN  Central  Line-Associated 
Bloodstream  Infection  (CLABSI) 

Outcome  Measure,  and  Influenza 
Vaccination  Coverage  among  Healthcare 
Personnel,  will  be  collected  via  the 
CDC’s  NHSN  online  data  submission 
system  (http://n’\vw.cdc.gov/nhsn/).  As 
we  proposed,  LTCHs  will  report  data  on 
these  measures  according  to  measure 
specifications  of  these  NQF-endorsed 
measures. 

The  NHSN  is  a  secure,  Internet-based 
surveillance  system  that  is  maintained 
and  managed  by  CDC.  Many  LTCHs 
already  submit  data  to  tbe  NHSN  either 
voluntarily  or  as  part  of  mandatory  State 
reporting  requirements  for  HAIs.  There 
are  currently  442  LTCHs  in  operation  in 
the  United  States  and,  according  to 
CDC,  over  200  of  these  LTCHs  already 
submit  HAI  data  to  NHSN.  For  these 
LTCHs,  we  believe  the  burden  related  to 
complying  with  the  requirements  of  the 
quality  reporting  program  will  be 
reduced  because  of  pre-existing 
familiarity  with  the  NHSN  submission 
process. 

Further,  the  initial  setup*  and 
acclimation  to  the  NHSN  system  will 
have  already  occurred  through  the 
implementation  of  the  NHSN  Catheter- 
Associated  Urinary  Tract  Infection 
(CAUTI)  Outcome  Measure  and  the 
NHSN  Central  Line-Associated 
Bloodstream  Infection  (CLABSI) 
Outcome  Measure  for  the  FY  2014 
LTCHQR  Program  payment 
determination.  Even  though  these 
measures  have  been  recently  reviewed 
by  the  NQF  and  expanded  to  postacute 
care  settings,  including  LTCHs,  there 
has  been  no  change  in  the  way  that  the 
data  for  these  measures  is  to  be 
collected  and  reported  to  NHSN. 
Likewise,  there  has  been  no  change  in 
the  registration  and  training 
requirements  for  providers  that  are  new 
to  the  NHSN  reporting  system.  In 
addition,  LTCH  providers  will  begin  to 
use  the  NHSN  system  to  report  CAUTI 
and  CLABSI  data  on  October  1,  2012.  By 
the  time  that  any  new  measures  are 
finalized  and  reporting  of  the  same 
begins,  LTCH  providers  should  be  very 
familiar  and  comfortable  with  the  NHSN 
reporting  system. 

The  burden  associated  with  these 
quality  measures  is  the  time  and  effort 
associated  with  collecting  and 
submitting  the  data  concerning  CAUTI, 
CLABSI,  and  Influenza  Vaccination 


Coverage  among  Healthcare  Personnel 
to  NHSN  for  LTCHs  that  are  not 
currently  reporting  such  data.  As  we 
have  stated  above,  for  LTCHs  that 
already  submit  data  regarding  these 
measures  to  NHSN,  we  believe  there 
should  be  little,  if  any,  additional 
burden.  For  LTCHs  that  submit  data  to 
NHSN  for  other  HAIs,  but  not  data  for 
these  three  proposed  measures,  there 
may  be  some  added  burden.  However, 
we  believe  that  this  burden  will  be 
significantly  decreased  because  these 
LTCHs  will  already  be  enrolled  in  the 
NHSN  system  and  will  be  already 
familiar  with  the  NHSN  data  submission 
process.  Tbe  CDC  reports  that  321 
LTCHs  are  presently  enrolled  and  are 
reporting  data  through  the  NHSN 
system  and  that  198  of  these  LTCHs  are 
presently  submitting  data  on  the  CAUTI 
measure,  for  example. 

There  are  currently  442  LTCHs  in  the 
United  States  paid  under  the  LTCH  PPS. 
We  estimate  that  each  LTCH  will  submit 
approximately  12  NHSN  submissions  (6 
CAUTI  events  and  6  CLABSI  events)  per 
month  (144  events  per  LTCH  annually). 
This  equates  to  a  total  of  approximately 
63,648  submissions  of  HAI  data  to 
NHSN  from  all  LTCHs  per  year.  We 
estimate  that  each  NHSN  assessment 
will  take  approximately  25  minutes  to 
complete.  This  time  estimate  consists  of 
10  minutes  of  clinical  (for  example, 
nursing  time)  needed  to  collect  the 
clinical  data  and  15  minutes  of  clerical 
time  necessary  to  enter  the  data  into  the 
NHSN  database.  Based  on  this  estimate, 
we  expect  each  LTCH  will  expend  300 
minutes  (5  hours)  per  month  and  60 
hours  per  year  reporting  to  NHSN. 
Therefore,  the  total  estimated  annual 
hourly  burden  to  all  LTCHs  in  the 
United  States  for  reporting  to  NHSN  is 
26,520  hours. 

The  estimated  cost  per  submission  is 
estimated  at  $12.07.  These  costs  are 
estimated  using  an  hourly  wage  for  a 
registered  nurse  of  $41.59  and  a  medical 
billing  clerk/data  entry  person  of  $20.57 
(U.S.  Bureau  of  Labor  Statistics  data). 
Therefore,  we  estimate  that  the  annual 
cost  per  each  LTCH  provider  will  be 
$1,739  and  the  total  yearly  cost  to  all 
LTCHs  for  the  submission  of  CAUTI  and 
CLABSI  data  to  NHSN  will  be 
$768,497,259  While  these  requirements 
are  subject  to  the  Paperwork  Reduction 
Act,  we  believe  the  associated  burden 
hours  are  accounted  for  in  the 


259  Nursing  Time — 24  hours  @  $41.59  per  hour  = 
$998.16;  $998.16  x  442  LTCHs  =  approximately 
$441,187. 

Admin  Time — 36  hours  @  $20.57  per  hour  = 
$740.52;  $740.52  x  442  LTCHs  =  approximately 
$327,310. 

TOTAL  =  $441,187  +  $327,310  =  $768,497. 


Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


53669 


information  collection  request  currently 
approved,  OCN  0920-0666. 

VVe  analyzed  the  information 
collection  requirements  for  the  FY  2014 
LTCHQR  Program  quality  reporting 
measure  “Percent  of  Residents  with 
Pressure  Ulcers  that  are  New  or 
Worsened  (NQF  #0678)”  in  the  FY  2012 
IPPS/LTCH  PPS  final  rule  (76  FR 
51781).  This  same  estimate  applies  to 
the  measures  affecting  the  FY  2015 
payment  determination  as  they  are  the 
same  three  (3)  measures. 

As  stated  in  section  VIII.D.3.d.  of  this 
final  rule,  the  other  new  quality 
measure  that  we  have  finalized  for 
addition  to  the  LTCHQR  Program  is  the 
Percent  of  Residents  or  Patients  Who 
Were  Assessed  and  Appropriately  Given 
the  Seasonal  Influenza  Vaccine.  This 
measure  is  to  be  collected  using  the 
LTCH  CARE  Data  Set.  In  order  to  do  so, 
the  LTCH  CARE  Data  Set  will  require 
modification  with  the  addition  of  the 
item  sets  necessary  to  collect  the  data 
needed  for  this  measure. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  collection  of  information 
section,  we  proposed  that  we  would 
post  the  specific  additional  data 
elements  that  would  need  to  be  added 
to  the  LTCH  CARE  Data  set  in  order  to 
collect  the  data  necessary  to  calculate 
the  Percent  of  Residents  or  Patients  Who 
Were  Assessed  and  Appropriately  Given 
the  Seasonal  Influenza  Vaccine 
measure.  We  further  proposed  to  post 
the  corresponding  modified  technical 
data  specifications  at  a  later  date,  on  our 
LTCH  Quality  Reporting  Program  Web 
site.  We  made  this  proposal  because,  we 
had  not  yet  completed  the  necessary 
technical  development  of  the  data  items 
and  the  modifications  to  the  data 
collection  instrument  that  LTCHs  will 
use  to  submit  the  data  for  this  new 
measure.  Because  the  forms  are  still 
under  development,  we  cannot  make  a 
complete  burden  estimate  at  this  time. 
We  proposed  that  reporting  and 
submission  of  the  Percent  of  Residents 
or  Patients  Who  Were  Assessed  and 
Appropriately  Given  the  Seasonal 
Influenza  Vaccine  measure  be 
incorporated  into  the  existing  data 
collection  and  submission  framework  of 
the  LTCH  CARE  Data  Set.  This  is  the 
same  data  collection  and  submission 
framework  that  will  be  used  by  CMS  to 
support  providers  for  reporting  on  the 
Percent  of  Residents  with  Pressure 
Ulcers  That  Are  New  or  Worsened 

measure. 260 


260  The  LTCH  CARE  Data  Set,  the  data  collection 
instrument  that  will  be  used  to  submit  data  on  this 
measure,  is  currently  under  Paperwork  Reduction 
Act  (PRA)  review  by  the  Office  of  Management  and 
Budget.  It  is  discussed  in  a  PRA  Notice  which 
appeared  in  the  Federal  Register  on  September  2, 


By  building  upon  preexisting 
resources  for  data  collection  and 
submission,  we  intend  to  foster 
alignment  between  measures  that  helps 
to  reduce  the  administrative  burden 
related  to  data  collection  and 
submission.  We  anticipate  that  the 
initial  setup  and  acclimation  to  the  data 
collection  by  the  LTCH  CARE  Data  Set 
will  have  already  occurred  with  the 
adoption  of  the  Pressure  Ulcer  measure 
for  the  LTCHQR  Program  for  the  FY 
2014  payment  determination.  Therefore, 
'we  believe  the  transition  to  reporting 
the  four  measures  via  the  LTCH  CARE 
Data  Set  may  be  less  burdensome. 

The  delivery  of  high  quality  care  in 
the  LTCH  setting  is  imperative.  We 
believe  that  collecting  quality  data  on 
all  patients  in  the' LTCH  setting  supports 
CMS’  mission  to  ensure  quality  care  for 
Medicare  beneficiaries.  Collecting  data 
on  all  patients  provides  the  most  robust 
and  accurate  reflection  of  quality  in  the 
LTCH  setting. 

At  this  time,  we  have  not  completed 
development  of  the  information 
collection  instrument  that  LTCHs  would 
have  to  submit  to  comply  with  the 
aforementioned  reporting  requirements 
regarding  the  measures  proposed  for 
data  collection  by  the  LTCH  CARE  Data 
Set  for  the  FY  2016  LTCHQR  payment 
determination.  Because  the  forms  are 
still  under  development,  we  cannot 
make  a  complete  burden  estimate  at  this 
time.  Once  the  forms  are  available,  we 
will  prepare  and  submit  the  required 
Paperwork  Reduction  Act  (PRA) 
package  which  will  fully  set  forth  the 
anticipated  burden  to  LTCH  providers 
as  a  result  of  the  new  data  items 
(questions)  that  need  to  be  added  to  the 
LTCH  CARE  Data  Set.  The  PRA  process 
provides  for  the  publication  of  two  PRA 
notices  in  the  Federal  Register  which 
are  followed  by  60  and  30  day  comment 
periods  respectively.  The  PRA  notice 
and  comment  process  is  similar  to  that 
provided  for  with  the  proposed  and 
final  rule  notice  and  comment  process. 
Therefore,  even  though  it  is  not 
possible,  at  this  time,  for  CMS  to 
provide  all  of  the  necessary  burden 
estimate  information  related  to  the  new 
measures  that  we  proposed  to  add  to  the 
LTCHQR  Program,  stakeholders  will 
still  be  afforded  opportunities  to  submit 
public  comments  in  accordcmce  with 
the  PRA  rules  and  guidelines. 

Comment:  Several  commenters 
expressed  concern  about  CMS’  burden 
estimate.  They  believed  that  50  hours 
per  LTCH  per  year  (or  roughly  2Q 
minutes  per  patient)  for  submission  of 
the  pressure  ulcer  measure  is 


2011  (Volume  76,  Issue  171).  The  file  number  for 
the  LTCH  PRA  package  is  CMS-10409. 


unrealistic.  Several  commenters 
estimated  that  data  collection  and 
submission  would  take  closer  to  2  hours 
per  patient.  One  commenter  noted  that 
in  order  for  LTCHs  to  achieve  the  20 
minute  estimate,  CMS  needs  to  reduce 
the  amount  of  data  collected  for 
calculating  the  pressure  ulcer  measure. 
Several  commenters  noted  that  CMS’ 
conclusion  that  reporting  four  measures 
via  the  LTCH  CARE  Data  Set  will  not  be 
burdensome  because  data  collection 
using  this  data  collection  mechanism  is 
a  preexisting  tool  is  flawed  because 
CMS’  burden  estimate  for  the  pressure 
ulcer  measure  is  underestimated. 

Several  commenters  noted  that  LTCHs 
believe  it  will  be  necessary  to  hire  at 
least  one  additional  staff  member  in 
order  to  meet  the  reporting 
requirements.  One  commenter  added 
that  CMS  was  incorrect  ir;  its 
assumption  that  clerical  staff  will  be 
able  to  collect  these  data,  when  many 
data  will  need  to  be  collected  by  wpund 
care  or  nursing  staff  (both  of  whom 
generally  have  higher  wages).  Another 
commenter  argued  that  it  is  not 
necessary  to  complete  the  LTCH  CARE 
Data  Set  for  all  patients  and  all  care 
transitions. 

Response:  VVe  acknowledge  the 
commenters’  concern  regarding  the 
number  of  data  elements  that  are 
included  on  the  LTCH  Care  Data  Set  and 
the  amount  of  time  that  it  may  take  to 
complete  the  LTCH  CARE  Data  Set.  We 
are  sensitive  to  the  commenters’ 
concern  for  the  amount  of  time  and 
money  that  they  will  have  to  expend  to 
comply  with  the  reporting  pressure 
ulcer  data. 

In  response  to  those  concerns,  we 
have  carefully  review'ed  the  LTCH 
CARE  Data  Set  and  our  rationale -for  the 
collection  quality  measure  data  in  the 
LTCH  setting.  We  have  given  much 
consideration  to  the  benefits  of 
collecting  quality  measure  data  versus 
the  burden  that  will  be  placed  upon 
LTCH  providers  when  required  to  report 
this  data  to  CMS  using  the  LTCH  CARE 
Data  Set  or  the  National  Healthcare 
Safety  Network  (NHSN).  In  addition,  we 
considered  the  number  and  types  of 
LTCHs  that  are  present  in  the  United 
States  today  and  the  effect  that  size, 
financial  status,  access  to  technical 
vendor  services,  and  other  factors  that 
may  have  an  impact  upon  each  LTCHs 
abilities  to  comply  with  the  demands  of 
reporting  quality  data  using  the  LTCH 
CARE  Data  Set.  We  further  considered 
the  likelihood  of  and  degree  of  burden 
to  which  LTCHs  of  various  sizes, 
corporate  structure,  financial  status  and 
varying  specialties  would  be  able  to 
successfully  comply  with  the 
requirements  of  the  section  3004  of  the 
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Affordable  Care  Act  for  the  LTCHQR 
Program. 

For  reasons  that  we  explain  in  section 
VIIl.D.3.a.  of  the  preamble  of  this  final 
rule,  we  are  finalizing  that  certain  data 
elements  contained  on  the  LTCH  CARE 
Data  Set  will  be  voluntary.  What  we 
mean  by  this  is  that  failure  to  submit 
data  on  these  items  will  not  cause  CMS 
to  find  an  LTCH  provider  to  be  in 
noncompliance  with  the  rules  and 
regulations  of  the  LTCHQR  Program. 
LTCHs  can  submit  data  on  these  items 
on  a  voluntary  basis,  and  we  strongly 
encourage  this. 

■  Under  this  policy,"  LTCHs  will  only  be 
required  to  complete  a  subset  of  the  data 
elements  that  comprise  the  LTCH  CARE 
Data  Set.  For  purposes  of  this 
discussion,  we  have  broken  down  the 
items  which  make  up  the  LTCH  CARE 
Data  Set  into  three  categories  and  have 
deemed  them  to  be  either  required  or 
voluntary,’.  These  elements  are:  (1)  A 
limited  set  of  administrative  items  that 
are  necessary  in  order  to  identify  each 
LTCH  and  properly  attribute  patients  to 
it  for  purposes  of  calculating  the 
measure  rate;  (2)  the  data  elements 
necessar\’  to  populate  the  pressure  ulcer 
measure,  consistent  with  the  NQF- 
endorsed  specifications  for  that 
measure:  (3)  the  data  elements  necessary 
to  enable  CMS  to  validate  that  the 
pressure  ulcer  measure  data  elements 
were  accurately  reported.  All  other  data 
elements  on  the  LTCH  Care  Data  Set  can 
be  completed  on  a  voluntary  basis  but 
will  have  no  impact  on  the  measure  rate 
calculations  or  on  our  determination  of 
whether  the  LTCH  has  met  the  reporting 
requirements  under  the  LTCHQR 
Program.  We  will  post  on  the  CMS  Web 
site  a  detailed  matrix  that  identifies 
which  data  elements  will  be  required 
and  which  will  be  voluntary. 

As  noted  above,  we  have  decided  to 
make  a  portion  of  the  LTCH  CARE  Data 
Set  voluntary.  However,  we  are  required 
by  the  Paperwork  Reduction  Act  of  1995 
to  report  the  burden  for  information 
collection  requests  that  are  voluntary. 
Therefore,  even  though  our  position  has 
changed  with  respect  to  how  many  of 
the  LTCH  CARE  Data  Set  items  are  now 
considered  to  be  required  for  successful 
reporting,  this  will  not  affect  the  burden 
estimate  that  we  must  render. 

Although  we  have  reviewed  and  made 
some  adjustments  to  our  policy  related 
to  the  mandatory  or  voluntary'  nature  of 
each  item  in  the  LTCH  CARE  Date  set, 
we  believe  that  these  adjustments  have 
no  effect  on  ourpreviously  stated 
burden  estimates.  Upon  review  of  the 
burden  calculations  that  we  previously 
put  forth  in  the  proposed  rule,  we  were 
not  able  to  find  any  information  that 
would  leacLus  to  believe  that  it  will  take 


close  to  2  hours  per  patient  to  complete 
the  full  LTCH  CARE  Data  Set  (including 
all  required  and  voluntary  items). 
Furthermore,  we  have  not  been  able  to 
find  any  facts  that  would  lead  us  to 
believe  that  LTCHs  would  have  to 
dedicate  one  full-time  staff  position  to 
the  responsibility  for  completion  of  a 
full  LTCH  CARE  Data  Set  assessment  for 
each  patient,  or  for  an  assessment  that 
does  not  include  all  of  the  voluntary 
items.  The  likelihood  of  the  need  for  a 
dedicated  staff  person  is  further  reduced 
by  pur  decision  to  make  a  portion  of  the  • 
items  on  the  LTCH  CARE  Data  Set 
voluntary  in  nature.  We  have  several 
rationales  in  support  of  our  conclusions, 
which  we  will  discuss  below. 

First,  we  note  that  the  full  LTCH 
CARE  Data  Set  Admission  Assessment 
consists  of  29  data  items  (which  shall 
nbw  be  divided  into  required  and 
voluntary'  categories).  When  we 
originally  calculated  our  burden 
estimate  for  the  LTCH  CARE  Data  set, 
we  considered  burden  information  data 
pertaining  to  how  long  it  took  to 
complete  similar  data  items  on  similar 
assessment  instruments.  Data  obtained 
during  the  Post  Acute  Care  Payment 
Reform  Demonstration  (PAC-PRD) 
included  estimates  of  the  response  time 
necessary  for  each  CARE  tool  item. 
PAC-PRD  data  revealed  that  it  took 
approximately  0.7  minutes  to  complete 
each  question  on  the  CARE  tool  that  was 
being  used  during  this  demonstration. 

In  addition,  we  also  considered 
burden  estimates  from  other  data 
collection  tools  such  as  the  Outcome 
and  Assessment  Information  Set 
(OASIS-C).  The  OASIS-C  is  a  data 
collection  instrument  which  is 
approved  under  OMB  control  number 
0938-0760.  The  OASIS-C  is  used  by 
home  health  providers  for  Medicare 
payment  and  quality  reporting 
purposes.  We  have  estimated  that  the 
time  required  to  complete  this 
information  collection  is  estimated  to 
average  0.7  minutes  per  response, 
including  the  time  to  review 
instructions,  search  existing  data 
resources,  gather  the  data  needed  and 
complete  and  review  the  information 
collection.  The  time  estimates  for  these 
quality  data  collection  instruments  are 
consistent  with  our  previously  stated 
time  estimate  of  approximately  20 
minutes  for  completion  of  the  LTCH 
CARE  Data  Set  or  0.7  minutes  per 
response  (either  voluntary  or  required). 

Second,  the  first  20  data  items  on  the 
LTCH  CARE  Data  Set  consist  of  basic 
patient  demographic  information 
typically  collected  by  most  providers.  A 
portion  of  these  items,  while  not 
necessary  for  the  calculation  of  the 
pressure  ulcer  measure,  are  required  in 


order  for  the  record  to  be  accepted  by 
the  CMS  online  data  submission  system. 
Often,  this  information  is  provided  to 
the  LTCH  by  the  transferring  facility,  or 
by  the  patient  and/or  their  family 
members  upon  admission.  Only  rarely 
should  the  person  responsible  for  the 
completion  of  the  LTCH  CARE  Data  Set 
have  to  elicit  this  information  directly 
from  the  patient  or  their  family 
members.  Because  the  patient’s 
demographic  information  should  be 
readily  available  in  the  patient’s 
medical  records,  we  believe  that  it 
should  take  no  more  that  the  estimated 
0.7  minutes  per  item  to  complete  these 
particular  data  items,  whether  these 
items  are  required  or  voluntary  (A0050 
toAl820). 

Third,  many  LTCHs  are  now  using 
EHRs.  With  the  recent  movement 
towards  use  of  EHRs  and  the 
advancement  of  this  technology,  those 
LTCHs  using  EHR  technology  may  gain 
additional  time  efficiencies  in  the 
completion  of  the  LTCH  CARE  Data  Set 
by  working  with  their  vendors  to  pull 
the  specified  patient  demographic  data 
(A005P  to  A1820)  from  their  EHRs  to 
populate  the  corresponding  field  of  the' 
LTCH-CARE  data  set.  We  are  in  the 
process  of  obtaining  Logical  Observation 
Identifiers  Names  &  Codes  (LOINC) 
codes  for  all  LTCH-CARE  data  items  to 
facilitate  electronic  interoperability. 

Fourth,  a  review  of  the  remaining 
nine  data  items  of  the  LTCH  CARE  Data 
Set  reveal  that  these  are  items  related  to 
a  clinical  physical  assessment  of  various 
body  systems  or  functions.  Several  of 
these  items  on  the  LTCH  CARE  Data  Set 
that  are  necessary  for  the  calculation  of 
the  pressure  ulcer  measure  as  well  as 
matching  of  patient  data  at  admission 
and  discharge  for  the  calculation  of  the 
pressure  ulcer  measure  remain 
mandatory  items,  while  others  (items 
that  are  not  necessary  for  the  calculation 
of  the  pressure  ulcer  measure)  are 
considered  voluntary.  We  will  post  on 
our  Web  site  a  detailed  matrix  that 
identifies  which  data  elements  of  the 
LTCH  CARE  Data  Set  are  mandatory 
(that  is,  will  be  required),  and  which 
will  be  voluntary.  This  matrix  will  also 
be  incorporated  into  the  final  LTCHQR 
Program  Manual  which  will  be  posted 
on  CMS  LTCHQR  Program  Web  site  and 
available  for  download  from  http:// 
www.cms.gov/Medicare/Quality- 
Initiatives-Patient-Assessment- 
Instruments/LTCH-Quality-Reporting/ 
index.html.  Each  of  these  sections 
contain  data  items  that  are  assessment- 
based  and  should  be  performed  on  an 
ongoing  basis  by  clinical  staff  for  each 
patient  as  a  routine  part  of  safe  and 
effective  patient  care,  and  irrespective  of 
the  requirements  for  completion  of  the 
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LTCH  CARE  Data  Set.  Therefore,  most, 
if  not  all  LTCHs,  should  he  assessing 
their  patients  for  the  information  that  is 
captured  in  the  LTCH  CARE  Data  Set 
and  documenting  their  findings  in  the 
medical  record  as  part  of  their  normal 
patient  care. 

As  with  the  patient  demographic 
questions,  completion  of  the  patient 
physical  assessment  data  items  may  he 
possible  through  the  use  of  EHR 
technology.  Data  required  for  the  LTCH 
CARE  Data  Set  could  be  electronically 
captured  directly  from  the  patient’s 
electronic  medical  records  and  placed 
into  the  LTCH  CARE  Data  Set  to 
populate  the  data  item  fields.  The  time 
required  for  the  LTCHs  with  the 
capability  to  complete  the  entire  LTCH 
CARE  Data  Set  in  this  manner  may  be 
significantly  less  than  that  for  those 
LTCHs  that  do  not  use  this  type  of 
technology. 

Finally,  we  do  not  believe  that  it 
should  take  more  than  20  minutes  to 
complete  a  full  LTCH  CARE  Data  Set 
assessment  on  each  LTCH  patient 
because,  pursuant  to  PRA  requirements, 
we  are  not  required  to  include  in  our 
burden  estimates,  any  time  that  a 
provider  would  spend  in  the 
performance  of  normal  patient  care.  Nor 
are  we  required  to  factor  into  our 
burden  estimate  any  other  work  that  an 
LTCH  provider  would  perform  in  the 
normal  course  of  business  (that  is,  if 
they  had  not  been  asked  to  collect  the 
information  that  is  the  LTCH  CARE  Data 
Set).  This  principle  would  apply  to  all 
data  items,  whether  they  are  voluntary 
of  required,  because  pursuant  to  the 
Paperwork  Reduction  Act  of  1995,  we 
are  obligated  to  report  the  burden  for  all 
information  collection  requests,  whether 
they  be  voluntary  or  mandatory. 

Collection  of  patient  demographic 
information  is  done  in  the  normal 
course  of  business,  typically  when  a 
patient  is  received  into  an  LTCH 
facility.  Patient  assessment,  and  more 
particularly,  the  skin  assessments  are 
performed  and  the  results  documented 
by  the  LTCH  clinical  staff  on  an  ongoing 
basis  during  the  patient’s  stay.  To  the 
extent  that  we  ask  LTCHs  to  provide  any 
of  this  information  to  us  on  the  LTCH 
CARE  Data  Set,  this  information  is 
already  being  collected  and  documented 


Mandatory  data  elements  are  the 
administrative  section,  skin  conditions  section,  and 
assessment  of  risk  factors  used  as  covariates  for  the 
NQF-endorsed  Pressure  Ulcer  measure  (NQF)678) 
of  the  LTCH  CARE  Data  Set.  The  covariate  items 
include:  functional  status  assessment,  bowel 
continence,  active  diagnosis  such  as  diabetes  and 
peripheral  vascular  disease,  documentation  of 
height  and  weight  to  calculate  patient  body  mass 
index,  and  skin  assessment  to  capture  new  or 
worsening  of  pressure  ulcers  (Stage  2,  3  or  4) 
between  admission  and  discharge  assessment. 


during  the  normal  course  of  business 
and  in  the  normal  course  of  patient  care, 
and  we  are  not  required  to  factor  it  into^ 
our  burden  assessment. 

Comment:  Several  cpmmenters  noted 
that  CMS  provided  a  burden  estimate 
for  NHSN  data  submission  but  did  not 
provide  data  for  the  estimated  level  of 
bujden  for  submission  of  LTCH  CARE 
Data  Set  data  for  the  newly  proposed 
measures. 

Response:  In  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule,  we  noted  that  we 
could  not  provide  a  burden  estimate  for 
the  time  that  it  will  take  to  complete  the 
LTCH  CARE  Data  Set  given  the  newly 
proposed  measures  selected  for  use  in 
the  LTCHQR  Program,  as  the  LTCH 
CARE  Data  set  has  not  yet  been  updated 
to  include  the  data  items  needed  for  the 
measures  CMS  is  finalizing.  We  further 
explained  that  the  data  for  four  of  these 
new  measures  is  to  be  collected  using 
the  LTCH  CARE  Data  Set.  However, 
since  the  time  of  the  publication  of  the 
proposed  rule,  we  have  elected  not  to 
proceed  with  three  of  the  new  measures 
that  we  had  named  in  the  proposed  rule. 
We  instead  decided  to  proceed  with  the 
addition  of  two  new  measures  (that  is. 
Percent  of  Residents  or  Patients  Who 
Were  Assessed  and  Appropriately  Given 
the  Seasonal  Influenza  Vaccine  (Short- 
Stay)  (NQF  #0680);  and  Influenza 
Vaccination  Coverage  Among 
Healthcare  Personnel  (NQF  #0431),  in 
addition  to  the  three  measures  that  were 
previously  finalized  for  use  in  the 
LTCHQR  Program. 

The  data  for  the  staff  influenza 
vaccination  measure  will  be  reported  by 
LTCHs  to  NHSN.  However,  the  addition 
of  the  inpatient  influenza  vaccination 
measure  has  required  us  to  add 
additional  item  sets  to  the  LTCH  CARE 
Data  Set.  We  are  currently  in  the  process 
of  developing  these  new  item  sets  but 
this  work  has  not  yet  been  completed. 
We  cannot  provide  an  accurate  burden 
estimate  for  revised  LTCH  CARE  Data 
Set  which  incorporates  the  new  item 
sets  until  these  new  items  have  been 
completely  developed. 

We  also  stated  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  that,  upon 
completion  of  the  revised  LTCH  CARE 
Data  Set  (which  will  contain  the  new 
item  sets),  we  will  file  a  PRA  package 
in  which  we  will  provide  a  complete 
burden  estimate  for  the  revised  LTCH 
CARE  Data  Set.  This  PRA  process  will 
supply  LTCH  providers  with  not  only 
one,  but  two  separate  notices  and 
comment  periods  which  will  afford 
them  with  the  opportunity  to  view  PRA 
documents  that  we  file  and  to  submit 
public  comments  related  to  these  PRA 
documents. 


The  PRA  process  provides  for  the 
publication  of  an  initial  60  day  PRA 
notice  in  the  Federal  Register.  LTCHs 
will  have  60  days  from  the  date  of 
publication  of  this  60  day  PRA  notice  in 
which  to  file  their  public  comments  in 
response  to  tha  PRA  documents  that  we 
file.  These  PRA  documents  will  be 
posted  on  the  CMS  PRA  Web  site.  After 
the  expiration  of  the  60-day  notice  and 
comment  period,  we  will  respond  to  any 
comments  that  we  receive.  Thereafter,  a 
second,  30  day  PRA  notice  will  be 
posted  in  the  Federal  Register  which 
will  begin  the  30-day  notice  and 
comment  period.  This  is  an  additional 
opportunity  to  file  public  comments  in 
response  to  the  second  PRA  publication 
and  posting. 

Comment:  One  commenter  expressed 
concern  regarding  the  burden  of 
inputting  data  into  LASER  because 
LASER  was  developed  without  user 
input. 

Response:  While  the  LTCHQR 
Program  and  the  LASER  program  are 
new,  the  LASER  program  was 
developed  by  CMS  contractors  who 
have  had  extensive  experience  with  the 
design,  development,  and 
implementation  of  similar  data 
collection  programs.  These  computer 
programs  correspond  to  data  collection 
instruments  that  are  used  by  CMS  to 
obtain  data  for  payment  and  quality 
measurement  purposes.  One  such 
program  is  the  JIRVEN  program  that  is 
used  to  collect  data  from  the  Inpatient 
Rehabilitation  Facility  Assessment- 
Patient  Assessment  Instrument  (IRF- 
PAI).  This  instrument  is  used  to 
determine  IRF  PPS  payments  and  will 
also  be  used  for  the  collection  of  IRF 
quality  reporting  program  data 
beginning  on  October  1,  2012.  Another 
such  program  is  the  RAVEN  software, 
which  is  used  to  collect  data  for  the 
Minimum  Data  Set,  3.0  (MDS  3.0).  The 
MDS  3.0  data  collection  instrument  is 
used  in  skilled  nursing  faeilities  to 
collect  information  that  is  used  for 
payment  and  quality  measurement 
purposes.  CMS  also  offers  another  fi'ee 
software  program  to  stakeholders, 
known  as  HAVEN,  which  is  used  to 
collect  data  for  OASIS-C. 

We  believe  that  the  CMS  contractors 
who  created  the  LASER  program  have 
used  the  past  knowledge  and 
experience,  which  they  gained  from 
development  of  similar  data  collection 
programs  when  creating  the  LASER 
program.  In  addition,  during  the  design 
process  for  the  LASER  program,  the 
contractors  were  in  frequent  contact 
with  the  various  CMS  subject  matter 
experts  and  technical  advisors,  who 
provided  them  with  information  about 
the  LTCH  setting,  so  that  the  lASER 
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program  would  be  customized  to  fit  the 
needs  of  the  LTCH  setting. 

We  disagree  with  the  contention  that 
we  did  not  get  user  input  during  the 
creation  of  the  LASER  program,  or  that 
lack  of  input  will  cause  increased 
burden  to  LTCHs.  When  the  LASER 
program  was  being  created,  we  made 
numerous  attempts  to  reach  out  to  the 
LTCH  community  to  educate  the 
community  about  the  LTCHQR  Program 
and  to  also  seek  input  about  various 
areas  of  the  LTCHQR  Program, 
including  the  development  of  the 
LASER  program.  We  held  vendor  calls 
on  November  16,  2011  and  June  28, 

2012,  during  which  the  LTCH 
community  and  their  vendors  were 
invited  to  participate  and  share  their 
questions  and  concerns  about  the 
LASER  program. 

We  have  also  reached  out  to  the  LTCH 
community  through  the  use  of  several 
different  types  of  activities,  including 
Open  Door  Forums,  the  posting  of 
information  on  the  LTCH  Quality 
Reporting  Program  Web  page  [https:// 
wvi'w.cms.gov/Medicare/Quality- 
Initiatives-Patient-Assessment- 
Instruments/LTCH-Quality-Reporting/ 
LTCHTechnicaIInformation.html  and  a 
2-day  in-person  training  conference. 
LTCH  Special  Open  Door  Forums  were 
held  on  September  21,  2011  and  April 
13,  2012.  Open  Door  Forums  provided 
an  opportunity  for  LTCHs  to  receive 
information  about  selected  topics  and  to 
ask  questions  and  seek  information 
about  the  LTCH  quality  reporting 
program.  A  tape  recording  of  each  of 
these  Open  Door  Forums  was  made 
available  for  a  short  period  of  time 
following  the  date  of  the  presentation. 
Also,  a  transcript  of  each  Open  Door 
Forum  is  available  at  the  CMS  Open 
Door  Forum  Web  site  and  the  LTCHQR 
Program  Web  page. 

Finally,  we  have  posted  informational 
updates  about  the  status  of  the  LTCHQR 
Program  on  an  ongoing  basis  to  the 
LTCHQR  Program'Web  page, 
information  about  the  LASER  data 
collection  program  for  the  LTCHQR 
Program  also  has  been  posted,  including 
draft  and  final  technical  specifications. 

In  summarv',  we  believe  that  the 
LASER  Program  was  created  by 
experienced  CMS  contractors  with  input 
ft'om  the  LTCH  vendors  and  provider 
community,  as  well  as  CMS  subject 
matter  experts,  taking  into  account 
provider  and  vendor  comments  and 
interactions  as  outlined  above,  so  we  do 
not  foresee  any  increased  burden  to 
providers  caused  by  the  method  in 
which  this  program  was  created. 


10.  ICRs  for  the  Ambulatory  Surgicalq 
Canter  (ASC)  Quality  Reporting  Program 

In  section  VIII.E.  of  the  preamble  of 
the  proposed  rule  and  this  final  rule,  we 
discuss  the  requirements  for  the  ASCQR 
Program  for  payment  determinations 
affecting  CY  2014  and  subsequent  years. 
In  section  XIV.K.  of  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period  (76 
FR  74492  through  74517),  we  finalized 
our  proposal  to  implement  a  quality 
reporting  program  for  ASCs  beginning 
with  the  CY  2014  payment 
determination.  We  refer  readers  to  the 
CY  2012  OPPS/ ASC  final  rule  with 
comment  period  (76  FR  74554)  for  a 
detailed  discussion  of  the  ASCQR 
Program  collection  of  information 
requirements  for  the  claims-based  and 
structural  measures  for  the  CY  2014  and 
CY  2015  payment  determinations. 

In  the  CY  2012  OPPS/ ASC  final  rule 
with  comment  period  (76  FR  74516),  we 
finalized  our  proposal  to  consider  an 
ASC  to  be  participating  in  the  ASCQR 
Program  for  the  CY  2014  payment 
determination  if  the  ASC  includes 
Quality  Data  Codes  (QDCs)  specified  for 
the  program  on  their  CY  2012  claims 
relating  to  the  finalized  measures. 

For  the  CY  2015  payment 
determination  and  subsequent  payment 
determination  years,  we  proposed  and 
are  finalizing  that  once  an  ASC  submits 
any  quality  measure  data,  it  would  be 
considered  to  be  participating  in  the 
ASCQR  Program.  For  the  CY  2014 
payment  determination  and  subsequent 
payment  determination  years,  if  the 
ASC  submits  quality  measure  data,  there 
is  no  additional  action  required  by  the 
ASC  to  indicate  participation  in  the 
Program.  Once  an  ASC  submits  quality 
measure  data  indicating  its  participation 
in  the  ASCQR  Program,  in  order  to 
withdraw,  an  ASC  must  complete  and 
submit  an  online  form  indicating  that  it 
is  withdrawing  from  the  quality 
reporting  program. 

The  burden  associated  with  the 
requirements  to  withdraw  from  the 
program  is  the  time  and  effort  associated 
with  accessing,  completing,  and 
submitting  the  online  form.  Based  on 
the  number  of  hospitals  that  have 
withdrawn  from  the  Hospital  OQR 
Program  over  the  past  4  years,  we 
estimate  that  2  ASCs  would  withdraw 
per  year  and  that  an  ASC  would  expend 
30  minutes  to  access  and  complete  the 
form,  for  a  total  burden  of  1  hour  per 
year. 

For  the  CY  2015  payment 
determination,  we  proposed  and  are 
■  finalizing  the  requirement  that  ASCs 
identify  and  register  a  QualityNet 
administrator  in  order  to  set  up 
accounts  necessary  to  enter  structural 


measure  data.'"  We  estimate  that,  based 
upon  previous  experience  with  the 
Hospital  OQR  Program,  it  would  take  an 
ASC  10  hours  to  obtain,  complete,  and 
submit  an  application  for  a  QualityNet 
administrator  and  then  set  up  the 
necessary  accounts  for  structural 
measure  data  entry.  We  estimate  the 
total  burden  to  meet  these  requirements 
to  be  51,750  hours  (10  hours  x  5,175 
ASCs).  We  previously  discussed  the 
burden  associated  with  the  data  entry  of 
structural  measure  information  for  the 
ASCQR  Program  in  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period  (76 
FR  74554). 

We  proposed  and  are  finalizing  a 
process  for  an  extension  or  waiver  for 
submitting  information  required  under 
the  ASCQR  Program  due  to 
extraordinary  circumstances  that  are  not 
within  the  ASC’s  control  for  the  CY 
2014  payment  determination  and 
subsequent  payment  determination 
years.  We  proposed  and  are  finalizing 
that  an  ASC  would  complete  a  request 
form  that  would  be  available  on  the 
QualityNet  Web  site,  supply  requested 
information,  and  submit  the  request. 

The  burden  associated  with  these 
requirements  is  the  time  and  effort 
associated  with  gathering  required 
information  as  well  as  accessing, 
completing,  and  submitting  the  form. 
Based  on  the  number  of  hospitals  that 
have  submitted  a  request  for  an 
extension  or  waiver  from  the  Hospital 
OQR  Program  over  the  past  4  years,  we 
estimate  that  1  ASC  per  year  would 
request  an  extension  or  waiver  and  that 
an  ASC  would  expend  2  hours  to  gather 
required  information  as  well  as  access, 
complete,  and  submit  the  form,  for  a 
total  burden  of  2  hours  per  year. 

We  also  proposed  and  are  finalizing  a 
reconsideration  process  that  would 
apply  to  the  CY  2014  payment 
determination  and  subsequent  payment 
determination  years  under  the  ASC 
Quality  Reporting  Program.  While  there 
is  burden  associated  with  an  ASC  filing 
a  reconsideration  request,  the 
regulations  at  5  CFR  1320.4  for  the 
Paperwork  Reduction  Act  of  1995 
exclude  collection  activities  during  the 
conduct  of  administrative  actions  such 
as  redeterminations,  reconsiderations, 
and/or  appeals. 

We  requested  public  comments  on 
these  information  collection 
requirements. 

We  did  not  receive  any  public 
comments  regarding  these  information 
collections. 
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11.  ICRs  for  the  Inpatient  Psychiatric 
Facilities  Quality  Reporting  (IPFQR) 
Program 

In  section  VIII.F.  of  the  preamble  of 
the  proposed  rule  and  this  final  rule,  we 
discuss  the  implementation  of  the 
Inpatient  Psychiatric  Facilities  Quality 
Reporting  (IPFQR)  Program. 

Historically,  IPFs  have  not  been 
required  to  report  quality  data  to  CMS. 
However,  they  have  been  required  to 
report  quality  measures  to  other  entities 
such  as  TJC  or  State  survey  and 
certification  organizations.  Therefore, 
although  IPFs  have  not  reported  on 
quality  measures  to  CMS,  they  have 
some  familiarity  with  and  experience  in 
reporting  of  quality  data.  More 
specifically,  out  of  the  1,741  existing 
IPFs,  450  are  currently  reporting  the 
proposed  measures  to  TJC.  This  equates 
to  26.02  percent  of  IPFs  that  already 
report  the  measures  on  a  regular  basis. 
The  fact  that  over  one-quarter  of  the 
IPFs  have  demonstrated  the  ability  to 
report  the  measures  indicates  the 
proposed  regulation  would  not 
significantly  impact  IPFs. 

Furthermore,  we  estimate  that 
reporting  aggregated-level  data  on 
QualityNet  will  not  be  costly  to  IPFs.  In 
our  burden  calculation,  we  have 
included  the  time  used  for  chart 
abstraction  and  for  training  personnel 
on  collection  of  chart-abstracted  data, 
aggregation  of  the  data,  as  well  as 
training  for  submitting  the  aggregate- 
level  data  through  QualityNet.  We 
estimate  that  the  annual  hourly  burden 
to  each  IPF  for  the  collection, 
submission,  and  training  of  personnel 
for  submitting  all  quality  measures  is 
approximately  821  hours  in  a  year  for 
each  IPF.  The  average  hourly  burden  to 
each  IPF  is  approximately  68  hours  per 
month. 

This  rule  would  affect  all  IPFs 
participating  in  Medicare.  The  facilities 
would  have  to  register  with  QualityNet 
and  take  the  proper  training  in  order  to 
be  adequately  prepared  to  use  the 
QualityNet  system  to  submit  the  data. 
The  anticipated  burden  to  these 
providers  consists  of  the  following;  (1) 
The  initial  registration  of  the  facility 
with  QualityNet;  (2)  training  of  the 
appropriate  staff  members  on  how  to 
use  the  QualityNet  reporting  program; 
(3)  the  time  required  for  collection  and 
aggregation  of  data;  and  (4)  the  time 
required  for  entry  of  the  data  into  the 
QualityNet  database  by  the  IPF’s 
representative. 

This  rule  would  affect  all  IPFs  that 
currently  do  not  already  report  data  to 
CMS.  These  facilities  will  have  to 
register  with  CMS  and  take  the  proper 
training  in  order  to  be  adequately 


prepared  to  use  the  CMS  QualityNet 
System  for  data  submission. 

Those  IPFs  that  already  report  quality 
measures  to  the  TJC  will  be  minimally 
affected  because  the  abstraction 
methods,  population,  sampling,  and 
reporting  approaches  are  similarly 
adopted  by  CMS.  Therefore,  IPFs  that 
report  the  proposed  IPFQR  Program 
quality  measures  will  experience  a 
minimum  burden. 

We  requested  public  comments  on 
these  information  collection 
requirements. 

We  did  not  receive  any  public 
comments  regarding  these  information 
collections. 

List  of  Subjects 

42  CFR  Part  412 

Administrative  practice  and 
procedure.  Health  facilities.  Medicare, 
Puerto  Rico,  Reporting  and 
recordkeeping  requirements. 

42  CFR  Part  413 

Health  facilities.  Kidney  diseases. 
Medicare,  Puerto  Rico,  Reporting  and 
recordkeeping  requirements. 

42  CFR  Part  424 

Conditions  for  Medicare  payment. 

42  CFR  Part  476 

Health  care.  Health  professional, 
Health  record.  Peer  Review 
Organization  (PRO),  Penalties,  Privacy, 
Reporting  and  recordkeeping 
requirements. 

For  the  reasons  stated  in  the 
preamble,  the  Centers  for  Medicare  & 
Medicaid  Services  is  amending  42  CFR 
Chapter  IV  as  follows: 

PART  412— PROSPECTIVE  PAYMENT 
SYSTEMS  FOR  INPATIENT  HOSPITAL 
SERVICES 

■  1.  The  authority  citation  for  Part  412 
continues  to  read  as  follows: 

Authority:  Secs.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302  and 
1395hh),  and  sec.  124  of  Pub.  L.  106-113 
(113  Stat.  1501A-332). 

■  2.  Section  412.1  is  amended  by  adding 
new  paragraphs  (a)(5)  and  (a)(6)  to  read 
as  follows: 

-§412.1  Scope  of  part. 

(a)  *  *  * 

(5)  This  part  implements  section 
1886(q)  of  the  Act,  which  provides  that, 
effective  for  discharges  from  an 
“applicable  hospital”  beginning  on  or 
after  October  1,  2012,  payments  to  those 
hospitals  under  section  1886(d)  of  the 
Act  will  be  reduced  to  account  for 
certain  excess  readmissions,  under  the 


Hospital  Readmissions  Reduction 
Program.  This  reduction  will  be  made 
through  an  adjustment  to  the  hospital’s 
base  operating  DRG  payment  amounts 
under  the  prospective  payment  system 
for  inpatient  operating  costs. 

(6)  This  part  implements  section 
1886(o)(l)(B)  of  the  Act,  which  directs 
the  Secretary  to  begin  to  make  value- 
based  incentive  payments  under  the 
Hospital  Value-Based  Purchasing 
Program  to  ho^itals  for  discharges 
occurring  on  or  after  October  1,  2012, 
through  an  adjustment  to  the  base 
operating  DRG  payment  amounts  under 
the  prospective  payment  system  for 
inpatient  operating  costs. 
***** 

■  3.  Section  412.64  is  amended — 

■  a.  Revising  paragraph  (d)(l)(iv). 

■  b.  Revising  the  introductory  text  of 
paragraph  (h)(4). 

■  c.  Revising  paragraph  (h)(4)(v). 

■  d.  Adding  a  new  paragraph  (h)(4)(vi). 

The  revisions  and  addition  read  as 

follows: 

§412.64  Federal  rates  for  inpatient 
operating  costs  for  Federal  fiscal  year  2005 
and  subsequent  fiscal  years. 
***** 

(d)  *  *  * 

(D*  *  * 

(iv)  For  fiscal  years  2012  arid  2013, 
the  percentage  increase  in  the  market 
basket  index  less  a  multifactor 
productivity  adjustment  (as  determined 
by  CMS)  and  less  0.1  percentage  point 
for  prospective  payment  hospitals  (as 
defined  in  §  413.40(a)  of  this 
subchapter)  for  hospitals  in  all  areas. 
***** 

(h)  *  *  * 

(4)  For  discharges  on  or  after  October 
1,  2004  and  before  October  1,  2013, 

CMS  establishes  a  minimum  wage  index 
for  each  all-urban  State,  as  defined  in 
paragraph  (h)(5)  of  this  section.  This 
minimum  wage  index  value  is 
computed  using  the  following 
methodology. 

***** 

(v)  The  product  determined  under 
paragraph  (h)(4)(iv)  of  this  section  is  the 
minimum  wage  index  value  for  the 
State,  except  as  provided  under 
paragraph  (h)(4)(vi)  of  this  section; 

(vi)  For  discharges  on  or  after  October 
1,  2012  and  before  October  1,  2013,  the 
minimum  wage  index  value  for  the  State 
is  the  higher  of  the  value  determined 
under  paragraph  (h)(4)(iv)  of  this  section 
or  the  value  computed  using  the 
following  alternative  methodology: 

(A)  CMS  estimates  a  percentage 
representing  the  average  percentage 
increase  in  wage  index  for  hospitals 
receiving  the  rural  floor  due  to  such 
floor.. 
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(B)  For  each  all-urban  State,  CMS 
makes  a  onetime  determination  of  the 
lowest  hospital  wage  index  in  the  State 
(including  all  adjustments  to  the 
hospital’s  wage  index,  except  for  the 
rural  floor,  the  rural  floor  budget 
neutrality,  and  the  outmigration 
adjustment)  and  increases  this  wage 
index  by  the  percentage  determined 
under  paragraph  (h)(4)(vi)(A)  of  this 
section,  the  result  of  which  establishes 
the  alternative  minimum  wage  index 
value  for  the  State. 
***** 

■  4.  Section  412.92  is  amended  by — 

■  a.  Revising  paragraph  (b)(2)(i). 

■  b.  Adding  paragraphs  (b)(2){v)  and 
(b)(3)(iv). 

The  revision  and  additions  read  as 
follows: 

§412.92  Special  treatment:  Sole 
community  hospitals. 
***** 

(b)  *  *  * 

(2)  *  *  *  (i)  Sole  community  hospital 
status  is  effective  30  days  after  the  date 
of  CMS’  written  notification  of  approval, 
except  as  provided  in  paragraph 
(b)(2)(v)  of  this  section. 
***** 

(v)  If  a  hospital  that  is  classified  as  an 
MDH  under  §412.108  applies  for 
classification  as  a  sole  community 
hospital  because  its  status  under  the 
MDH  program  expires  with  the 
expiration  of  the  MDH  program,  and 
that  hospital’s  sole  community  hospital 
status  is  approved,  the  effective  date  of 
approval  of  sole  community  hospital 
status  is  the  day  following  the 
expiration  date  of  the  MDH  program  if 
the  hospital — 

(A)  Applies  for  classification  as  a  sole 
community  hospital  prior  to  30  days 
before  the  expiration  of  the  MDH 
program:  and 

(B)  Requests  that  sole  community 
hospital  status  be  effective  with  the 
expiration  of  the  MDH  program. 

(3) *  *  * 

(iv)  A  sole  community  hospital  must 
report  to  the  fiscal  intermediary  or  MAC 
any  factor  or  information  that  could 
have  affected  its  initial  classification  as 
a  sole  community  hospital. 

(A)  If  CMS  determines  that  a  sole 
community  hospital  has  failed  to 
comply  with  the  requirement  of 
paragraph  ((b)(3){iv)  of  this  section, 

CMS  may  cancel  the  hospital’s 
classification  as  a  sole  community 
hospital  effective  with  the  date  the 
hospital  failed  to  meet  the  criteria  for 
such  classification,  consistent  with  the 
provisions  of  §405.1885  of  this  chapter. 

(B)  Effective  on  or  after  October  1, 
2012,  if  a  hospital  reports  to  CMS  any 


factor  or  information  that  could  have;- 
affected  its  initial  determination  and 
CMS  determines  that  the  hospital 
should  not  Rave  qualified  for  sole 
community  hospital  status,  CMS  will 
cancel  the  sole  community  hospitaf 
status  effective  30  days  from  the  date  of 
the  determination. 

***** 

■  5.  Section  412.105  is  amended  by 
revising  paragraph  (b)(4)  to  read  as 
follows: 

§412.105  Special  treatment:  Hospitals  that 
incur  indirect  costs  for  graduate  medical 
education  programs. 
***** 

(b)  *  *  * 

(4)  Beds  otherwise  countable  under 
this  section  used  for  outpatient 
obserx'ation  services,  skilled  nursing 
swing-bed  services,  or  inpatient  hospice 
services. 

***** 

■  6.  Section  412.140  is  amended  by 
revising  paragraphs  (a)(3)(i)  and  (b)  to 
read  as  follows: 

§412.140  Participation,  data  submission, 
and  validation  requirements  under  the 
Hospital  Inpatient  Quality  Review  (IQR) 
Program. 

(a)  *  *  * 

(3)  *  *  * 

(i)  A  hospital  that  would  like  to 
participate  in  the  program  for  the  first 
time  (and  to  which  paragraph  (a)(3)(ii) 
of  this  section  does  not  apply),  or  that 
previously  withdrew  from  the  program 
and  would  now  like  to  participate  again, 
must  submit  to  CMS  a  completed  Notice 
of  Participation  Form  bv  December  31  of 
the  calendar  year  preceding  the  first 
quarter  of  the  calendar  year  in  which 
data  submission  is  required  for  any 
given  fiscal  year. 

***** 

(b)  Withdrawal  from  the  Hospital  IQR 
Program.  A  subsection  (d)  hospital  may 
withdraw'  from  the  Hospital  IQR 
Program  by  submitting  to  CMS  a 
withdrawal  form  that  can  be  found  in 
the  secure  portion  of  the  QualityNet 
Web  site.  The  hospital  must  submit  the 
withdrawal  form  by  May  15  prior  to  the 
start  of  the  payment  year  affected.  For 
example,  if  a  hospital  seeks  to  withdraw' 
from  the  FY  2015  payment 
determination,  the  hospital  must  submit 
the  withdrawal  form  to  CMS  by  May  15, 
2014. 

***** 

■  7.  Subpart  I  is  added  to  part  412  to 
read  as  follows: 


Subpart  I — Adjustments  to  the  Base,r  h 
Operating  DRG  Payment  Amounts  Under 
the  Prospective  Payment  Systems  for 
Inpatient  Operating  Costs 

Sec. 

412.150  Basis  and  scope  of  subpart. 

Payment  Adjustments  Under  the  Hospital 
Readmissions  Reduction  Program 
412.152  Definitions  for  the  Hospital 
Readmissions  Reduction  Program. 

412.154  Payment  adjustments  under  the 
Hospital  Readmissions  Reduction 
Program. 

412.155-412.159  [Reserved] 

Incentive  Payments  Under  the  Hospital 
Value-Based  Purchasing  Program 

412.160  Definitions  for  the  Hospital  Value- 
Based  Purchasing  (VBP)  Program. 

412.161  Applicability  of  the  Hospital 
V’alue-Based  Purchasing  (VBP)  Program 

412.162  Process  for  reducing  the  base 
operating  DRG  payment  amount  and 
applying  the  value-based  incentive 
payment  amount  adjustment  under  the 
Hospital  Value-Based  Purchasing  (VBP) 
Program. 

412.163  Process  for  making  hospital- 
specific  performance  information  under 
the  Hospital  Value-Based  Purchasing 
(VBP)  Program  available  to  the  public. 

412.164  Measure  selection  under  the 
Hospital  Value-Based  Purchasing  (VBP) 
Program. 

412.165  Performance  standards  under  the 
Hospital  Value-Based  Purchasing  (VBP) 
Program. 

412.167  Appeal  under  the  Hospital  Value- 
Based  Purchasing  (VBP)  Program. 
412.168-412.169  [Reserved] 

Subpart ! — Adjustments  to  the  Base 
Operating  DRG  Payment  Amounts 
Under  the  Prospective  Payment 
Systems  for  Inpatient  Operating  Costs 

§  41 2.1 50  Basis  and  scope  of  subpart. 

(a)  Section  1886(q)  of  the  Act  requires 
the  Secretary  to  establish  a  Hospital 
Readmissions  Reduction  program, 
under  which  payments  to  applicable 
hospitals  are  reduced  in  order  to 
account  for  certain  excess  readmissions, 
effective  for  discharges  beginning  on 
October  1,  2012.  The  rules  for  , 
determining  the  payment  adjustment 
under  the  Hospital  Readmission 
Reductions  Program  are  specified  in 
§§412.152  and  412.154. 

(b)  Section  1886(o)  of  the  Act  requires 
the  Secretary  to  establish  a  Value-Based 
Purchasing  (VBP)  Program  for  inpatient 
hospitals  (Hospital  VBP  Program), 
which  requires  CMS  to  make  value- 
based  incentive  payments  to  hospitals 
that  meet  performance  standards  for 
applicable  performance  periods, 
effective  for  discharges  beginning  on 
October  1,  2012.  The  rules  for 
determining  the  payment  adjustment 
under  the  Hospital  Value-Based 
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Purchasing  Program  are  specified  in 
§§  412.160  through  412.167. 

Payment  Adjustments  Under  the 
Hospital  Readmissions  Reduction 
Program 

§  41 2.1 52  Definitions  for  the  Hospital 
Readmissions  Reduction  Program. 

As  used  in  this  section  and  in 
§412.154,  the  following  definitions 
apply: 

Aggregate  payments  for  all  discharges 
is,  for  a  hospital  for  the  applicable 
period,  the  sum  of  the  base  operating 
DRG  payment  amounts  for  all 
discharges  for  all  conditions  from  such 
hospital  for  such  applicable  period. 

Aggregate  payments  for  excess 
readmissions  is,  for  a  hospital  for  the 
applicable  period,  the  sum,  for  the 
applicable  conditions,  of  the  product  for 
each  applicable  condition  of: 

(1)  The  base  operating  DRG  payment 
amount  for  the  hospital  for  the 
applicable  period  for  such  condition; 

(2)  The  number  of  admissions  for 
such  condition  for  the  hospital  for  the 
applicable  period:  and 

(3)  The  excess  readmission  ratio  for 
the  hospital  for  the  applicable  period 
minus  1. 

Applicable  condition  is  a  condition  or 
procedure  selected  by  the  Secretary 
among  conditions  and  procedures  for 
which: 

(1)  Readmissions  represent  conditions 
or  procedures  that  are  high  volume  or 
high  expenditures;  and 

(2)  Measures  of  such  readmissions 
have  been  endorsed  by  the  entity  with 
a  contract  under  section  1890  and  such 
endorsed  measures  have  exclusions  for 
readmissions  that  are  unrelated  to  the 
prior  discharge  (such  as  a  planned 
readmission  or  transfer  to  another 
applicable  hospital). 

Applicable  hospital  is  a  hospital 
described  in  section  1886(d)(1)(B)  of  the 
Act  or  a  hospital  in  Maryland  that  is 
paid  under  section  1814(b)(3)  of  the  Act 
and  that,  absent  the  waiver  specified  by 
section  1814(b)(3)  of  the  Act,  would 
have  been  paid  under  the  hospital 
inpatient  prospective  payment  system. 

Applicable  period  is,  with  respect  to 
a  fiscal  year,  the  3-year  period  (specified 
by  the  Secretary)  from  which  data  are 
collected  in  order  to  calculate  excess 
readmission  ratios  and  adjustments 
under  the  Hospital  Readmissions 
Reduction  Program. 

Base  operating  DRG  payment  amount 
is  the  wage-adjusted  DRG  operating 
payment  plus  any  applicable  new 
technology  add-on  payments  under 
subpart  F  of  this  part.  This  amount  is 
determined  without  regard  to  any 
payment  adjustments  under  the 


Hospital  Value-Based  Purchasing 
Program,  as  specified  under  §412.162. 
This  amount  does  not  include  any 
additional  payments  for  indirect 
medical  education  under  §412.105,  the 
treatment  of  a  disproportionate  share  of 
low-income  patients  under  §412.106, 
outliers  under  subpart  F  of  this  part,  and 
a  low  volume  of  discharges  under 
§412.101. 

Excess  readmissions  ratio  is  a 
hospital-specific  ratio  for  each 
applicable  condition  for  an  applicable 
period,  which  is  the  ratio  (but  not  less 
than  1.0)  of  risk-adjusted  readmissions 
based  on  actual  readmissions  for  an 
applicable  hospital  for  each  applicable 
condition  to  the  risk-adjusted  expected 
readmissions  for  the  applicable  hospital 
for  the  applicable  condition. 

Floor  adjustment  factor  is  the  value 
that  the  readmissions  adjustment  factor 
cannot  be  less  than  for  a  given  fiscal 
year.  The  floor  adjustment  factor  is  set 
at  0.99  for  FY  2013,  0.98  for  FY  2014, 
and  0.97  for  FY  2015  and  subsequent 
fiscal  years. 

Readmission  is  the  case  of  an 
individual  who  is  discharged  from  an 
applicable  hospital,  the  admission  of  the 
individual  to  the  same  or  another 
applicable  hospital  within  a  time  period 
of  30  days  from  the  date  of  such 
discharge. 

Readmissions  adjustment  factor  is 
equal  to  the  greater  of: 

(1) 1  minus  the  ratio  of  the  aggregate 
payments  for  excess  readmissions  to 
aggregate  payments  for  all  discharges;  or 

(2)  The  floor  adjustment  factor. 

Wage-adjusted  DRG  operating 

payment  is  the  applicable  average 
standardized  amount  adjusted  for 
resource  utilization  by  tbe  applicable 
MS-DRG  relative  weight  and  adjusted 
for  differences  in  geographic  costs  by 
the  applicable  area  wage  index  (and  by 
the  applicable  cost-of-living  adjustment 
for  hospitals  located  in  Alaska  and 
Hawaii).  This  amount  includes  an 
applicable  pajnnent  adjustment  for 
transfers  under  §  412.4(f). 

§  41 2.1 54  Payment  adjustments  under  the 
Hospital  Readmissions  Reduction  Program. 

(a)  Scope.  This  section  sets  forth  the 
requirements  for  determining  the 
payment  adjustments  under  the 
Hospital  Readmissions  Reduction 
Program  for  applicable  hospitals  to 
account  for  excess  readmissions  in  the 
hospital. 

(b)  Payment  adjustment.  (1)  General. 
To  account  for  excess  readmissions, 
except  as  provided  for  in  paragraph  (d) 
of  this  section,  an  applicable  hospital's 
base  operating  DRG  payment  amount  is 
adjusted  for  each  discharge  occurring 
during  the  fiscal  year.  The  payment 


adjustment  for  each  discharge  is 
determined  by  subtracting  the  product 
of  the  base  operating  DRG  payment 
amount  (as  defined  in  §412.152)  for 
such  discharge  by  the  hospital’s 
readmission  payment  adjustment  factor 
for  the  fiscal  year  (determined  under 
paragraph  (c)  of  this  section)  from  the 
base  operating  DRG  payment  amount  for 
such  discharge. 

(2)  Special  treatment  for  sole 
community  hospitals.  In  the  case  of  a 
sole  community  hospital  that  receives 
payments  under  §  412.92(d)  based  on 
the  hospital-specific  rate,  the  difference 
between  the  hospital-specific  rate 
payment  and  the  Federal  rate  payment 
determined  under  subpart  D  of  this  part 
is  not  affected  by  this  payment 
adjustment. 

(c)  Methodology  to  calculate  the 
readmissions  payment  adjustment 
factor.  A  hospital’s  readmissions 
payment  adjustment  factor  is  the  higher 
of  the  ratio  described  in  paragraph  (c)(1) 
of  this  section  or  the  floor  adjustment 
factor  set  forth  in  paragraph  (c)(2)  of  this 
section. 

(1)  Ratio.  The  ratio  is  equal  to  1  minus 
the  ratio  of  the  aggregate  payments  for 
excess  readmissions  as  defined  in 
§412.152  and  the  aggregate  payments 
for  all  discharges  as  defined  in 
§412.152. 

(2)  Floor  adjustment  factor.  The  floor 
adjustment  factor  is; 

(i)  For  FY  2013,  0.99; 

(ii)  For  FY  2014,  0.98;  and 

(iii)  For  FY  2015  and  subsequent 
fiscal  years,  0.97. 

(d)  Hospitals  paid  under  section 
1814(b)(3)  of  the  Act  (certain  Maryland 
hospitals).  The  Secretary  will  consider 
whether  to  exempt  Maryland  hospitals 
that  are  paid  under  section  1814(b)(3)  of 
the  Act  and  that,  absent  the  provisions 
of  section  1814(b)(3)  of  the  Act,  would 
be  paid  under  section  1886(d)  of  the  Act 
from  the  Hospital  Readmissions 
Reduction  Program,  provided  that  the 
State  submits  an  annual  report  to  the 
Secretary  describing  how  a  similar 
program  to  reduce  hospital 
readmissions  in  that  State  achieves  or 
surpasses  the  measured  results  in  terms 

,  of  health  outcomes  and  cost  savings  for 
the  Hospital  Readmissions  Reduction 
Program  as  applied  to  hospitals 
described  in  section  1886(d)(1)(B)  of  the 
Act. 

(1)  CMS  will  establish  criteria  for 
evaluation  of  Maryland’s  annual  report 
to  the  Secretary  to  determine  whether 
Maryland  will  be  exempted  from  the 
program  for  a  given  fiscal  year. 

(2)  Maryland’s  annual  report  to  the 
Secretary  and  request  for  exemption 
from  the  Hospital  Readmissions 
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Reduction  Program  must  be  resubmitted 
and  reconsidered  annually. 

(e)  Limitations  on  review.  There  is  no 
administrative  or  judicial  review  under 
this  subpart  of  the  following: 

(1)  The  determination  of  base 
operating  DRG  payment  amounts. 

(2)  The  methodology  for  determining 
the  adjustment  factor  under  paragraph 
(c)  of  this  section,  including  the  excess 
readmissions  ratio,  aggregate  payments 
for  excess  readmissions,  and  aggregate 
payments  for  all  discharges. 

(3)  The  applicable  period. 

(4)  The  applicable  conditions. 

(f)  Reporting  of  hospital-speci  fic 
in  formation.  CMS  will  make 
information  available  to  the  public 
regarding  readmissions  rates  of  each 
applicable  hospital  (as  defined  in 

§  412.152)  under  the  Hospital 
Readmissions  Reduction  Program. 

(1)  To  ensure  that  an  applicable 
hospital  has  the  opportunity  to  review 
and  submit  corrections  for  its  excess 
readmission  ratios  for  the  applicable 
conditions  for  a  fiscal  year  that  are  used 
to  determine  its  readmissions  payment 
adjustment  factor  under  paragraph  (c)  of 
this  section,  CMS  will  provide  each 
applicable  hospital  with  confidential 
hospital-specific  reports  and  discharge 
level  information  used  in  the 
calculation  of  its  excess  readmission 
ratios. 

(2)  Applicable  hospitals  will  have  a 
period  of  30  days  after  receipt  of  the 
information  provided  in  paragraph  (f)(1) 
of  this  section  to  review  and  submit 
corrections  for  the  excess  readmission 
ratios  for  each  applicable  condition  that 
are  used  to  calculate  the  readmissions 
payment  adjustment  factor  under 
paragraph  (c)  of  this  section  for  the 
fiscal  year. 

(3)  The  administrative  claims  data 
used  to  calculate  an  applicable 
hospital’s  excess  readmission  ratios  for 
the  applicable  conditions  for  a  fiscal 
year  are  not  subject  to  review  and 
correction  under  paragraph  (f)(1)  of  this 
section. 

(4)  CMS  will  post  the  excess 
readmission  ratios  for  the  applicable 
conditions  for  a  fiscal  year  for  each 
applicable  hospital  on  the  Hospital 
Compare  Web  site. 

§§412.155-412.159  [Reserved] 

Incentive  Payments  Under  the  Hospital 
Value-Based  Purchasing  Program 

§  41 2.1 60  Definitions  for  the  Hospital 
Value-Based  Purchasing  (VBP)  Program. 

As  used  in  this  section  and  in 
§§412.161  through  412.167: 

Achievement  threshold  (or 
achievement  performance  standard) 
means  the  median  (50th  percentile)  of 


hospital  performance  on  a  measure 
during  a  baseline  period  with  respect  to 
a  fiscal  year. 

Applicable  percent  means  the 
following: 

(1)  For  FY  2013,  1.0  percent; 

(2)  For  FY  2014,  1.25  percent: 

(3)  For  FY  2015, 1.50  percent: 

(4)  For  FY  2016,  1.75  percent;  and 

(5)  For  FY  2017  and  subsequent  fiscal 
years.  2.0  percent. 

Base  operating  DRG  payment  amount 
means  the  following: 

(1)  With  respect  to  a  subsection  (d) 
hospital  (as  defined  in  section 
1886(d)(1)(B)  of  the  Act),  the  wage- 
adjusted  DRC  operating  payment  plus 
any  applicable  new  technology  add-on 
payments  under  subpart  F  of  this  part. 
This  amount  is  determined  without 
regard  to  any  payment  adjustments 
under  the  Hospital  Readmissions 
Reduction  Program,  as  specified  under 
§412.154.  This  amount  does  not  include 
any  additional  payments  for  indirect 
medical  education  under  §412.105,  the 
treatment  of  a  disproportionate  share  of 
low-income  patients  under  §412.106, 
outliers  under  subpart  F  of  this  part,  or 

a  low'  volume  of  discharges  under 
§412.101. 

(2)  With  respect  to  a  Medicare- 
dependent,  small  rural  hospital  that 
receives  payments  under  §  412.108(c)  or 
a  sole  community  hospital  that  receives 
payments  under  §  412.92(d),  the  wage- 
adjusted  DRC  operating  payment  plus 
any  applicable  new  technology  add-on 
payments  under  subpart  F  of  this  part. 
This  amount  does  not  include  ^ny 
additional  payments  for  indirect 
medical  education  under  §412.105,  the 
treatment  of  a  disproportionate  share  of 
low-income  patients  under  §  412.106, 
outliers  under  subpart  F  of  this  part,  or 
a  low  volume  of  discharges  under 
§412.101.  This  amount  also  does  not 
include  the  difference  between  the 
hospital-specific  payment  rate  and  the 
Federal  payment  rate  determined  under 

.  subpart  D  of  this  part. 

(3)  With  respect  to  a  hospital  that  is 
paid  under  section  1814(b)(3)  of  the  Act, 
the  payment  amount  under  section 
1814(b)(3)  of  the  Act. 

Benchmark  means  the  arithmetic 
mean  of  the  top  decile  of  hospital 
performance  on  a  measure  during  the 
baseline  period  with  respect  to  a  fiscal 
year. 

Cited  for  deficiencies  that  pose 
immediate  jeopardy  means  that,  during 
the  applicable  performance  period,  the 
Secretary  cited  the  hospital  for 
immediate  jeopardy  on  at  least  two 
surveys  using  the  Form  CMS-2567, 
Statement  of  Deficiencies  and  Plan  of 
Correction.  . 


Domain  means  a  grouping  of 
measures  used  for  purposes  of 
calculating  the  Total  Performance  Score 
for  each  hospital  with  respect  to  a  fiscal 
year. 

Domain  score  means  the  total  number 
of  points  awarded  to  a  hospital  for  a 
domain. 

Hospital  means  a  hospital  described 
in  section  1886(d)(1)(B)  of  the  Act,  but 
does  not  include  a  hospital,  with  respect 
to  a  fiscal  year,  for  which  one  or  more 
of  the  following  applies: 

(1)  The  hospital  is  subject  to  the 
payment  reduction  under  section 
1886(b)(3)(B)(viii)(I)  of  the  Act  for  the 
fiscal  year; 

(2)  The  Secretary  cited  the  hospital  for 
deficiencies  that  pose  immediate 
jeopardy  to  the  health  or  safety  of 
patients  during  the  performance  period 
that  applies  with  respect  to  the  fiscal 
year; 

(3)  There  are  not  a  minimum  number 
of  measures  that  apply  to  the  hospital 
for  the  performance  period  for  the  fiscal 
year;  or 

(4)  There  are  not  a  minimum  number 
of  cases  for  the  measures  that  apply  to 
the  hospital  for  the  performance  period 
for  the  fiscal  year. 

Immediate  jeopardy  has  the  same 
meaning  as  that  term  is  defined  in 
§489.3  of  this  chapter. 

Improvement  threshold  (or 
improvement  performance  standard) 
means  an  individual  hospital’s 
performance  level  on  a  measure  during 
the  baseline  period  with  respect  to  a 
fiscal  year. 

Linear  Exchange  Function  is  the 
means  to  translate  a  hospital’s  total 
performance  score  into  a  value-based 
incentive  payment  percentage  such  that; 

(1)  Each  eligible  hospital’s  value- 

based  incentive  payment  percentage  is 
based  on  its  total  performance  score; 
and  ^ 

(2)  The  toral  amount  of  value-based 
incentive  payments  to  all  hospitals  in  a 
fiscal  year  is  equal  to  the  total  amount 
available  for  value-based  incentive 
payments  in  such  fiscal  year. 

Performance  period  means  the  time 
period  during  which  data  are  collected 
for  the  purpose  of  calculating  hospital 
performance  on  measures  with  respect 
to  a  fiscal  year. 

Performance  standards  are  the  levels 
of  performance  that  hospitals  must  meet 
or  exceed  in  order  to  earn  points  under 
the  Hospital  VBP  Program. 

Total  Performance  Score  means  the 
numeric  score  ranging  from  0  to  100 
awarded  to  each  hospital  based  on  its 
performance  under  the  Hospital  VBP 
Program  with  respect  to  a  fiscal  year. 

Value-based  incentive  payment 
adjustment  factor  is  the  number  that 


will  be  multiplied  by  tbe  base  operating 
DRG  payment  amount  for  each 
discharge  from  a  hospital,  during  a 
fiscal  year,  in  order  to  adjust  the 
hospital’s  payment  as  a  result  of  its 
performance  under  the  Hospital  VBP 
Program. 

Value-based  incentive  payment 
percentage  means  the  percentage  of  the 
base  operating  DRG  payment  amount  for 
each  discharge  that  a  hospital  has 
earned  with  respect  to  a  fiscal  year, 
based  on  its  Total  Performance  Score  for 
that  fiscal  year. 

Wage-adjusted  DRG  operating 
payment  is  the  applicable  average 
standardized  amount  adjusted  for — 

(1)  Resource  utilization  by  the 
applicable  MS-DRG  relative  weight; 

(2)  Differences  in  geographic  costs  by 
the  applicable  area  wage  index  (and  by 
the  applicable  cost-of-living  adjustment 
for  hospitals  located  in  Alaska  and 
Hawaii);  and 

(3)  Any  applicable  payment 
adjustment  for  transfers  under  §  412.4(f). 

§  41 2.1 61  Applicability  of  the  Hospital 
Value-Based  Purchasing  (VBP)  Program 

(a)  General  rule.  Except  as  provided  in 
paragraph  (b)  of  this  section,  the 
Hospital  VBP  Program  applies  to 
hospitals,  as  that  term  is  defined  in 
§412.160. 

(b)  Special  rule  for  hospitals  paid 
under  section  1814  of  the  Act.  The 
Secretary  may  exempt  hospitals  paid 
under  section  1814  of  the  Act  from  the 
requirements  of  the  Hospital  VBP 
Program  for  a  fiscal  year  if  the  State 
submits  an  annual  report  to  the 
Secretary  describing  how  a  similar 
program  in  the  State  for  a  participating 
hospital  or  hospitals  achieves  or 
surpasses  the  measured  results  in  terms 
of  patient  health  outcomes  and  cost 
savings  established  under  the  Hospital 
VBP  Program. 

§  41 2.1 62  Process  for  reducing  the  base 
operating  DRG  payment  amount  and 
applying  the  value-based  incentive  payment 
amount  adjustment  under  the  Hospital 
Value-Based  Purchasing  (VBP)  Program. 

(a)  General.  If  a  hospital  meets  or 
exceeds  the  performance  standards  that 
apply  to  the  Hospital  VBP  Program  for 
a  fiscal  year,  GMS  will  make  value- 
based  incentive  payments  to  the 
hospital  under  the  requirements  and 
conditions  specified  in  this  section. 

(b)  Value-based  incentive  payment 
amount.  (1)  Available  amount.  The 
value-based  incentive  payment  amount 
for  a  discharge  is  the  portion  of  the 
payment  amount  that  is  attributable  to 
the  Hospital  VBP  Program.  The  total 
amount  available  for  value  based 
incentive  payments  to  all  hospitals  for 
a  fiscal  year  is  equal  to  the  total  amount 


of  base-operating  DRG  payment 
reductions  for  that  fiscal  year,  as 
estimated  by  the  Secretary. 

(2)  Calculation  of  the  value-based 
incentive  payment  amount.  The  value- 
based  incentive  payment  amount  is 
calculated  by  multiplying  the  base 
operating  DRG  payment  amount  by  the 
value-based  incentive  payment 
percentage. 

(3)  Calculation  of  the  value-based 
incentive  payment  percentage.  The 
value-based  incentive  payment 
percentage  is  calculated  as  the  product 
of;  the  applicable  percent  as  defined  in 
§  412.160,  the  hospital’s  Total 
Performance  Score  divided  by  100,  and 
the  exchange  function  slope. 

(c)  Methodology  to  calculate  the 
value-based  incentive  payment 
adjustment  factor.  The  value-based 
incentive  payment  adjustment  factor  for 
each  discharge  is  determined  by 
subtracting  the  applicable  percent  as 
specified  in  §  412.160  from  the  value- 
based  incentive  payment  percentage  and 
then  adding  that  difference  to  one. 

§  41 2.1 63  Process  for  making  hospital- 
specific  performance  information  under  the 
Hospital  Value-Based  Purchasing  (VBP) 
Program  available  to  the  public. 

(a)  CMS  will  make  information' 
available  to  the  public  regarding  the 
performance  of  each  hospital  under  the 
Hospital  VBP  Program. 

(b)  To  ensure  that  a  hospital  has  the 
opportunity  to  review  and  submit 
corrections  for  the  information  to  be 
made  public  under  this  section,  CMS 
will  provide  each  hospital  with 
confidential  hospital-specific  reports 
and  discharge  level  information  used  in 
the  calculation  of  its  performance  with 
respect  to  each  measure,  condition,  and 
domain,  and  the  calculation  of  its  Total 
Performance  Score. 

(c)  Hospitals  will  have  a  period  of  30 
days  after  CMS  provides  the  information 
specified  in  paragraph  (b)  of  this  section 
to  review  and  submit  corrections  for  the 
information. 

(d)  CMS  will  post  the  information 
specified  in  paragraph  (b)  for  each 
hospital  on  the  Hospital  Compare  Web 
site. 

§  41 2.1 64  Measure  selection  under  the 
Hospital  Value-Based  Purchasing  (VBP) 
Program. 

(a)  CMS  will  select  measures,  other 
than  measures  of  readmissions,  for 
purposes  of  the  Hospital  VBP  Program. 
The  measures  will  be  a  subset  of  the 
measures  specified  under  section 
1886(b)(3)(B)(viii)  of  the  Act  (the 
Hospital  Inpatient  Quality  Reporting 
Program). 

(b)  CMS  will  post  data  on  each 
measure  on  the  Hospital  Compare  Web 


site  for  at  least  1  year  prior  to  the 
beginning  of  a  performance  period  for 
the  measure  under  the  Hospital  VBP 
Program. 

§  41 2.1 65  Performance  scoring  under  the 
Hospital  Value-Based  Purchasing  (VBP) 
Program. 

(a)  Points  awarded  based  on  hospital 
performance.  (1)  CMS  will  award  points 
to  hospitals  for  performance  on  each 
measure  for  which  the  hospital  reports 
the  applicable  minimum  number  of 
cases  during  the  applicable  performance 
period. 

(2)  CMS  will  award  from  1  to  9  points 
for  achievement  to  each  hospital  whose 
performance  on  a  measure  during  the 
applicable  performance  period  meets  or 
exceeds  the  achievement  threshold  but 
is  less  than  the  benchmark  for  that 
measure. 

(3)  CMS  will  award  from  0  to  9  points 
for  improvement  to  each  hospital  whose 
performance  on  a  measure  during  the 
applicable  performance  period  exceeds 
the  improvement  threshold  but  is  less 
than  the  benchmark  for  that  measure. 

(4)  CMS  will  award  10  points  to  a 
hospital  whose  performance  on  a 
measure  during  the  applicable 
performance  period  meets  or  exceeds 
the  benchmark  for  that  measure. 

(b)  Calculation  of  the  Total 
Performance  Score.  The  hospital’s  Total 
Performance  Score  for  a  program  year  is 
calculated  as  follows: 

(1)  CMS  will  calculate  a  domain  score 
for  a  hospital  when  it  reports  the 
minimum  number  of  measures  in  the 
domain. 

(2)  CMS  will  sum  all  points  awarded 
for  each  measure  in  a  domain  to 
calculate  an  unweighted  domain  score. 

(3)  CMS  will  normalize  each  domain 
score  to  ensure  that  it  is  expressed  as  a 
percentage  of  points  earned  out  of  100. 

(4)  CMS  will  weight  the  domain 
scores  with  the  finalized  domain 
weights  for  each  fiscal  year. 

(5)  The  sum  of  the  weighted  domain 
scores  is  the  hospital’s  Total 
Performance  Score  for  the  fiscal  year. 

§  41 2.1 67  Appeal  under  the  Hospital  Value- 
Based  Purchasing  (VBP)  Program. 

(a)  A  hospital  may  appeal  the 
following  issues: 

(1)  CMS’  decision  to  deny  a  hospital’s 
correction  request  that  the  hospital 
submitted  under  the  review  and 
corrections  process; 

(2)  Whether  the  achievement/ 
improvement  points  were  calculated 
correctly; 

(3)  Whether  CMS  properly  used  the 
higher  of  the  achievement/improvement 
points  in  calculating  the  hospital’s 
measure/dimension  score; 
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(4)  Whether  CMS  correctly  calculated 
the  domain  scores,  including  the 
normalization  calculation; 

(5)  Whether  CMS  used  the  proper 
lowest  dimension  score  in  calculating 
the  hospital’s  HCAHPS  consistency 
points; 

(6)  Whether  CMS  calculated  the 
HCAHPS  consistency  points  correctly; 

(7)  Whether  the  correct  domain  scores 
were  used  to  calculate  the  Total 
Performance  Score; 

(8)  Whether  each  domain  was 
weighted  properly; 

(9)  Whether  the  weighted  domain 
scores  were  properly  summed  to  mrive 
at  the  Total  Performance  Score;  and, 

(10)  Whether  the  hospital’s  open/ 
closed  status  (including  mergers  and 
acquisitions)  is  properly  specified  in 
CMS’  systems. 

(b)  Appeals  must  be  submitted  within 
30  days  of  CMS’  decision  to  deny  a 
corrections  request  under  §412.163  or 
within  30  days  of  the  conclusion  of  the 
review  and  corrections  period,  as 
applicable,  and  must  contain  the 
following  information: 

(1)  Hospital’s  CMS  Certification 
Number  (CCN). 

(2)  Hospital  name. 

(3)  Hospital’s  basis  for  requesting  an 
appeal.  This  must  identify  the  hospital’s 
specific  reason(s)  for  appealing  the 
hospital’s  Total  Performance  Score  or 
performance  assessment  with  respect  to 
the  performance  standards. 

(4)  CEO  contact  information, 
including  name,  email  address, 
telephone  number,  and  mailing  address 
(must  include  the  physical  address,  not 
just  the  post  office  box). 

(5)  QualityNet  System  Administrator 
contact  information,  including  name, 
email  address,  telephone  number,  and 
mailing  address  (must  include  the 
physical  address,  not  just  the  post  office 
box). 

(c)  Limitations  on  review.  There  is  no 
administrative  or  judicial  review  of  the 
following: 

(1)  The  methodology  used  to 
determine  the  amount  of  the  value- 
based  incentive  payment  under  section 
1886(o)(6)  of  the  Act  and  the 
determination  of  such  amount. 

(2)  The  determination  of  the  amount 
of  funding  available  for  value-based 
incentive  payments  under  section 
1886(o)(7)(A)  of  the  Act  and  the 
payment  reduction  under  section 
1886(o)(7)(B)(i)  of  the  Act. 

(3)  The  establishment  of  the 
performance  standards  under  section 
1886(o)(3)  of  the  Act  and  the 
performance  period  under  section 
1886(o)(4)  of  the  Act. 

(4)  The  measures  specified  under 
section  1886(b)(3)(B)(viii)  of  the  Act  and 


the  measures  selected  under  section 
1886(o)(2)  of  the  Act. 

(5)  The  methodology  developed  under 
section  1886(o)(5)  of  the  Act  that  is  used 
to  calculate  hospital  performance  scores 
and  the  calculation  of  such  scores. 

(6)  The  validation  methodology  that  is 
specified  under  section 
1886(b)(3)(B)(viii)(Xl)  of  the  Act. 

§§412.168-412.169  (Reserved). 

■  8.  Section  412.424  is  amended  by 
adding  a  new  paragraph  (d)(l)(vi)  to 
read  as  follows: 

§  41 2.424  Methodology  for  calculating  the 
Federal  per  diem  payment  amount. 
***** 

(d)  *  *  * 

(1)  *  *  * 

(vi)  Applicable  percentage  change  for 
fiscal  year  2014  payment  determination 
and  for  subsequent  years.  (A)  In  the  case 
of  an  inpatient  psychiatric  facility  that 
is  paid  under  the  prospective  payment 
system  in  §  412.1(a)(2)  that  does  not 
submit  quality  data  to  CMS,  in  the  form 
and  manner  and  at  a  time  specified  by 
CMS,  the  applicable  annual  update  to  a 
Federal  standard  rate  is  reduced  by  2.0 
percentage  points. 

(B)  Any  reduction  in  the  applicable 
annual  update  to  a  Federal  standard  rate 
will  apply  only  to  the  fiscal  year 
involved  and  will  not  be  taken  into 
account  in  computing  the  annual 
payment  update  for  a  subsequent  year. 
***** 

■  9.  Section  412.434  is  added  to  subpart 
N  to  read  as  follows: 

§412.434  Reconsideration  and  appeals 
procedures  of  Inpatient  Psychiatric 
Facilities  Quality  Reporting  (IPFQR) 

Program  decisions. 

(a)  An  inpatient  psychiatric  facility 
may  request  reconsideration  of  a 
decision  by  CMS  that  the  inpatient 
psychiatric  facility  has  not  met  the 
requirements  of  the  IPFQR  Program  for 
a  particular  fiscal  year.  An  inpatient 
psychiatric  facility  must  submit  a 
reconsideration  request  to  CMS  no  later 
than  30  days  ft-om  the  date  identified  on 
the  IPFQR  Program  Annual  Payment 
Update  Notification  Letter  provided  to 
the  inpatient  psychiatric  facility. 

(b)  A  reconsidferation  request  must 
contain  the  following  information: 

(1)  The  inpatient  psychiatric  facility’s 
CMS  Certification  Number  (CCN); 

(2)  The  name  of  the  inpatient 
psychiatric  facility; 

(3)  Contact  information  for  the 
inpatient  psychiatric  facility’s  chief 
executive  officer  and  QualityNet  system 
administrator,  including  each 
individual’s  name,  email  address, 
telephone  number,  and  physical  mailing 
address; 


(4)  A  summary  of  the  reason(s),  as  set 
forth  in  the  IPFQR  Program  Annual 
Payment  Update  Notification  Letter,  that 
CMS  concluded  the  inpatient 
psychiatric  facility  did  not  meet  the 
requirements  of  the  IPFQR  Program; 

(5)  A  detailed  explanation  of  why  the 
inpatient  psychiatric  facility  believes 
that  it  complied  with  the  requirements 
of  the  IPFQR  Program  for  the  applicable 
fiscal  year;  and  ^ 

(6)  Any  evidence  that  supports  the 
inpatient  psychiatric  facility’s 
reconsideration  request,  such  as  emails 
and  other  documents. 

(c)  An  inpatient  psychiatric  facility 
that  is  dissatisfied  with  a  decision  made 
by  CMS  on  its  reconsideration  request 
may  file  an  appeal  with  the  Provider 
Reimbursement  Review  Board  under 
part  405,  subpart  R  of  this  chapter. 

■  10.  Section  412.523  is  amended  by — 

■  a.  Adding  a  new  paragraph  (c)(3)(ix). 

■  b.  Revising  paragraph  (d)(3). 

The  addition  and  revision  read  as 
follows: 

§  41 2.523  Methodology  for  calculating  the 
Federal  prospective  payment  rates. 

*  *  ‘  *  *  * 

(c)  *  *  * 

(3)  *  *  * 

(ix)  For  long-term  care  hospital 
prospective  payment  system  fiscal  year 
beginning  October  1,  2012,  and  ending 
September  30,  2013.  (A)  The  standard 
Federal  rate  for  the  long-term  care 
hospital  prospective  payment  system 
beginning  October  1,  2012,  and  ending 
September  30,  2013,  is  the  standard 
Federal  rate  for  the  previous  long-term 
care  hospital  prospective  payment 
system  fiscal  year  updated  by  1.8 
percent,  and  further  adjusted,  as 
appropriate,  as  described  in  paragraph 

(d)  of  this  section. 

(B)  With  respect  to  discharges 
occurring  on  or  after  October  1,  2012 
and  before  December  29,  2012, 
payments  are  based  on  the  standard 
Federal  rate  in  paragraph  (c)(3)(ix)(A)  of 
this  section  without  regard  to  the 
adjustment  provided  for  under 
paragraph  (d)(3)(ii)  of  this  section. 
***** 

(d)  *  *  * 

(3)(i)  General.  The  Secretary  reviews 
payments  under  this  prospective 
payment  system  and  may  make  a  one¬ 
time  prospective  adjustment  to  the  long¬ 
term  care  hospital  prospective  payment 
system  rates  no  earlier  than  December 
29,  2012,  so  that  the  effect  of  any 
significant  difference  between  the  data 
used  in  the  original  computations  of 
budget  neutrality  for  FY  2003  and  more 
recent  data  to  determine  budget 
neutrality  for  FY  2003  is  not 
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perpetuated  in  the  prospective  payment 
rates  for  future  years. 

(ii)  Adjustment  to  the  standard 
Federal  rate.  The  standard  Federal  rate 
determined  in  paragraph  (cK3)  of  this 
section  is  permanently  adjusted  hy  3.75 
percent  to  account  for  the  estimated 
difference  between  projected  aggregate 
payments  in  FY  2003  made  under  the 
prospective  payment  system 
implemented  under  this  subpart  and  the 
projected  aggregate  payments  that 
would  have  been  made  in  FY  2003 
under  Part  413  of  this  chapter  without 
regard  to  the  implementation  of  the 
prospective  payment  system 
implemented  under  this  subpart, 
excluding  the  effects  of  sections 
1886(b)(2)(E)  and  (b)(3)(J)  of  the  Act. 

This  adjustment  is  transitioned  over  3 
years  beginning  in  FY  2013. 

(iii)  Special  rule  for  certain  discharges 
occurring  during  FY  2013.  The 
adjustment  applied  under  paragraph 
(d)(3)(ii)  of  this  section  is  not  applicable 
when  making  payments  under  this 
subpart  for  discharges  occurring  on  or 
after  October  1,  2012,  and  on  or  before 
December  28,  2012. 
***** 

■  11.  Section  412.529  is  amended  by 
revising  paragraph  (d)(4)(i)(C)  to  read  as 
follows; 

§412.529  Special  payment  provisions  for 
short-stay  outliers. 

***** 

(d)  *  *  * 

*  *  * 

(i)*  *  * 

(C)  The  payment  amount  specified 
under  paragraph  (d)(4)(i)(B)  of  this 
section  may  not  exceed  the  full  amount 
comparable  to  what  would  otherwise  be 
paid  under  the  hospital  inpatient 
prospective  payment  system  determined 
under  paragraph  (d)(4)(i)(A)  of  this 
section. 

***** 

■  12.  Section  412.534  is  amended  by — 

■  a.  In  the  following  paragraphs, 
removing  the  date  “October  1,  2012” 
and  adding  in  its  place  the  date 
“October  1,  2013”: 

■  1.  Paragraph  (c)(1)  heading; 

■  2.  Paragraph  (c)(l)(i); 

■  3.  Paragraph  (c)(l)(ii); 

■  4^.  Paragraph  (c)(2)  heading; 

■  5.  Paragraph  (d)(1)  heading; 

■  6.  Paragraph  (d)(l)(i); 

■  7.  Paragraph  (d)(2)  heading; 

■  8.  Paragraph  (e)(1)  heading; 

■  9.  Paragraph  (e)(l)(i);  and 

■  10.  Paragraph  (e)(2)  heading. 

■  b.  Revising  paragraph  (c)(3). 

■  c.  Revising  paragraph  (d)(3).  ' 

■  d.  Revising  paragraph  (e)(3). 

■  e.  Revising  paragraphs  (h)(4)  and 
(h)(5). 


■  f.  Adding  a  new  paragraph  (h)(6). 

The  revisions  and  addition  read  as 
follows: 

§  41 2.534  Special  payment  provisions  for 
iong-term  care  hospitals  within  hospitais 
and  sateiiites  of  long-term  care  hospitals. 
***** 

(c)  *  *  * 

(3)  For  a  long-term  care  hospital 
satellite  facility  described  in 
§412.22(h)(3)(i),  payments  are 
determined  as  follows; 

(i)  For  cost  reporting  periods 
beginning  on  or  after  July  1,  2007  and 
before  July  1,  2012,  and  for  cost 
reporting  period  beginning  on  or  after 
October  1,  2012  and  before  October  1, 
2013,  payment  will  be  determined  using 
the  methodology  specified  in  paragraph 
(c)(1)  of  this  section,  except  that  the 
applicable  percentage  threshold  for 
Medicare  discharges  is  50  percent. 

(ii)  For  cost  reporting  periods 
beginning  on  or  after  July  1,  2012,  and 
before  October  1,  2012,  for  discharges  • 
occurring  on  or  after  October  1,  2012, 
and  before  the  beginning  of  the  next  cost 
reporting  period,  payment  will  be 
determined  using  the  methodology 
specified  in  paragraph  (c)(1)  of  this 
section,  except  that  the  applicable 
percentage  threshold  for  Medicare 
discharges  is  50  percent. 

(iii)  In  determining  the  percentage  of 
patients  admitted  to  a  satellite  from  the 
co-located  hospital,  patients  on  whose 
behalf  an  outlier  payment  was  made  to 
the  co-located  hospital  are  not  counted 
toward  the  50-percent  threshold. 

(d)  *  *  * 

(3)  For  cost  reporting  periods 
beginning  on  or  after  July  1,  2007,  and 
before  July  1,  2012,  and  beginning  on  or 
after  October  1,  2012,  and  before 
October  1,  2013,  payment  for  a  long¬ 
term  care  hospital  satellite  facility 
described  in  §412.22(h)(3)(i)  are 
determined  as  follows: 

(i)  For  cost  reporting  periods 
beginning  on  or  after  July  1,  2007  and 
before  July  1,  2012,  and  for  cost 
reporting  period  beginning  on  or  after 
October  1,  2012  and  before  October  1, 
2013,  payment  will  be  determined  using 
the  methodology  specified  in  paragraph 
(c)(1)  of  this  section,  except  that  the 
applicable  percentage  threshold  for 
Medicare  discharges  is  75  percent. 

(ii)  For  cost  reporting  periods 
beginning  on  or  after  July  1,  2012,  and 
before  October  1,  2012,  for  discharges 
occurring  on  or  after  October  1,  2012, 
and  before  the  beginning  of  the  next  cost 
reporting  period,  payment  will  be 
determined  using  the  methodology 
specified  in  paragraph  (c)(1)  of  this 
section,  except  that  the  applicable 
percentage  threshold  for  Medicare 
discharges  is  75  percent. 


(iii)  In  determining  the  percentage  of 
patients  admitted  to  a  satellite  from  the 
co-located  hospital,  patients  on  whose 
behalf  an  outlier  payment  was  made  to 
the  co-located  hospital  are  not  counted 
toward  the  75-percent  threshold. 

(e)  *  *  * 

(3)  For  cost  reporting  periods 
beginning  on  or  after  July  1,  2007  and 
before  July  1,  2012  and  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2012,  and  before  October  1, 
2013,  payments  for  a  long-term  care 
hospital  satellite  facility  described  in 
§412.22(h)(3)(i)  are  determined  as 
follows: 

(i)  For  cost  reporting  periods 
beginning  on  or  after  July  1,  2007  and 
before  July  1,  2012,  and  for  cost 
reporting  period  beginning  on  or  after 
October  1,  2012  and  before  October  1, 
2013,  payment  will  be  determined  using 
the  methodology  specified  in  paragraph 
(c)(1)  of  this  section,  except  that  the 
applicable  percentage  threshold  for 
Medicare  discharges  is  75  percent. 

(ii)  For  cost  reporting  periods 
beginning  on  or  after  July  1,  2012,  and 
before  October  1,  2012,  for  discharges 
occurring  on  or  after  October  1,  2012, 
and  before  the  beginning  of  the  next  cost 
reporting  period,  paynaent  will  be 
determined  using  the  methodology 
specified  in  paragraph  (c)(1)  of  this 
section,  except  that  the  applicable 
percentage  threshold  for  Medicare 
discharges  is  75  percent. 

(iii)  In  determining  the  percentage  of 
patients  admitted  to  a  satellite  from  the 
co-located  hospital,  patients  on  whose 
behalf  an  outlier  payment  was  made  to 
the  co-located  hospital  are  not  counted 
toward  the  75-percent  threshold. 
***** 

(h)  *  *  * 

(4)  Except  as  provided  in  paragraph 
(h)(6)  of  this  section,  for  a  long-term 
care  hospital  described  in 
§412.23(e)(2)(i)  that  meets  the  criteria  in 
§  412.22(f),  the  policies  set  forth  in  this 
paragraph  (h)  and  in  §412.536  do  not 
apply  for  discharges  occurring  in  cost 
reporting  periods  beginning  on  or  after 
July  1,  2007  and  before  July  1,  2012,  and 
for  cost  reporting  periods  beginning  on 
or  after  October  1,  2012  and  before 
October  1,  2013. 

'  (5)  Except  as  provided  in  paragraph 

(h)(6)  of  this  section,  for  a  long-term 
care  hospital  or  satellite  facility  that,  as 
of  December  29,  2007,  was  co-located 
with  an  entity  that  is  a  provider-based, 
off-campus  location  of  a  subsection  (d) 
hospital  which  did  not  provide  services 
payable  under  section  1886(d)  of  the  Act 
at  the  off-campus  location,  the  policies 
set  forth  in  this  paragraph  (h)  and  in 
§412.536  do  not  apply  for  discharges 
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occurring  in  cost  reporting  periods 
beginning  on  or  after  July  1,  2007  and 
before  July  1,  2012,  and  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2012  and  before  October  1, 
2013. 

(6)  For  long-term  care  hospitals  and 
satellite  facilities  with  cost  reporting 
periods  beginning  on  or  after  July  1, 

2012  and  before  October  1,  2012. 

(i)  Payments  to  long-term  care 
hospitals  and  satellite  facilities 
described  in  paragraphs  (h)(4)  and  (h)(5) 
of  this  section  are  determined  using  the 
methodology  specified  in  paragraph 
(c)(1)  of  this  section  for  discharges 
occurring  prior  to  October  1,  2012 
during  the  hospital’s  or  satellite 
facility’s  cost  reporting  period  beginning 
on  or  after  July  1,  2012  and  before 
October  1,  2012.  Such  policies  will  not 
be  applied  to  discharges  occurring  on  or 
after  October  1,  2012  and  before  the 
beginning  of  the  hospital’s  or  satellite 
facility’s  next  cost  reporting  period. 

(ii)  In  determining  the  percentage  of 
Medicare  discharges  admitted  from  the 
co-located  hospital  under  this 
paragraph,  patients  on  whose  behalf  a 
Medicare  high-cost  outlier  payment  was 
made  at  the  co-located  referring  hospital 
are  not  counted  toward  that  threshold. 

■  13.  Section  412.536  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)(2)  and  adding  a  new 
paragraph  (a)(3)  to  read  as  follows: 

§  41 2.536  Special  payment  provisions  for 
long-term  care  hospitals  and  satellites  of 
long-term  care  hospitals  that  discharged 
Medicare  patients  admitted  from  a  hospital 
not  located  in  the  same  building  or  on  the 
same  campus  as  the  long-term  care 
hospital  or  satellite  of  the  long-term  care 
hospital. 

(a)  *  *  * 

(2)  For  cost  reporting  periods 
beginning  on  or  after  July  1,  2007  and 
before  July  1,  2012,  and  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2012  and  before  October  1, 
2013,  the  policies  set  forth  in  this 
section  are  not  applicable  to  discharges 
from: 

***** 

(3)  For  certain  long-term  care 
hospitals  with  cost  reporting  periods 
beginning  on  or  after  July  1,  2012  and 
before  October  1,  2012 — 

(i)  Payments  to  long-term  Ccire 
hospitals  described  in  paragraph 

(a) (l)(iv)  of  this  section  are  determined 
using  the  methodology  specified  in 
either  paragraph  (b)(1)  or  paragraph 

(b) (2)  of  this  section,  except  that  such 
policies  will  not  be  applied  to 
discharges  occurring  on  or  after  October 
1,  2012,  and  before  October  1,  2012. 

(ii)  In  determining  whether  the 
percentage  of  long-term  care  hospital 


discharges  during  a  long-term  care  . 
hospital’s  cost  reporting  period 
beginning  on  or  after  July  1,  2012  and 
before  July  1,  2013  exceeds  the  25 
percent  threshold,  those  discharges 
occurring  on  or  after  October  1,  2012, 
and  before  October  1,  2013,  will  not  be 
counted  towards  that  threshold. 

(iii)  In  determining  the  percentage  of 
Medicare  discharges  admitted  to  the 
long-term  care  hospital  from  any 
referring  hospital  not  co-located  with 
the  long-term  care  hospital  or  with  the 
satellite  facility  of  a  long-term  care 
hospital  under  paragraphs  (b)(1)  and 
(b)(2)  of  this  section,  patients  on  whose 
behalf  a  Medicare  high  cost  outlier 
payment  was  made  to  the  referring 
hospital  are  not  counted  toward  the  25 
percent  threshold  from  that  referring 
hospital. 

***** 

PART  413— PRINCIPLES  OF 
REASONABLE  COST 
REIMBURSEMENT;  PAYMENT  FOR 
END-STAGE  RENAL  DISEASE 
SERVICES;  OPTIONAL 
PROSPECTIVELY  DETERMINED 
PAYMENT  RATES  FOR  SKILLED 
NURSING  FACILITIES 

■  14.  The  authority  citation  for  Part  413 
continues  to  read  as  follows: 

Authority:  Secs.  1102, 1812(d),  1814(b), 
1815, 1833(a),  (i),  and  (n),  1861(v),  1871, 

1881, 1883,  and  1886  of  the  Social  Security 
Act  (42  U.S.C.  1302,  1395d(d),  1395f(b), 

1395g,  13951(a),  (i),  and  (n),  1395x(v), 

1395hh,  1395rr,  1395tt,  and  1395ww);  and 
sec.  124  of  Pub.  L.  106-133  (113'Stat.  1501A- 
332). 

■  15.  Section  413.24  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

§  41 3.24  Adequate  cost  data  and  cost 
finding. 

(a)  Principle.  Providers  receiving 
payment  on  the  basis  of  reimbursable 
cost  must  provide  adequate  cost  data. 
This  must  be  based  on  their  financial 
and  statistical  records  which  must  be 
capable  of  verification  by  qualified 
auditors.  The  cost  data  must  be  based  on 
an  approved  method  of  cost  finding  and 
on  the  accrual  basis  of  accounting, 
except  for — 

(1)  Governmental  institutions  which 
operate  on  a  cash  basis  method  of 
accounting.  Cost  data  based  on  such 
basis  of  accounting  will  be  acceptable, 
subject  to  appropriate  treatment  of 
capital  expenditures. 

(2)  Costs  of  qualified  defined  benefit 
pension  plans  shall  be  reported  on  a 
cash  basis  method  of  accounting,  as 
described  at  §413.100(c)(2)(vii)(D)  for 


cost  reporting  periods  beginning  on  or 
after  October  1,  2011. 
***** 

■  16.  Section  413.79  is  amended  by — 

■  a.  Revising  paragraphs  (e)(1),  (e)(2), 
(e)(3),  and  (e)(4). 

■  b.  Adding  a  new  paragraph  (e)(5). 

■  c.  Revising  paragraph  (f)(7)(i)(B). 

■  d.  Redesignating  paragraphs  (n)(2)(ii) 
and  paragraph  (n)(2)(iii)  as  paragraphs 
(n)(2)(iii)  and  paragraph  (n)(2)(iv), 
respectively.  ' 

■  e.  Adding  new  paragraph  (n)(2)(ii). 

■  f.  Revising  newly  redesignated 
paragraphs  (n)(2)(iii)  and  (n)(2)(iv). 

The  revisions  and  addition  read  as 
follows: 

§  41 3.79  Direct  GME  payments: 
Determination  of  the  weighted  number  of 
FTE  residents. 

***** 

(e)  *  *  * 

(1)  If  a  hospital  had  no  allopathic  or 
osteopathic  residents  in  its  most  recent 
cost  reporting  period  ending  on  or 
before  December  31, 1996,  and  it  begins 
training  residents  in  a  new  medical 
residency  training  program(s)  for  the 
first  time  on  or  after  January  1, 1995,  but 
before  October  1,  2012,  the  hospital’s 
unweighted  FTE  resident  cap  under 
paragraph  (c)  of  this  section  may  be 
adjusted  for  new  residency  training 
programs  based  on  the  sum  of  the 
products  of  the  highest  number  of  FTE 
residents  in  any  program  year  during 
the  third  year  of  the  first  new  program’s 
existence  and  the  number  of  years  in 
which  residents  are  expected  to 
complete  the  program  based  on  the 
minimum  accredited  length  for  each 
type  of  program.  The  adjustment  to  the 
cap  may  not  exceed  the  number  of 
accredited  slots  available  to  the  hospital 
for  the  new  program.  If  a  hospital  had 
no  allopathic  or  osteopathic  residents  in 
its  most  recent  cost  reporting  period 
ending  on  or  before  December  31, 1996, 
and  it  begins  training  residents  in  a  new 
medical  residency  training  program(s) 
for  the  first  time  on  or  after  October  1, 
2012,  the  hospital’s  unweighted  FTE 
resident  cap  under  paragraph  (c)  of  this 
section  may  be  adjusted  for  new 
residency  training  programs  based  on 
the  sum  of  the  products  of  the  highest 
number  of  FTE  residents  in  any  program 
year  during  the  fifth  year  of  the  first  new 
program’s  existence  and  the  number  of 
years  in  which  residents  are  expected  to 
complete  the  program  based  on  the 
minimum  accredited  length  for  each 
type  of  program.  The  adjustment  to  the 
cap  may  not  exceed  the  number  of 
accredited  slots  available  to  the  hospital 
for  the  new  program. 

(i)  If  a  hospital  begins  training 
residents  in  a  new  medical  residency 
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training  program(s)  for  the  first  time  on 
or  after  January  1, 1995,  but  before 
October  1,  2012,  and  if  the  residents  are 
spending  portions  of  a  program  year  (or 
years)  at  one  hospital  and  the  remainder 
of  the  program  at  another  hospital(s), 
the  adjustment  to  each  qualifying 
hospital’s  cap  for  a  new  medical 
residency  training  program(s)  is  equal  to 
the  sum  of  the  products  of  the  highest 
number  of  FTE  residents  in  any  program 
year  during  the  third  year  of  the  first 
new  program’s  existence  and  the 
number  of  years  in  which  residents  are 
expected  to  complete  the  program  based 
on  the  minimum  accredited  length  for 
each  type  of  program  and  the  number  of 
years  the  residents  are  training  at  each 
respective  hospital.  If  a  hospital  begins 
training  residents  in  a  new  medical 
residency  training  program(s)  for  the 
first  time  on  or  after  October  1,  2012, 
and  if  the  residents  are  spending 
portions  of  a  program  (or  years)  at  one 
hospital  and  the  remainder  of  the 
program  at  another  hospital(s),  the 
adjustment  to  each  qualifying  hospital’s 
cap  for  new  residency  training  program 
(s)  is  equal  to  the  sum  of  the  products 
of  three  factors  (limited  to  the  number 
of  accredited  slots  for  each  program): 

(A)  The  highest  total  number  of  FTE 
residents  trained  in  any  program  year 
during  the  fifth  year  of  the  first  new 
program’s  existence  at  all  of  the 
hospitals  to  which  the  residents  in  the 
program  rotate; 

(B)  The  number  of  years  in  which 
residents  are  expected  to  complete  the 
program,  based  on  the  minimum 
accredited  length  for  each  type  of 
program. 

(C)  The  ratio  of  the  number  of  FTE 
residents  in  the  new  program  that 
trained  at  the  hospital  over  the  entire  5- 
year  period  to  the  total  number  of  FTE 
residents  that  trained  af  all  hospitals 
over  the  entire  5-year  period. 

(ii)  If  a  hospital  begins  training 
residents  in  a  new  medical  residency 
training  program(s)  for  the  first  time  on 
or  after  January  1, 1995,  but  before 
October  1,  2012,  prior  to  the 
implementation  of  the  hospital’s 
adjustment  to  its  FTE  cap  beginning 
with  the  fourth  year  of  the  hospital’s 
first  new  residency  program(s),  the 
hospital’s  cap  may  be  temporarily 
adjusted  during  each  of  the  first  3  years 
of  the  hospital’s  first  new  residency 
program  using  the  actual  number  of 
residents  participating  in  the  new 
program.  The  adjustment  may  not 
exceed  the  number  of  accredited, slots 
available  to  the  hospital  for  each 
program  year.  If  a  hospital  begins 
training  residents  in  a  new  medical 
residency  training  program(s)  for  the 
first  time  on  or  after  October  1,  2012, 


prior  to  the  implementation  of  the 
hospital’s  adjustment  to  its  FTE  cap 
beginning  with  the  sixth  year  of  the 
hospital’s  first  new  residency 
program(s),  the  hospital’s  cap  mayTie 
adjusted  temporarily  during  each  of  the 
first  5  years  of  the  hospital’s  first  new 
residency  program  using  the  actual 
number  of  FTE  residents  participating 
in  the  new  program.  The  adjustment 
may  not  exceed  the  number  of 
accredited  slots  available  to  the  hospital 
for  each  program  year. 

(iii)  If  a  hospital  begins  training 
residents  in  a  new  medical  residency 
training  program  for  the  first  time  on -or 
after  January  1,  1995,  but  before  October 
1,  2012,  the  cap  will  not  be  adjusted  for 
new  programs  established  more  than  3 
years  after  residents  begin  training  in 
the  first  new  program,  or  if  a  hospital 
begins  training  residents  in  a  new 
medical  residency  training  program  for 
the  first  time  on  or  after  October  1,  2012, 
the  cap  will  not  be  adjusted  for  new 
programs  established  more  than  5  years 
after  residents  begin  training  in  the  first 
new  program. 

(iv)  Effective  for  Medicare  GME 
affiliation  agreements  entered  into  on  or 
after  October  1,  2005,  an  urban  hospital 
that  qualifies  for  an  adjustment  to  its 
FTE  cap  under  paragraph  (e)(1)  of  this 
section  is  permitted  to  be  part  of  a 
Medicare  GME  affiliated  group  for 
purposes  of  establishing  an  aggregate 
FTE  cap  only  if  the  adjustment  that 
results  from  the  affiliation  is  an  increase 
to  the  urban  hospital’s  FTE  cap. 

(v)  A  rural  hospital  that  qualifies  for 
an  adjustment  to  its  FTE  cap  under 
paragraph  (e)(1)  of  this  section  is 
permitted  to  be  part  of  a  Medicare  GME 
affiliated  group  for  purposes  of 
establishing  an  aggregate  FTE  cap. 

(2)  If  a  hospitarhad  allopathic  or 
osteopathic  residents  in  its  most  recent 
cost  reporting  period  ending  on  or 
before  December  31, 1996,  the  hospital’s 
unweighted  FTE  cap  may  be  adjusted 
for  a  new  medical  residency  training 
program(s)  established  on  or  after 
January  1, 1995,  and  on  or  before 
August  5,  1997.  The  adjustment  to  the 
hospital’s  FTE  resident  cap  for  new 
residency  training  programs  is  based  on 
the  sum  of  the  product  of  the  highest 
number  of  FTE  residents  in  any  program 
year  during  the  third  year  of  the  newly 
established  program  and  the  number  of 
years  in  which  residents  are  expected  to 
complete  each  program  based  on  the 
minimum  accredited  length  for  the  type 
of  program. 

(i)  If  the  residents  are  spending 
portions  of  a  program  year  (or  years)  at 
one  hospital  and  the  remainder  of  the 
program  at  another  hospital(s),  the 
adjustment  to  each  respective  hospital’s 


cap  for  each  program  is  equal  to  the 
product  of  the  highest  number  of  FTE 
residents  in  any  program  year  during 
the  third  year  of  each  program’s 
existence  and  the  number  of  years  in 
which  residents  are  expected  to 
complete  the  program  based  on  the 
minimum  accredited  length  for  each 
type  of  program  and  the  number  of  years 
the  residents  are  training  at  each 
respective  hospital. 

(ii)  Prior  to  the  implementation  of  the 
hospital’s  adjustment  to  its  FTE  cap 
beginning  with  the  fourth  year  of  the 
hospital’s  residency  program,  the 
hospital’s  cap  may  be  temporarily 
adjusted  during  each  of  the  first  3  years 
of  the  hospital’s  new  residency  program, 
using  the  actual  number  of  FTE 
residents  in  the  new  programs.  The 
adjustment  may  not  exceed  the  number 
of  accredited  slots  available  to  the 
hospital  for  each  program  year. 

(3)  If  a  rural  hospital  participates  in 
new  medical  residency  training 
programs,  regardless  of  whether  the 
rural  hospital  had  allopathic  or 
osteopathic  residents  in  its  most  recent 
cost  reporting  period  ending  on  or 
before  December  31, 1996,  the  hospital’s 
unweighted  FTE  cap  may  be  adjusted  in 
the  same  manner  described  in  paragraph 
(e)(2)  of  this  section  to  reflect  the 
increase  for  residents  training  in  a  new 
medical  residency  training  program(s) 
established  after  August  5, 1997  and 
before  October  1,  2012.  If  a  rural 
hospital  participates  in  new  medical 
residency  training  programs  on  or  after 
October  1,  2012,  the  hospital’s 
unweighted  FTE  cap  is  adjusted  in 
accordance  with  paragraph  (e)(1)  of  this 
section,  except  that  the  adjustment  is 
based  on  the  sum  of  the  products  of  the 
highest  number  of  FTE  residents  in  any 
■  program  year  during  the  fifth  year  of 
each  new  program’s  existence  and  the 
number  of  years  in  which  residents  are 
expected  to  complete  the  program  based 
on  the  minimum  accredited  length  for 
each  type  of  program. 

(4)  A  nospital  seeking  an  adjustment 
to  its  FTE  cap  must  provide 
documentation  to  its  fiscal  intermediary 
justifying  the  adjustment. 

(5)  The  cap  will  not  be  adjusted  for 
expansion  of  existing  or  previously 
existing  programs. 

(f)  *  *  * 

(7)*  *  * 

(i)  *  *  * 

(B)  Specify  the  effective  period  of  the 
emergency  Medicare  GME  affiliation 
agreement  (which  must,  in  any  event, 
terminate  at  the  conclusion  of  four 
academic  years  following  the  academic 
year  in  which  the  section  1135 
emergency  period  began). 

★  ★  ★  *  * 
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(n)  *  *  * 

(2)  *  *  * 

(ii)  If  a  hospital  receives  an  increase 
in  the  otherwise  applicable  FTE  resident 
cap  under  paragraph  (n)(l)  of  this 
section,  and  does  not  use  all  of  that 
increase  in  its  final  (12-month  or  partial) 
cost  report  of  the  5-year  period 
beginning  July  1,  2011  and  ending  june 
30,  2016,  the  Medicare  contractor  will 
remove  the  applicable  unused  slots,  and 
the  hospital’s  increase  in  the  otherwise 
applicable  FTE  resident  cap  received 
under  paragraph  (n)(l)  of  this  sfection 
will  be  reduced  for  portions  of  cost 
reporting  periods  on  or  after  July  1, 

2016.  The  number  of  applicable  unused 
slots  is  equal  to  the  difference  between 
the  increase  in  the  otherwise  applicable 
FTE  resident  cap  and  the  applicable 
slots  used.  In  determining  the 
applicable  slots  used,  the  following 
amounts  are  added,  as  relevant: 

(A)  If  a  hospital  uses  the  increase  in 
the  otherwise  applicable  FTE  resident 
cap  under  paragraph  (n)(l)  of  this 
section  to  expand  an  existing 
program(s),  the  used  slots  are  equal  to 
the  lesser  of  the  number  of  slots  used  for 
an  expansion(s)  in  the  fourth  12-month 
cost  report  or  the  final  cost  report. 

(B)  If  a  hospital  uses  the  increase  in 
the  otherwise  applicable  FTE  resident 
cap  under  paragraph  (n)(l)  of  this 
section  to  start  a  new  programfs),  the 
used  slots  are  equal  to  the  number  of 
slots  used  for  a  new’  program(s)  in  the 
final  cost  report. 

(C)  The  portion,  if  any,  of  the  increase 
in  the  otherwise  applicable  FTE  resident 
cap  under  paragraph  (n](l]  of  this 
section  used  for  cap  relief,  subject  to  the 
requirements  in  paragraph  (n)(2)(i)  of 
this  section. 

(iii)  CMS  may  determine  whether  a 
hospital  has  met  the  requirements  under 
paragraphs  (n)(2)(i)  and  (n)(2)(ii)  of  this 
section  during  the  5-yecu:  period  of  July 
1,  2011,  through  June  30.  2016,  in  such 
manner  and  at  such  time  as  CMS 
determines  appropriate,  including  at  the 
end  of  such  5-year  period. 

(iv)  In  a  case  where  the  Medicare 
contractor  determines  that  a  hospital 
did  not  meet  the  requirements  under 
paragraphs  (n)(2)(i).  (n)(2)(ii),  and 
(n)(2)(iii)  of  this  section  in  a  cost 
reporting  period  within  the  5-year  time 
period,  the  Medicare  contractor  will 
reduce  the  otherwise  applicable  FTE 
resident  cap  of  the  hospital  by  the 
amount  by  which  such  limit  was 
increased  under  paragraph  {n)(l)  of  this 
section  from  the  earliest  cost  reporting 
period  that  is  reopenable  in  which  it 
would  be  determined  that  the  hospital 
did  not  meet  the  requirements. 
***** 


■  17.  Section  413.100  is  amended  by 
adding  a  new  paragraph  (c)(2)(vii)(D)  to 
read  as  follows: 

§413.100  Special  treatment  of  certain 
accrued  costs. 

***** 

(c)  *  *  * 

(2)  *  *  * 

(vii)  *  *  * 

(D)  Exception:  Qualified  defined 
benefit  pension  plans,  which  are  funded 
deferred  compensation  arrangements, 
shall  be  reported  on  a  cash  accounting 
basis  as  follows: 

(1)  The  allow’able  pension  cost  shall 
be  equal  to  the  amount  of  actual  pension 
contributions  funded  during  the 
hospital’s  current  Medicare  cost 
reporting  period,  plus  any  contributions 
funded  in  a  prior  period  and  carried 
forw’ard,  subject  to  the  limit  under 
paragraph  (c)(2)(vii)(D)/2j  of  this 
section. 

(2)  Except  as  provided  in  paragraph 
{c)(2)(vir)(D)/3/  of  this  section,  the 
allowable  pension  cost  shall  not  exceed 
150  percent  of  the  average 
contribution{s)  funded  during  the  three 
consecutive  Medicare  cost  reporting 
periods  that  produce  the  highest  average 
contribution{s),  out  of  the  five  most 
recent  Medicare  cost  reporting  periods 
(ending  with  the  current  cost  reporting 
period).  Contributions  in  excess  of  the 
limit  may  be  carried  forward  to  future 
period(s).  In  the  case  of  a  newly  adopted 
pension  plan,  the  5-year  look-back 
period  and/or  the  3-year  averaging  * 
period  will  be  limited  to  the  number  of 
cost  reporting  periods  the  provider 
sponsored  a  qualified  defined  benefit 
pension  plan. 

(3)  A  waiver  of  the  limit  imposed 
under  paragraph  (c)(2)(vii)(D)/2j  of  this 
section  may  be  granted  for  a  specific 
Medicare  cost  reporting  period  for  all  or 
a  portion  of  the  contributions  in  excess 
of  the  limit  imposed  under  paragraph 
(c)(2)(vii)(D)/2}  of  this  section  if  it  is 
determined  that  such  excess  costs  are 
reasonable  and  necessaiy’  for  that 
period. 

***** 

PART  424— CONDITIONS  FOR 
MEDICARE  PAYMENT 

■  18.  TJie  authority  citation  for  Part  424 
continues  to  read  as  follows: 

Authority:  Secs.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302  and 
1395(hh)). 

■  19.  Section  424.30  is  revised  to  read 
as  follow's: 

§  424.30  Scope. 

This  subpart  sets  forth  the 
requirements,  procedures,  and  time 


limits  for  claiming  Medicare  payments. 
Claims  must  be  filed  in  all  cases  except 
when  services  are  furnished  on  a 
prepaid  capitation  basis  by  an  MA 
organization,  or  through  cost  settlement 
with  either  a  health  maintenance 
organization  (HMO),  a  competitive 
medical  plan  (CMP),  or  a  health  care 
prepayment  plan  (HCPP),  or  as  part  of 
a  demonstration.  Therefore,  claims  must 
be  filed  by  hospitals  seeking  IME 
payment  under  §  412.105(g)  of  this 
chapter,  and/or  direct  GME  payment 
under  §  413.76(c)  of  this  chapter,  and/or 
nursing  or  allied  health  education 
payment  under  §413.87  of  this  chapter 
associated  w’ith  inpatient  services 
furnished  on  a  prepaid  capitation  basis 
by  an  MA  organization.  Hospitals  that 
must  report  patient  data  for  purposes  of 
the  DSH  payment  adjustment  under 
§412.106  of  this  chapter  for  inpatient 
services  furnished  on  a  prepaid 
capitation  basis  by  an  MA  organization, 
or  through  cost  settlement  with  an 
HMO/CMP,  or  as  part  of  a 
demonstration,  are  required  to  file 
claims  by  submitting  no  pay  bills  for 
such  inpatients.  Special  procedures  for 
claiming  payment  after  the  beneficiary 
has  died  and  for  certain  bills  paid  by 
organizations  are  set  forth  in  subpart  E 
of  this  part. 

PART  476— UTILIZATION  AND 
QUALITY  CONTROL  REVIEW 

■  20.  The  authority  citation  for  Part  476 
continues  to  read  as  follows: 

Authority:  Secs.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302  and 
1395(hh)). 

■  21.  Section  476.1  is  amended  by 
adding  a  definition  of  “Provider”  in 
alphabetical  order,  to  read  as  follows: 

§476.1  Definitions. 
***** 

Provider  means  a  health  care  facility, 
institution,  or  organization,  including 
but  not  limited  to  a  hospital,  involved 
in  the  delivery  of  health  care  services 
for  which  payment  may  be  made  in 
whole  or  in  part  under  Title  XVIII  of  the 
Act. 

***** 

■  22.  Section  476.78  is  amended  by 
revising  the  section  heading  and  the 
introductory'  text  of  paragraph  (b)(2)  to 
read  as  follows: 

§  476.78  Responsibilities  of  providers  and 
practitioners. 

***** 

(b)  *  *  * 

(2)  Providers  and  practitioners  must 
provide  patient  care  data  and  other 
pertinent  data  to  the  QIO  at  the  time  the 
QIO  is  collecting  review  information 
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that  is  required  for  the  QIO  to  make  its 
determinations.  When  the  QIO  does 
postadmission,  preprocedure  review, 
the  provider  must  provide  the  necessary 
information  before  the  procedure  is 
performed,  unless  it  must  be  performed 
on  an  emergency  basis.  Providers  and 
practitioners  must — 
***** 

■  23.  Section  476.90  is  revised  to  read 
as  follows: 

§  476.90  Lack  of  cooperation  by  a  provider 
or  practitioner. 

(a)  If  a  provider  or  practitioner  refuses 
to  allow  a  QIO  to  enter  and  perform  the 
duties  and  functions  required  under  its 
contract  with  CMS,  the  QIO  may — 

(1)  Determine  that  the  provider  or 
practitioner  has  failed  to  comply  with 
the  requirements  of  42  CFR  1004.10(c) 
and  report  the  matter  to  the  HHS 
Inspector  General;  or 

(2)  Issue  initial  denial  determinations 
for  those  claims  it  is  unable  to  review, 
make  the  determination  that  financial 
liability  will  be  assigned  to  the  provider 
or  practitioner,  and  may  report  the 
matter  to  the  HHS  Inspector  General. 

(b)  If  a  QIO  gives  a  provider  or 
practitioner  sufficient  notice  and  a 
reasonable  amount  of  time  to  respond  to 
a  request  for  information  about  a  claim, 
and  if  the  provider  or  practitioner  does 
not  respond  in  a  timely  manner,  the  QIO 
will  deny  the  claim.  A  provider  or 
practitioner  may  request  that  the  QIO 
reconsider  its  decision  to  deny  the 
claim.  No  further  appeal  rights  are 
available. 

(Catalog  of  Federal  Domestic  Assistance 
Program  No. -93.773,  Medicare — Hospital 
Insurance;  Program  No.  93.774,  Medicare — 
Supplementary  Medical  Insurance  Program; 
and  Program  No.  93.778,  Medical  Assistance) 

Dated;  July  27,  2012. 

Marilyn  Tavenner, 

Acting  Administrator,  Centers  for  Medicare 
&■  Medicaid  Services. 

Dated;  July  31,  2012. 

Kathleen  Sebelius, 

Secretary. 

Note:  The  following  Addendum  and 
Appendixes  will  not  appear  in  the  Code  of 
Federal  Regulations. 

Addendum — Schedule  of  Standardized 
Amounts,  Update  Factors,  and  Rate-of- 
Increase  Percentages  Effective  With 
Cost  Reporting  Periods  Beginning  On  or 
After  October  1,  2012  and  Payment 
Rates  for  LTCHs  Effective  for 
Discharges  Occurring  On  or  After 
October  1,  2012 

I.  Summary  and  Background 

In  this  Addendum,  we  are  setting 
forth  a  description  of  the  methods  and 


data  we  used  to  determine  the 
prospective  payment  rates  for  Medicare 
hospital  inpatient  operating  costs  and 
Medicare  hospital  inpatient  capital- 
related  costs  for  FY  2013  for  acute  care 
hospitals.  We  also  are  setting  forth  the 
rate-of-increase  percentages  for  updating 
the  target  amounts  for  certain  hospitals 
excluded  from  the  IPPS  for  FY  2013.  We 
note  that,  because  certain  hospitals 
excluded  from  the  IPPS  are  paid  on  a 
reasonable  cost  basis  subject  to  a  rate-of- 
increase  ceiling  (and  not  by  the  IPPS), 
these  hospitals  are  not  affected  by  the 
figures  for  the  standardized  amounts, 
offsets,  and  budget  neutrality  factors. 
Therefore,  in  this  final  rule,  we  are 
finalizing  the  rate-of-increase 
percentages  for  updating  the  target 
amounts  for  certain  hospitals  excluded 
from  the  IPPS  that  are  effective  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2012. 

In  addition,  we  are  setting  forth  a 
description  of  the  methods  and  data  we 
used  to  determine  the  standard  Federal 
rate  that  would  be  applicable  to 
Medicare  LTCHs  for  FY  2013. 

In  general,  except  for  SCHs  and 
hospitals  located  in  Puerto  Rico,  for  FY 
2013,  each  hospital’s  payment  per 
discharge  under  the  IPPS  is  based  on 
100  percent  of  the  Federal  national  rate, 
also  known  as  the  national  adjusted 
standardized  amount.  This  amount 
reflects  the  national  average  hospital 
cost  per  case  from  a  base  year,  updated 
for  inflation. 

Currently,  SCHs  are  paid  based  on 
whichever  of  the  following  rates  yields 
the  greatest  aggregate  payment:  the 
Federal  national  rate;  the  updated 
hospital-specific  rate  based  on  FY  1982 
costs  per  discharge;  the  updated 
hospital-specific  rate  based  on  FY  1987 
costs  per  discharge;  the  updated 
hospital-specific  rate  based  on  FY  1996 
costs  per  discharge;  or  the  updated 
hospital-specific  rate  based  on  the  FY 
2006  costs  per  discharge. 

We  note  that,  as  discussed  in  section 
IV.G.  of  the  preamble  of  this  final  rule, 
section  3124  of  the  Affordable  Care  Act 
extended  the  MDH  program  from  the 
end  of  FY  2011  (that  is,  for  discharges 
occurring  before  October  1,  2011)  to  the 
end  of  FY  2012  (that  is,  for  discharges 
occurring  before  October  1,  2012). 
(Under  prior  law,  the  MDH  program  was 
to  be  in  effect  through  the  end  of  FY  - 
2011  only.)  Therefore,  due  to  the 
expiration  of  the  MDH  program 
beginning  with  FY  2013,  we  are  not 
including  hospitals  that  are  currently 
MDHs  (until  October  1,  2012)  in  our 
update  of  the  hospital-specific  rates  for 
FY  2013. 

For  hospitals  located  in  Puerto  Rico, 
the-  payment  per  discharge  is  based  on 


the  sum  of  25  percent  of  an  updated 
Puerto  Rico-specific  rate  based  on 
average  costs  per  case  of  Puerto  Rico 
hospitals  for  the  base  year  and  75 
percent  of  the  Federal  national  rate.  (We 
refer  readers  to  section  II.D.3.  of  this 
Addendum  for  a  complete  description.) 

As  discussed  below  in  section  II.  of 
this  Addendum,  we  are  making  changes 
in  the  determination  of  the  prospective 
payment  rates  for  Medicare  inpatient 
operating  costs  for  acute  care  hospitals 
for  FY  2013.  In  section  III.  of  this 
Addendum,  we  discuss  our  policy 
changes  for  determining  the  prospective 
payment  rates  for  Medicare  inpatient 
capital-related  costs  for  FY  2013.  In 
section  IV.  of  this  Addendum,  we  are 
setting  forth  our  changes  for 
determining  the  rate-of-increase  limits 
for  certain  hospitals  excluded  from  the 
IPPS  for  FY  2013.  In  section  V.  of  this 
Addendum,  we  are  making  changes  in 
the  determination  of  the'standard 
Federal  rate  for  LTCHs  paid  under  the 
LTCH  PPS  for  FY  2013.  The  tables  to 
which  we  refer  in  the  preamble  of  this 
final  rule  are  listed  in  section  VI.  of  this 
Addendum  and  are  available  via  the 
Internet. 

II.  Changes  to  Prospective  Payment 
Rates  for  Hospital  Inpatient  Operating 
Costs  for  Acute  Care  Hospitals  for  FY 
2013 

The  basic  methodology  for 
determining  prospective  payment  rates 
for  hospital  inpatient  operating  costs  for 
acute  care  hospitals  for  FY  2005  and 
subsequent  fiscal  years  is  set  forth  under 
§  412.64.  The  basic  methodology  for 
determining  the  prospective  payment 
rates  for  hospital  inpatient  operating 
costs  for  hospitals  located  in  Puerto 
Rico  for  FY  2005  and  subsequent  fiscal 
years  is  set  forth  under  §§412.211  and 
412.212.  Below  we  discuss  the  factors 
used  for  determining  the  prospective 
payment  rates  for  FY  2013. 

In  summary,  the  standardized 
amounts  set  forth  in  Tables  lA,  IB,  and 
IC  that  are  listed  and  published  in 
section  VI.  of  this  Addendum  (and 
available  via  the  Internet)  reflect — 

•  Equalization  of  the  standardized 
amounts  for  urban  and  other  areas  at  the 
level  computed  for  large  urban  hospitals 
during  FY  2004  and  onward,  as 
provided  for  under  section 
1886(d)(3)(A)(iv)(II)  of  the  Act. 

•  The  labor-related  share  that  is 
applied  to  the  standardized  amounts 
and  Puerto  Rico-specific  standardized 
amounts  to  give  the  hospital  the  highest 
payment,  as  provided  for  under  sections 
1886(d)(3)(E)  and  1886(d)(9)(C)(iv)  of 
the  Act. 

•  An  update  of  1.8  percent  for  all 
areas  (that  is,  the  FY  2013  estimate  of 
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the  market  basket  rate-of-increase  of  2.6 
percent  less  an  adjustment  of  0.7 
percentage  point  for  MFP  and  less  0.1 
percentage  point),  as  required  by  section 
1886{b)(3)(B)(i)  of  the  Act,  as  amended 
by  sections  3401(a)  and  10319(a)  of  the 
Affordable  Care  Act.  For  hospitals  that 
fail  to  submit  data,  in  a  form  and 
manner,  and  at  the  time,  specified  by 
the  Secretary  relating  to  the  quality  of 
inpatient  care  furnished  by  the  hospital, 
pursuant  to  section  1886(b)(3)(B)(viii)  of 
the  Act,  the  update  is  -0.2  percent  (that 
is,  the  FY  2013  estimate  of  the  marltet 
basket  rate-of-increase  of  2.6  percent, 
less  2.0  percentage  points  for  failure  to 
submit  data  under  the  Hospital  IQR 
Program,  less  an  adjustment  of  0.7 
percentage  point  for  MFP,  and  less  0.1 
percentage  point). 

•  An  update  of  1.8  percent  to  the 
Puerto  Rico-specific  standardized 
amount  (that  is,  the  FY  2013  estimate  of 
the  market  basket  rate-of-increase  of  2.6 
percent  less  an  adjustment  of  0.7 
percentage  point  for  MFP  and  less  0.1 
percentage  point),  in  accordance  with 
section  1886(d)(9)(C)(i)  of  the  Act,  as 
amended  by  section  401(c)  of  Public 
Law  108-173,  which  sets  the  update  to 
the  Puerto  Rico-specific  standardized 
amount  equal  to  the  applicable 
percentage  increase  set  forth  under 
section  1886(b)(3)(B)(i)  of  the  Act. 

•  An  adjustment  to  the  standardized 
amount  to  ensure  budget  neutrality  for 
DRG  recalibration  and  reclassification, 
as  provided  for  under  section 
1886(d)(4)(C)(iii)  of  the  Act. 

•  An  adjustment  to  ensure  the  wage 
index  changes  are  budget  neutral,  as 
provided  for  under  section 
1886(d)(3)(E)(i)  of  the  Act.  VVe  note  that 
section  1886(d)(3)(E)(i)  of  the  Act 
requires  that  when  we  compute  such 
budget  neutrality,  we  assume  that  the 
provisions  of  section  1886(d)(3)(E)(ii)  of 
the  Act  (requiring  a  62  percent  labor- 
related  share  in  certain  circumstances) 
had  not  been  enacted. 

•  An  adjustment  to  ensure  the  effects 
of  geographic  reclassification  are  budget 
neutral,  as  provided  for  under  section 
1886(d)(8)(D)  of  the  Act,  by  removing 
the  FY  2012  budget  neutrality  factor  and 
applying  a  revised  factor. 

•  An  adjustment  to  ensure  the  effects 
of  the  rural  community  hospital 
demonstration  program  required  under 
section  410A  of  Public  Law  108-173,  as 
amended  by  sections  3123  and  10313  of 
Public  Law  111-148,  which  extended 
the  demonstration  program  for  an 
additional  5  years,  are  budget  neutral  as 
required  under  section  410A(c)(2)  of 
Public  Law  108-173. 

•  An  adjustment  to  remove  the  FY 
2012  outlier  offset  and  apply  an  offset 


for  FY  2013,  as  provided  for  under 
section  1886(d)(3)(B)  of  the  Act. 

•  As  discussed  below  and  in  section 
II.D.  of  the  preamble  of  this  final  rule, 
an  adjustment  to  meet  the  requirements 
of  sections  7(b)(1)(A)  and  7(b)(1)(B)  of 
Public  Law  110-90  to  adjust  the 
standardized  amounts  to  offset  the 
estimated  amount  of  the  increase  in 
aggregate  payments  (including  interest) 
due  to  the  effect  of  documentation  and 
coding  that  did  not  reflect  real  changes 
in  case-mix  for  discharges  occurring 
during  FY  2008  and  FY  2009.  As 
discussed  below,  for  FY  2013,  we  are 
making  an  adjustment  to  the 
standardized  amounts  to  complete  the 
necessary  adjustments  required  by  the 
provisions  of  sections  7(b)(1)(A)  apd 
7(b)(1)(B)  of  Public  Law'  110-90.  (We 
note  as  discussed  in  greater  detail  in 
section  ILD.  of  the  preamble  of  this  final 
rule,  at  this  time,  we  are  not  finalizing 
our  proposed  adjustment  to  the 
standardized  amount  for  FY  2013  to 
offset  the  estimated  amount  of  the 
increase  in  aggregate  payments  due  to 
the  effect  of  documentation  and  coding 
that  did  not  reflect  real  changes  in  case- 
mix  for  discharges  occurring  during  FY 
2010.) 

Beginning  in  FY  2008,  we  applied  the 
budget  neutrality  adjustment  for  the 
rural  floor  to  the  hospital  wage  indices 
rather  than  the  standardized  amount.  As 
we  did  for  FY  2012,  for  FY  2013,  we  are 
continuing  to  apply  the  rural  floor 
budget  neutrality  adjustment  to  hospital 
w'age  indices  rather  than  the 
standardized  amount.  Consistent  with 
section  3141  of  the  Affordable  Care  Act, 
instead  of  applying  a  State  level  rural 
floor  budget  neutrality  adjustment  to  the 
wage  index,  we  are  applying  a  uniform, 
national  budget  neutrality  adjustment  to 
the  FY  2013  wage  index  for  the  rural 
floor.  We  note  that,  as  finalized  in  the 
FY  2012  IPPS/LTCH  PPS  Final  rule,  w^e 
extended  the  imputed  floor  through  FY 
2013  (76  FR  51593).  Therefore,  for  this 
final  rule,  we  are  continuing  to  include 
the  imputed  floor  in  calculating  the 
uniform,  national  rural  floor  budget 
neutrality  adjustment  to  the  wage 
indices.  Thus,  the  imputed  floor  is 
reflected  in  the  FY  2013  wage  index. 
Additionally,  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule,  w'e  proposed 
an  alternative  temporary  methodology 
for  computing  the  imputed  floor  index 
in  section  II.C.2.  of  the  preamble  of  that 
proposed  rule.  We  are  finalizing  that 
alternative  methodology  and  have 
included  this  alternative  methodology 
in  our  calculation  of  rural  floor  budget 
neutrality  in  this  final  rule. 

We  note  that,  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51788 
through  51790),  we  finalized  an 


adjustment  of  1.1  percent  to  the 
standardized  amount  (that  is,  a  factor  of 
1.011)  in  light  of  the  Cape  Cod  decision. 
The  adjustment  is  a  one-time  permanent 
adjustment  that  is  left  permanently  on 
the  standardized  amount. 

A.  Calculation  of  the  Adjusted 
Standardized  Amount 

1.  Standardization  of  Base-Year  Costs  or 
Target  Amounts 

In  general,  the  national  standardized 
amount  is  based  on  per  discharge 
averages  of  adjusted  hospital  costs  from 
a  base  period  (section  1886(d)(2)(A)  of 
the  Act),  updated  and  otherwise 
adjusted  in  accordance  with  the 
provisions  of  section  1886(d)  of  the  Act. 
For  Puerto  Rico  hospitals,  the  Puerto 
Rico-specific  standardized  amount  is 
based  on  per  discharge  averages  of 
adjusted  target  amounts  from  a  base 
period  (section  1886(d)(9)(B)(i)  of  the 
Act),  updated  and  otherwise  adjusted  in 
accordance  with  the  provisions  of 
section  1886(d)(9)  of  the  Act.  The 
September  1,  1983  interiih  final  rule  (48 
FR  39763)  contained  a  detailed 
explanation  of  how  base-year  cost  data 
(from  cost  reporting  periods  ending 
during  FY  1981)  were  established  for 
urban  and  rural  hospitals  in  the  initial 
development  of  standardized  amounts 
for  the  IPPS.  The  September  1, 1987 
final  rule  (52  FR  33043  and  33066) 
contains  a  detailed  explanation  of  how 
the  target  amounts  were  determined  and 
how  they  are  used  in  computing  the 
Puerto  Rico  rates. 

Sections  1886(d)(2)(B)  and 
1886(d)(2)(C)  of  the  Act  require  us  to 
update  base-year  pl^r  discharge  costs  for 
FY  1984  and  then  standardize  the  cost 
data  in  order  to  remove  the  effects  of 
certain  sources  of  cost  variations  among 
hospitals.  These  effects  include  case- 
mix,  differences  in  area  wage  levels, 
cost-of-living  adjustments  for  Alaska 
and  Hawaii,  IME  costs,  and  costs  to 
hospitals  serving  a  disproportionate 
share  of  low-income  patients. 

In  accordance  with  section 
1886(d)(3)(E)  of  the  Act,  the  Secretary 
estimates,  from  time-to-time,  the 
proportion  of  hospitals’  costs  that  are 
attributable  to  wages  and  wage-related 
costs.  In  general,  the  standardized 
amount  is  divided  into  labor-related  and 
nonlabor-related  amounts:  only  the 
proportion  considered  to  be  the  labor- 
related  amount  is  adjusted  by  the  wage 
index.  Section  1886(d)(3)(E)  of  the  Act 
requires  that  62  percent  of  the 
standardized  amount  be  adjusted  by  the 
wage  index,  unless  doing  so  would 
result  in  lower  payments  to  a  hospital 
than  would  otherwise  be  made.  (Section 
1886(d)(9)(C)(iv)(II)  of  the  Act  extends 
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this  provision  to  the  labor-related  share 
for  hospitals  located  in  Puerto  Rico.) 

For  FY  2013,  we  are  continuing  to  use 
a  labor-related  share  of  68.8  percent  for 
discharges  occurring  on  or  after  October 
1,  2012,  for  the  national  standardized 
amounts  and  62.1  percent  for  the  Puerto 
Rico-specific  standardized  amount. 
Consistent  with  section  1886(d)(3)(E)  of 
the  Act,  we  are  applying  the  wage  index 
to  a  labor-related  share  of  62  percent  for 
all  IPPS  hospitals  whose  wage  index 
values  are  less  than  or  equal  to  1.0000. 

For  all  IPPS  hospitals  whose  wage 
indices  are  greater  than  1.0000,  we  are 
applying  the  wage  index  to  a  labor- 
related  share  of  68.8  percent  of  the 
national  standardized  amount.  For  FY 
2013,  all  Puerto  Rico  hospitals  have  a 
wage  index  less  than  1.0.  Therefore,  the 
national  labor-related  share  is  62 
percent  because  the  wage  index  for  all 
Puerto  Rico  hospitals  is  less  than  1.0. 

For  hospitals  located  in  Puerto  Rico, 
we  are  applying  a  labor-related  share  of 
62.1  percent  if  its  Puerto  Rico-specific 
wage  index  is  greater  than  1.0000.  For 
hospitals  located  in  Puerto  Rico  whose 
Puerto-Rico  specific  wage  index  values 
are  less  than  or  equal  to  1.0000,  we  are 
applying  a  labor  share  of  62  percent. 

The  standardized  amounts  for 
operating  costs  appear  in  Tables  lA,  IB, 
and  IC  that  are  listed  and  published  in 
section  VI.  of  the  Addendum  to  this 
final  rule  and  are  available  via  the 
Internet. 

2.  Computing  the  Average  Standardized 
Amount 

Section  1886(d)(3)(A)(iv)(II)  of  the  Act 
requires  that,  beginning  with  FY  2004 
and  thereafter,  an  equal  standardized 
amount  be  computed  for  all  hospitals  at 
the  level  computed  for  large  urban 
hospitals  during  FY  2003,  updated  by 
the  applicable  percentage  update. 

Section  1886(d)(9)(A)(ii)(II)  of  the  Act 
equalizes  the  Puerto  Rico-specific  urban 
and  rural  area  rates.  Accordingly,  we  are 
calculating  the  FY  2013  national 
standardized  amount  and  Puerto  Rico- 
specific  rate  irrespective  of  whether  a 
hospital  is  located  in  an  urban  or  rural 
location. 

3.  Updating  the  Average  Standardized 
Amount 

Section  1886(b)(3)(B)  of  the  Act 
specifies  the  applicable  percentage 
increase  used  to  update  the 
standardized  amount  for  payment  for 
inpatient  hospital  operating  costs.  As 
discussed  in  section  IV.H.  of  the 
preamble  of  this  final  rule,  in 
accordance  with  section  1886(b)(3)(B)  of 
the  Act,  as  amended  by  section  3401(a) 
of  the  Affordable  Care  Act,  we  are 
reducing  the  FY  2013  applicable 


percentage  increase  (which  is  based  on 
the  second  quarter  2012  forecast  of  the 
FY  2006-based  IPPS  market  basket)  by 
the  MFP  adjustment  (the  10-year 
moving  average  of  MFP  for  the  period 
ending  FY  2013)  of  0.7  percent,  which 
is  calculated  based  on  IHS  Global 
Insight,  Inc.’s  (Id’s)  second  quarter 
2012  forecast.  In  addition,  in  accordance 
with  section  1886(b)(3)(B)(i)  of  the  Act, 
as  amended  by  sections  3401(a)  and 
10319(a)  of  the  Affordable  Care  Act,  we 
are  further  updating  the  standardized 
amount  for  FY  2013  by  the  estimated 
market  basket  percentage  increase  less 
0.1  percentage  point  for  hospitals  in  all 
areas.  Sections  1886(b)(3)(B)(xi)  and 
(xii)  of  Act,  as  added  and  amended  by 
sections  3401(a)  and  10319(a)  the 
Affordable  Care  Act,  further  state  that 
these  adjustments  may  result  in  the 
applicable  percentage  increase  being 
less  than  zero.  The  percentage  increase 
in  the  market  basket  reflects  the  average 
change  in  the  price  of  goods  and 
services  comprising  routine,  ancillary, 
and  special  care  unit  hospital  inpatient 
services.  Based  on  Id’s  2012  second 
quarter  forecast  of  the  hospital  market 
basket  increase  (as  discussed  in 
Appendix  B  of  this  final  rule),  the  most 
recent  forecast  of  the  hospital  market 
basket  increase  for  FY  2013  is  2.6 
percent.  Thus,  for  FY  2013,  the  update 
to  the  average  standardized  amount  is 
1.8  percent  for  hospitals  in  all  areas 
(that  is,  the  FY  2013  estimate  of  the 
market  basket  rate-of-increase  of  2.6 
percent  less  an  adjustment  of  0.7 
percentage  point  for  MFP  and  less  0.1 
percentage  point).  For  hospitals  that  do 
not  submit  quality  data  pursuant  to 
section  1886(b)(3)(B)(viii)  of  the  Act,  the 
estimated  update  to  the  operating 
standardized  amount  is  -0.2  percent 
(that  is,  the  FY  2013  estimate  of  the 
market  basket  rate-of-increase  of  2.6 
percent,  less  2.0  percentage  points  for 
failure  to  submit  data  under  the 
Hospital  IQR  Program,  less  an 
adjustment  of  0.7  percentage  point  for 
MFP,  and  less  0.1  percentage  point). 

The  standardized  amounts  in  Tables  lA 
through  1C  that  are  published  in  section 
VI.  of  this  Addendum  and  available  via 
the  Internet  reflect  these  differential 
amounts. 

Section  401(c)  of  Public  Law  108-173 
amended  section  1886(d)(9)(C)(i)  of  the 
Act  and  states  that,  for  discharges 
occurring  in  a  fiscal  year  (beginning 
with  FY  2004),  the  Secretary  shall 
compute  an  average  standardized 
amount  for  hospitals  located  in  any  area 
of  Puerto  Rico  that  is  equal  to  the 
average  standardized  amount  computed 
under  subclause  (I)  for  FY  2003  for 
hospitals  in  a  large  urban  area  (or. 


beginning  with  FY  2005,  for  all 
hospitals  in  the  previous  fiscal  year) 
increased  by  the  applicable  percentage 
increase  under  subsection  (b)(3)(B)  for 
the  fiscal  year  involved.  Therefore,  the 
update  to  the  Puerto  Rico-specific 
operating  standardized  amount  is 
subject  to  the  applicable  percentage 
increase  set  forth  under  section 
1886(b)(3)(B)(i)  of  the  Act,  as  amended 
by  sections  3401(a)  and  10319(a)  of  the 
Affordable  Care  Act  (that  is,  the  same 
update  factor  as  for  all  other  hospitals 
subject  to  the  IPPS).  Accordingly,  we  are 
finalizing  an  applicable  percentage 
increase  to  the  Puerto  Rico-specific 
standardized  amount  of  1.8  percent. 

Although  the  update  factors  for  FY 
2013  are  set  by  law,  we  are  required  by 
section  1886(e)(4)  of  the  Act  to 
recommend,  taking  into  account 
MedPAC’s  recommendations, 
appropriate  update  factors  for  FY  2013 
for  both  IPPS  hospitals  and  hospitals 
and  hospital  units  excluded  from  the 
IPPS.  Section  1886(e)(5)(A)  of  the  Act 
requires  that  we  publish  our  proposed 
recommendations  in  the  Federal 
Register  for  public  comment.  Our  final 
recommendation  on  the  update  factors 
is  set  forth  in  Appendix  B  of  this  final 
rule. 

4.  Other  Adjustments  to  the  Average 
Standardized  Amount 

As  in  the  past,  we  are  adjusting  the 
FY  2013  standardized  amount  to  remove 
the  effects  of  the  FY  2012  geographic 
reclassifications  and  outlier  payments 
before  applying  the  FY  2013  updates. 

We  then  apply  budget  neutrality  offsets 
for  outliers  and  geographic 
reclassifications  to  the  standardized 
amount  based  on  FY  2013  payment 
policies. 

We  do  not  remove  the  prior  year’s 
budget  neutrality  adjustments  for 
reclassification  and  recalibration  of  the 
DRG  relative  weights  and  for  updated 
wage  data  because,  in  accordance  with 
sections  1886(d)(4)(C)(iii)  and 
1886(d)(3)(E)  of  the  Act,  estimated 
aggregate  payments  after  updates  in  the 
DRG  relative  weights  and  wage  index 
should  equal  estimated  aggregate 
payments  prior  to  the  changes.  If  we 
removed  the  prior  year’s  adjustment,  we 
would  not  satisfy  these  conditions. 

Budget  neutrality  is  determined  by 
comparing  aggregate  IPPS  payments 
before  and  after  making  changes  that  are 
required  to  be  budget  neutral  (for 
example,  changes  to  MS-DRG 
classifications,  recalibration  of  the  MS- 
DRG  relative  weights,  updates  to  the 
wage  index,  and  different  geographic 
reclassifications).  We  include  outlier 
payments  in  the  simulations  because 
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they  may  be  affected  by  changes  in  these 
parameters. 

In  order  to  appropriately  estimate 
aggregate  payments  in  our  modeling,  we 
make  several  inclusions  and  exclusions 
so  that  the  appropriate  universe  of 
claims  and  charges  are  included.  We 
discuss  IME  Medicare  Advantage 
payment  amounts,  fee-for-service  only 
claims,  and  charges  for  anti-hemophilic 
blood  factor  and  organ  acquisition 
below. 

First,  consistent  with  our 
methodologv  established  in  the  FY  2011 
IPPS/LTCH  PPS  final  rule  (75  FR  50422 
through  50433),  because  IME  Medicare 
Advantage  payments  are  made  to  IPPS 
hospitals  under  section  1886(d)  of  the 
Act,  we  believe  these  payments  must  be 
part  of  these  budget  neutrality 
calculations.  However,  we  note  that  it  is 
not  necessary  to  include  Medicare 
Advantage  IME  payments  in  the  outlier 
threshold  calculation  or  the  outlier 
offset  to  the  standardized  amount 
because  the  statute  requires  that  outlier 
payments  be  not  less  than  5  percent  nor 
more  than  6  percent  of  total  “operating 
DRG  payments,”  which  does  not 
include  IME  and  DSH  payments.  We 
refer  readers  to  the  FY  2011  IPPS/LTCH 
PPS  final  rule  for  a  complete  discussion 
on  our  methodology  of  identifying  and 
adding  the  total  Medicare  Advantage 
IME  payment  amount  to  the  budget 
neutrality  adjustments. 

Second,  consistent  with  the 
methodology  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule,  in  order  to  ensure  that 
we  capture  only  fee-for-service  claims, 
we  cire  only  including  claims  with  a 
“Claim  Type”  of  60  (which  is  a  field  on 
the  MedPAR  file  that  indicates  a  claim 
is  a  fee-for-service  claim). 

Third,  consistent  with  our 
methodology  established  in  the  FY  2011 
IPPS/LTCH  PPS  final  rule  (75  FR  50422 
through  50423),  we  examined  the 
MedPAR  file  and  removed  pharmacy 
charges  for  anti-hemophilic  blood  factor 
(which  are  paid  separately  under  the 
IPPS)  with  an  indicator  of  “3”  for  blood 
clotting  with  a  revenue  code  of  “0636” 
from  the  covered  charge  field  for  the 
budget  neutrality  adjustments.  We  also 
removed  organ  acquisition  charges  from 
the  covered  charge  field  for  the  budget 
neutrality  adjustments  because  organ 
acquisition  is  a  pass-through  payment 
not  paid  under  the  IPPS. 

Comment:  One  commenter  noted  that 
it  is  still  likely  that  CMS  is  including 
charges  for  anti-hemophilic  blood  factor 
(which  are  paid  separately  under  the 
IPPS)  in  the  MedPAR  claims  used  to 
determine  the  budget  neutrality 
adjustments.  The  commenter  explained 
that  the  majority  of  patients  receiving 
blood  clotting  drugs  have  a  pharmacy 


indicator  of  “5”,  which  denotes 
“general  drugs  and/or  IV  therapy  and 
blood  clotting  drugs.”  The  commenter 
searched  the  MedPAR  file  and  found 
67,548  claims  reporting  patients 
receiving  blood  clotting  drugs  and  843 
of  these  claims  had  a  pharmacy 
indicator  of  “3”.  From  the  subset  of  843 
claims,  5  had  pharmacy  charges  in 
excess  of  $100,000  and  724  claims  had 
pharmacy  charges  greater  than  $100,000 
with  a  pharmacy  indicator  of  “5”.  The 
commenter  noted  that  the  bulk  of  these 
843  claims  contain  a  pharmacy 
indicator  of  “5”;  however,  the  MedPAR 
file  as  currently  constructed  does  not 
allow  for  the  separation  of  anti¬ 
hemophilic  blood  factor  charges  from 
other  pharmacy  charges.  The 
commenter  concluded  that  the  inclusion 
of  all  pharmacy  charges  with  a 
phairmacy  indicator  of  “5”  is 
inappropriate. 

Response:  We  appreciate  the 
commenter’s  concern  regarding 
including  charges  that  may  not  be 
appropriate  to  include  within  our 
modeling.  As  acknowledged  by  the 
commenter,  the  MedPAR  file  as 
currently  constructed  does  not  allow  for 
the  separation  of  anti-hemophilic  blood 
factor  charges  from  other  pharmacy 
charges.  We  will  explore  the  possibility 
of  uniquely  identifying  anti-hemophilic 
blood  factor  pharmacy  charges  within 
the  MedPAR  file  for  future  rulemaking. 

Section  3021  of  the  Affordable  Care 
Act,  codified  under  section  1115A  of  the 
Act,  authorizes  CMS  to  test  innovative 
payment  and  service  delivery  models 
with  the  goal  of  reducing  Medicare 
program  expenditures  while  preserving 
or  enhancing  the  quality  of  care 
furnished  to  individuals.  Because 
initiatives  established  under  this 
authority  could  result  in  IPPS  hospitals 
receiving  a  payment  that  is  different 
from  what  they  otherwise  would  receive 
under  the  IPPS,  we  believe  it  is 
important  to  identify  how  these 
initiatives  are  addressed  in  the  context 
of  our  budget  neutrality  calculations. 

The  Bundled  Payments  for  Care 
Improvement  (BPCI)  initiative, 
developed  by  CMS’  Center  for  Medicare 
and  Medicaid  Innovation  under  the 
authority  of  section  3021  of  the 
Affordable  Care  Act  (codified  under 
section  1115A  of  the  Act),  will  test  four 
payment  models  that  link  payments  for 
multiple  services  during  an  episode  of 
care.  On  August  23,  2011,  CMS  invited 
providers  to  apply  to  help  develop  and 
test  four  models  of  bundling  payments 
under  the  BPCI.  We  refer  readers  to 
section  IV.H.4.  of  the  preamble  of  this 
final  rule  for  a  discussion  on  the  BPCI 
initiative.  We  note  that  under  Models  1, 
2,  and  4,  participating  IPPS  hospitals 


could  receive  a  payment  for  all  or 
selected  IPPS  claims  under  the  BPCI 
that  differs  from  payments  they  would 
otherwise  receive  under  the  IPPS.  We 
also  note  that  Model  3  addresses 
payments  for  related  readmissions  and 
postacute  care  services.  Therefore,  we 
believe  it  is  not  necessary  to  address  the 
treatment  of  any  data  for  participating 
hospitals  in  Model  3. 

In  the  proposed  rule,  for  purposes  of 
computing  the  budget  neutrality 
calculations  to  determine  the  average 
standardized  amount,  we  proposed  to 
include  all  applicable  data  firom 
subsection  (d)  hospitals  participating  in 
BPCI  Models  1,  2,  and  4  in  our  IPPS  , 
payment  modeling  and  ratesetting 
calculations  (which  includes 
recalibration  of  the  MS-DRC  relative 
weights,  ratesetting,  calculation  of  the 
budget  neutrality  factors,  and  the  impact 
analysis).  In  essence,  we  would 
continue  to  treat  these  hospitals  the 
same  as  in  prior  fiscal  years  for 
purposes  of  the  FY  2013  (and 
subsequent  years)  IPPS  payment 
modeling  and  ratesetting  process 
without  regard  to  a  hospital’s 
participation  within  these  three  bundled 
payment  models  (that  is,  we  would  treat 
these  hospitals  as  if  they  are  not 
participating  in  Model  1,  Model  2,  or 
Model  4  under  the  BPCI  initiative).  We 
stated  that  we  believe  it  is  appropriate 
to  include  all  applicable  data  from  these 
subsection  (d)  hospitals  in  our  IPPS 
payment  modeling  and  ratesetting 
calculations  because  these  hospitals  are 
still  receiving  IPPS  payments  under 
section  1886(d)  of  the  Act  (in  addition 
to  the  reconciliation  payment  the 
hospital  may  receive  under  Model  2  of 
the  BPCl  initiative).  Moreover,  the 
Secretary  has  the  authority  to  make 
appropriate  adjustments  for  payment 
amounts  under  section  1886(d)(5)(I)(i)  of 
the  Act  to  include  all  applicable  data 
firom  these  “subsection  (d)”  hospitals  in 
our  IPPS  ratesetting  calculations.  We 
further  stated  that  we  believe  it  is 
appropriate  to  use  the  Secretary’s 
authority  under  section  1886(d)(5)(I)(i) 
of  the  Act  to  include  all  IPPS  short-term 
acute  care  hospitals  and  their  data 
within  the  IPPS  ratesetting  calculations 
because  excluding  these  hospitals 
would  diminish  the  number  of 
providers  used  to  determine  the  IPPS 
rates,  which  could  cause  fluctuations  to 
the  IPPS  rates  and  could  produce 
instability  in  the  IPPS  rates.  We  did  not 
receive  any  public  comments  on  this 
proposal  and,  therefore,  we  are 
finalizing  our  proposal  as  presented  in 
the  FY  2013  IPPS  proposed  rule  (77  FR 
28138  through  28139)  and  summarized 
above  without  modification. 
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Specifically,  we  are  adopting  as  final 
our  methodology  to  include  all 
applicable  data  from  subsection  (d) 
hospitals  participating  in  BPCI  Models 
1,2,  and  4  in  our  IPPS  payment 
modeling  and  ratesetting  calculations 
(which  includes  recalibration  of  the 
MS-DRG  relative  weights,  ratesetting, 
calculation  of  the  budget  neutrality 
factors,  and  the  impact  analysis). 

The  Affordable  Care  Act  established 
the  Hospital  Readmissions  Reduction 
Program  and  the  Hospital  Value-Based 
Purchasing  (VBP)  Program  which  adjust 
payments  to  certain  IPPS  hospitals 
beginning  with  discharges  on  or  after 
October  1,  2012.  Because  the 
adjustments  made  under  these  programs 
affect  the  estimation  of  aggregate  IPPS 
payments,  in  the  proposed  rule  we 
stated  that  we  believe  it  is  appropriate 
to  include  adjustments  for  these 
programs  within  our  budget  neutrality 
calculations.  We  discuss  the  treatment 
of  these  two  programs  in  the  context  of 
budget  neutrality  adjustments  below. 

Section  3025  of  the  Affordable  Care 
Act,  as  amended  by  section  10309  of  the 
Affordable  Care  Act,  added  a  new 
subsection  (q)  to  section  1886  of  the  Act. 
Section  1886(q)  of  the  Act  establishes 
the  “Hospital  Readmissions  Reduction 
Program”  effective  for  discharges  from 
an  “applicable  hospital”  beginning  on 
or  after  October  1,  2012,  under  which 
payments  to  those  hospitals  under 
section  1886(d)  of  the  Act  will  be 
reduced  to  account  for  certain  excess 
readmissions.  Under  the  Hospital 
Readmissions  Reduction  Program  under 
section  1886(q)  of  the  Act,  payments  for 
discharges  from  an  “applicable 
hospital”  will  be  in  an  amount  equal  to 
the  product  of  the  “base  operating  DRC 
payment  amount”  and  an  “adjustment 
factor”  that  accounts  for  excess 
readmissions  for  the  hospital  for  the 
fiscal  year,  for  discharges  beginning  on 
October  1,  2012.  (The  statute  also 
specifies  that  any  applicable  add-on 
payments  for  IME,  DSH,  outliers  and 
low-volume  hospitals  provided  for 
under  sections  1886(d)(5)(A),  (d)(5)(B), 
(d)(5)(F),  and  (d)(12)  of  the  Act, 
respectively,  are  not  affected  by  the 
adjustment  for  excess  readmissions 
under  the  Hospital  Readmissions 
Reduction  Program.)  In  other  words, 
payment  under  section  1886(q)  is  the 
base  operating  DRC  payment  amount 
multiplied  by  the  adjustment  factor, 
calculated  separately  from  any  outliers, 
IME,  DSH,  or  low-volume  payment 
adjustment  the  hospital  may  otherwise 
receive.  We  refer  readers  to  section 
IV. A.  of  the  preamble  of  this  final  rule 
for  full  details  of  our  implementation  of 
the  Hospital  Readmissions  Reduction 
Program  for  FY  2013,  including 


definitions  of  the  “base  operating  DRC 
payment  amount.”  Under  current  law, 
the  Hospital  Readmissions  Reduction 
Program  under  section  1886(q)  of  the 
Act  is  not  budget  neutral. 

Section  1886(o)  of  the  Act  requires  the 
Secretary  to  establish  a  hospital  value- 
based  purchasing  program  under  which, 
beginning  in  FY  2013,  value-based 
incentive  payments  will  be  made  in  a 
fiscal  year  to  eligible  subsection  (d) 
hospitals  that  meet  performance 
standards  established  for  a  performance 
period  for  that  fiscal  year.  As  specified 
under  section  1886(o)(7)(B)(i)  of  the  Act, 
the  cost  of  these  value-based  incentive 
payments  are  funded  by  a  reduction 
applied  to  each  eligible  hospital’s  base- 
operating  DRC  payment  amount,  for 
each  discharge  occurring  in  the  fiscal 
year,  beginning  with  FY  2013.  For  FY 
2013,  the  reduction  amount  is  equal  to 
1.00  percent.  As  required  by  section 
1886(o)(7)(A)  of  the  Act,  the  total 
amount  of  allocated  funds  available  for 
value-based  incentive  payments  with 
respect  to  a  fiscal  year  is  equal  to  the 
total  amount  of  estimated  base-operating 
DRC  payment  reductions  (the  applicable 
percent  reduction  for  FY  2013  is  1.0),  as 
estimated  by  the  Secretary.  We  refer 
readers  to  section  VIII.C.  of  the 
preamble  of  this  final  rule  for  details 
regarding  our  implementation  of  the 
Hospital  VBP  Program,  including  the 
definition  of  the  “base  operating  DRC 
payment  amount.” 

Unlike  the  Hospital  Readmissions 
Reduction  Program  (where  an 
adjustment  factor  is  applied  to  reduce 
the  base-operating  DRC  payment 
amount  for  excess  readmissions),  the 
Hospital  VBP  Program  is  estimated  to 
have  no  effect  on  overall  payments.  As 
mentioned  above,  for  FY  2013,  the  total 
amount  of  the  funding  pool  for  value- 
based  incentive  payments  is  estimated 
to  equal  the  total  amount  of  the  eligible 
hospitals’  base-operating  DRC  payment 
amount  reductions.  In  other  words,  the 
funding  pool  that  CMS  sets  aside  for  the 
Hospital  VBP  Program  is  then  equally 
redistributed  by  applying  the  hospital 
VBP  adjustment.  However,  both  the 
hospital  readmissions  payment 
adjustment  (reduction)  and  the  hospital 
VBP  adjustment  (redistribution)  are 
applied  on  a  claim  by  claim  basis  by 
adjusting,  as  applicable,  the  base- 
operating  DRC  payment  amount  for 
individual  subsection  (d)  hospitals, 
which  affects  the  overall  sum  of 
aggregate  payments  on  each  side  of  the 
comparison  within  the  budget  neutrality 
calculations.  For  example,  when  we 
calculate  the  budget  neutrality  factor  for 
MS-DRC  reclassification  and 
recalibration  of  the  relative  weights,  we 
compare  aggregate  payments  estimated 


using  the.  prior  year’s  CROUPER  and 
relative  weights  to  estimated  payments 
using  the  new  CROUPER  and  relative 
weights.  (We  refer  readers  to  section 
II.4.a.  of  this  Addendum  for  full  details.) 
Other  factors,  such  as  the  DSH  and  IME 
payment  adjustments,  are  the  same  on 
both  sides  of  the  comparison  because 
we  are  only  seeking  to  ensure  that 
aggregate  payments  do  not  increase  or 
decrease  as  a  result  of  the  changes  of 
MS-DRG  reclassification  and 
recalibration.  In  order  to  properly  sum 
aggregate  payments  on  each  side  of  the 
comparison,  we  proposed  to  apply  the 
hospital  readmissions  payment 
adjustment  and  the  hospital  VBP 
adjustment  on  each  side  of  the 
comparison.  We  did  not  receive  any 
public  comments  on  this  proposal. 
Therefore,  to  assure  that  aggregate 
payments  are  estimated  correctly  in 
light  of  the  effects  of  the  Hospital 
Readmissions  Reduction  Program  and 
the  Hospital  VBP  Program,  we  are 
finalizing  our  proposal  as  presented  in 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  (77  FR  28138  through  28139) 
without  modification,  and  are  applying 
the  readmissions  payment  adjustment 
and  the  Hospital  VBP  payment 
adjustment  on  both  sides  of  our 
comparison  of  aggregate  payments  when 
determining  all  budget  neutrality  factors 
described  in  section  II.A.4.  of  this 
Addendum. 

For  the  proposed  rule,  for  the  purpose 
of  modeling  the  aggregate  payments  for 
excess  readmissions  and  the 
readmissions  adjustment  factors,  we 
used  excess  readmission  ratios  for  the 
applicable  hospitals  from  the  3-year 
period  of  July  1,  2007,  to  June  30,  2010 
(the  3-year  period  preceding  the  FY 
2013  “applicable  period”  of  July  1, 

2008,  to  June  30,  2011,  that  was 
finalized  in  last  year’s  rulemaking  (76 
FR  51671  through  51672),  because  the 
underlying  data  from  this  period  had 
already  been  made  available  to  the 
public  on  the  Hospital  Compare  Web 
site  (as  of  July  2011).  At  that  time,  the 
data  from  the  3-year  applicable  period 
of  July  1,  2008,  to  June  30,  2011,  for  FY 
2013  had  not  been  through  the  review 
and  correction  process  required  by 
section  1886(q)(6)  of  the  Act.  As  we 
indicated  in  the  proposed  rule,  for  this 
final  rule,  we  are  using  excess 
readmission  ratios  based  on  admissions 
for  the  finalized  applicable  period  of 
July  1,  2008,  to  June  30,  2011,  to 
calculate  the  aggregate  payments  for 
excess  readmissions  and  ultimately  to 
calculate  the  readmissions  payment 
adjustment  factors  for  FY  2013,  because 
applicable  hospitals  Jiave  had  the  ' 
opportunity  to  review  and  correct  these 
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data  before  the  data  were  made  public 
under  our  proposal  set  forth  in  the 
proposed  rule  regarding  the  reporting  of 
hospital-specific  readmission  rates, 
consistent  with  section  1886(q)(6)  of  the 
Act  (as  discussed  in  section  IV.A.S.d.  of 
the  preamble  of  this  final  rule). 

a.  Recalibration  of  MS-DRG  Relative 
Weights  and  Updated  Wage  Index — 
Budget  Neutrality  Adjustment 

Section  1886(d)(4)(C)(iii)  of  the  Act 
specifies  that,  beginning  in  FY  1991,  the 
annual  DRG  reclassification  and 
recalibration  of  the  relative  weights 
must  be  made  in  a  manner  that  ensures 
that  aggregate  payments  to  hospitals  are 
not  affected.  As  discussed  in  section 
II.H.  of  the  preamble  of  this  final  rule, 
we  normalized  the  recalibrated  MS- 
DRG  relative  weights  by  an  adjustment 
factor  so  that  the  average  case  relative 
weight  after  recalibration  is  equal  to  the 
average  case  relative  weight  prior  to 
recalibration.  However,  equating  the 
average  case  relative  weight  after 
recalibration  to  the  average  case  relative 
weight  before  recalibration  does  not 
necessarily  achieve  budget  neutrality 
with  respect  to  aggregate  payments  to 
hospitals  because  payments  to  hospitals 
are  affected  by  factors  other  than 
average  case  relative  weight.  Therefore, 
as  we  have  done  in  past  years,  we  are 
making  a  budget  neutrality  adjustment 
to  ensure  that  the  requirement  of  section 
1886(d)(4){C)(iii)  of  the  Act  is  met. 

Section  1886(d)(3)(E)(i)  of  the  Act 
requires  us  to  update  the  hospital  wage 
index  on  an  annual  basis  beginning 
October  1, 1993.  This  provision  also 
requires  us  to  make  any  updates  or 
adjustments  to  the  wage  index  in  a 
manner  that  ensures  that  aggregate 
payments  to  hospitals  are  not  affected 
fay  the  change  in  the  wage  index. 

Section  1886(d)(3](E)(i)  of  the  Act 
requires  that  we  implement  the  wage 
index  adjustment  in  a  budget  neutral 
manner.  However,  section 
1886(d){3)(E)(ii)  of  the  Act  sets  the 
labor-related  share  at  62  percent  for 
hospitals  with  a  wage  index  less  than  or 
equal  to  1.0,  and  section  1886(d)(3)(E)(i) 
of  the  Act  provides  that  the  Secretary 
shall  calculate  the  budget  neutrality 
adjustment  for  the  adjustments  or 
updates  made  under  that  provision  as  if 
section  1886(d){3)(E)(ii)  of  the  Act  had 
not  been  enacted.  In  other  words,  this 
section  of  the  statute  requires  that  we 
implement  the  updates  to  the  wage 
index  in  a  budget  neutral  manner,  but 
that  our  budget  neutrality  adjustment 
should  not  take  into  account  the 
requirement  that  we  set  the  labor-related 
share  for  hospitals  with  wage  indices 
less  than  or  equal  tal.O  at  tfae  more 
advantageous  level  of  62  percent. 


Therefore,  for  purposes  of  this  budget 
neutrality  adjustment,  section 
1886(d)(3)(E){i)  of  the  Act  prohibits  us 
from  taking  into  account  the  fact  that 
hospitals  with  a  wage  index  less  than  or 
equal  to  1.0  are  paid  using  a  labor- 
related  share  of  62  percent.  Consistent 
with  current  policy,  for  FY  2013,  we  are 
adjusting  100  percent  of  the  wage  index 
factor  for  occupational  mix.  We  describe 
the  occupational  mix  adjustment  in 
section  III.F.  of  the  preamble  of  this 
final  rule. 

For  FY  2013,  to  comply  with  the 
requirement  that  MS-DRG 
reclassification  and  recalibration  of  the 
relative  weights  be  budget  neutral  for 
the  Puerto  Rico  standardized  amount 
and  the  hospital-specific  rates,  we  used 
FY  2011  discharge  data  to  simulate 
payments  and  compared  aggregate 
payments  using  the  FY  2012  labor- 
related  share  percentages,  the'FY  2012 
relative  weights,  and  the  FY  2012  pre¬ 
reclassified  wage  data  and  applied  the 
FY  2013  hospital  readmissions  payment 
adjustments  and  estimated  FY  2013 
hospital  VBP  payment  adjustments  to 
aggregate  payments  using  the  FY  2012 
labor-related  share  percentages,  the  FY 
2013  relative  weights,  and  the  FY  2012 
pre-reclassified  wage  data  and  applied 
the  same  hospital  readmissions  payment 
adjustments  and  estimated  hospital  VBP 
adjustments.  Based  on  this  comparison, 
we  computed  a  budget  neutrality 
adjustment  factor  equal  to  0.998431.  As 
discussed  in  section  IV.  of  this 
Addendum,  we  also  me  applying  the 
MS-DRG  reclassification  and 
recalibration  budget  neutrality  factor  of 
0.998431  to  the  hospital-specific  rates 
that  are  effective  for  cost  reporting 
periods  beginning  on  or  after  October  1, 
2012. 

In  order  to  meet  the  statutory 
requirements  that  we  do  not  take  into 
account  the  labor-related  share  of  62 
percent  when  computing  wage  index 
faudget  neutrality,  it  was  necessary  to 
use  a  three-step  process  to  comply  with 
the  requirements  that  MS-DRG 
reclassification  and  recalibration  of  the 
relative  weights  and  the  updated  wage 
index  and  labor-rel&ted  share  have  no 
effect  on  aggregate  payments  for  IPPS 
hospitals.  We  first  determined  an  MS- 
DRG  reclassification  and  recalibration 
budget  neutrality  factor  of  0.998431  (by 
using  the  same  methodology  described 
above  to  determine  the  MS-DRG 
reclassification  and  recalibration  budget 
neutrality  factor  for  the  Puerto  Rico 
standardized  amount  and  hospital- 
specific  rates).  Secondly,  to  compute  a‘ 
budget  neutrality  factor  for  wage  index 
and  labor-related  share  changes,  we 
used  FY  2011  discharge  data  to  simulate 
payments  and  compared  aggregate 


payments  using  FY  2013  relative 
weights  and  FY  2012  pre-reclassified 
wage  indices,  applied  the  FY  2012 
labor-related  share  of  68.8  percent  to  all 
hospitals  (regardless  of  whether  the 
hospital’s  wage  index  was  above  or 
below  1.0)  and  applied  the  FY  2013 
hospital  readmissions  payment 
adjustment  and  the  FY  2013  estimated 
hospital  VBP  payment  adjustment  when 
estimating  aggregate  payments  using  the 
FY  2013  relative  weights  and  the  FY 
2013  pre-reclassified  wage  indices, 
applied  the  labor-related  share  for  FY 
2013  of  68.8  percent  to  all  hospitals 
(regardless  of  whether  the  hospital’s 
wage  index  was  above  or  below  1.0), 
and  applied  the  same  FY  2013  hospital 
readmissions  payment  adjustments  and 
estimated  FY  2013  hospital  VBP 
payment  adjustments.  In  addition,  we 
applied  the  MS-DRG  reclassification 
and  recalibration  budget  neutrality 
factor  (derived  in  the  first  step)  to  the 
rates  that  were  used  to  simulate 
payments  for  this  comparison  of 
aggregate  payments  from  FY  2012  to  FY 
2013.  By  applying  this  methodology,  we 
determined  a  budget  neutrality  factor  of 
1.000331  for  changes  to  the  wage  index. 
Finally,  we  multiplied  the  MS-DRG 
reclassification  and  recalibration  budget 
neutrality  factor  of  0.998431(derived  in 
the  first  step)  by  the  budget  neutrality 
factor  of  1.000331  for  changes  to  the 
wage  index  (derived  in  the  second  step) 
to  determine  the  MS-DRG 
reclassification  and  recalibration  and 
updated  wage  index  budget  neutrality 
factor  of  0.998761. 

b.  Reclassified  Hospitals — Budget 
Neutrality  Adjustment 

Section  1886(d)(8)(B)  of  the  Act 
provides  that,  effective  with  discharges 
occurring  on  or  after  October  1, 1988, 
certain  rural  hospitals  are  deemed 
urban.  In  addition,  section  1886(d)(10) 
of  the  Act  provides  for  the 
reclassification  of  hospitals  based  on 
determinations  by  the  MGCRB.  Under 
section  1886(d)(10)  of  the  Act,  a  hospital 
may  be  reclassified  for  purposes  of  the 
wage  index. 

Under  section  1886(d)(8)(D)  of  the' 

Act,  the  Secretary  is  required  to  adjust 
the  standardized  amount  to  ensure  that 
aggregate  payments  under  the  IPPS  after 
implementation  of  the  provisions  of 
sections  1886(d)(8)(B)  and  (C)  and 
1886(d)(10)  of  the  Act  are  equal  to  the 
aggregate  prospective  payments  that 
would  have  been  made  absent  these 
provisions.  We  note  that  the  wage  index 
adjustments  provided  for  under  section 
1886(d)(13)  of  the  Act  are  not  budget 
neutral.  Section  1886(d)(13)(H)  of  the 
Act  provides  that  any  increase  in  a  wage 
index  under  section  1886(d)(13)  shall 
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not  be  taken  into  account  “in  applying 
any  budget  neutrality  adjustment  with 
respect  to  such  index”  under  section 
1886(d)(8)(D)  of  the  Act.  To  calculate 
the  budget  neutrality  factor  for  FY  2013, 
we  used  FY  2011  discharge  data  to 
simulate  payments  and  compared  total 
IPPS  payments  with  FY  2013  relative 
weights,  FY  2013  labor-related  share 
percentages,  and  FY  2013  wage  data 
prior  to  any  reclassifications  under 
sections  1886(d)(8)(B)  and  (C)  and 
1886(d)(10)  of  the  Act  and  applied  the 
FY  2013  hospital  readmissions  payment 
adjustments  and  the  estimated  FY  2013 
hospital  VBP  payment  adjustments  to 
total  IPPS  payments  with  FY  2013 
relative  weights,  FY  2013  labor-related 
share  percentages,  and  FY  2013  wage 
data  after  such  reclassifications  and 
applied  the  same  hospital  readmissions 
payment  adjustments  and  the  estimated 
hospital  VBP  payment  adjustments. 
Based  on  these  simulations,  we 
calculated  an  adjustment  factor  of 
0.991276  to  ensure  that  the  effects  of 
these  provisions  are  budget  neutral, 
consistent  with  the  statute. 

The  FY  2013  budget  neutrality 
adjustment  factor  is  applied  to  the 
standardized  amount  after  removing  the 
effects  of  the  FY  2012  budget  neutrality 
adjustment  factor.  We  note  that,  the  FY 
2013  budget  neutrality  adjustment 
reflects  FY  2013  wage  index 
reclassifications  approved  by  the 
MGCRB  or  the  Administrator. 

c.  Rural  Floor  and  Imputed  Floor  Budget 
Neutrality  Adjustment 

As  noted  above,  as  discussed  in 
section  III.G.  2.b.  of  the  preamble  of  this 
final  rule,  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule,  we.extended  the  imputed 
floor  through  FY  2013.  We  make  an 
adjustment  to  the  wage  index  to  ensure 
that  aggregate  payments  to  hospitals 
after  implementation  of  the  rural  floor 
under  section  4410  of  the  BBA  (Puh.  L. 
105-33)  and  the  imputed  floor  under 
§  412.64(h)(4)  of  the  regulations  are  not 
affected.  In  addition,  we  note  in  section 
lII.G.2.b.  of  the  preamble  of  this  final 
rule,  we  are  finalizing  our  proposal  to 
use  an  alternative  temporary 
methodology  for  computing  the  imputed 
floor  index.  In  the  proposed  rule;  we  did 
not  apply  this  alternative  in  our 
calculation  of  the  proposed  uniform, 
national  rural  floor  budget  neutrality 
adjustment  to  the  wage  indices  because 
the  projected  impact  of  that  proposal 
was  estimated  at  less  than  $5  million 
and,  therefore,  would  have  a  negligible 
impact  on  the  adjustment.  For  this  final 
rule,  consistent  with  our  methodology 
for  treating  the  imputed  floor,  we  have 
included  this  alternative  methodology 
for  computing  the  imputed  floor  index 


in  the  calculation  of  the  uniform, 
national  rural  floor  budget  neutrality 
adjustment  in  this  final  rule.  Gonsistent 
with  section  3141  of  the  Affordable  Gare 
Act  and  as  discussed  in  section  III.G.  of 
the  preamble  of  this  final  rule,  the 
budget  neutrality  adjustment  for  the 
rural  and  imputed  floors  is  a  national 
adjustment  to  the  wage  index. 

Since  FY  2012,  there  has  been  one 
hospital  in  rural  Puerto  Rico.  Therefore, 
similar  to  our  calculation  in  the  FY  2012 
IPPS/LTGH  final  rule  (76  FR  51593),  for 
FY.2013,  we  are  calculating  a  national 
rural  Puerto  Rico  wage  index  (used  to 
adjust  the  labor-related  share  of  the 
national  standardized  amount  for 
hospitals  located  in  Puerto  Rico  which 
receive  75  percent  of  the  national 
standardized  amount)  and  a  rural  Puerto 
Rico-specific  wage  index  (which  is  used 
to  adjust  the  labor-related  share  of  the 
Puerto  Rico-specific  standardized 
amount  for  hospitals  located  in  Puerto 
Rico  that  receive  25  percent  of  the 
Puerto  Rico-specific  standardized 
amount).  Because  this  rural  Puerto  Rico 
hospital  still  has  no  established  wage 
data,  our  calculation  is  based  on  the 
policy  adopted  in  the  FY  2008  IPPS 
final  rule  with  comment  period  (72  FR 
47323).  A  complete  discussion 
regarding  the  computation  of  the  rural 
Puerto  Rico  wage  index  can  be  found  in 
the  FY  2012  IPPS/LTCH  PPS  final  rule. 

To  calculate  the  national  rural  floor 
and  imputed  floor  budget  neutrality 
adjustment  factor  and  Puerto  Rico- 
specific  rural  floor  budget  neutrality 
adjustment  factor,  we  used  FY  2011 
discharge  data  and  FY  2013  post- 
reclassified  national  and  Puerto  Rico- 
specific  wage  indices  to  simulate  IPPS 
payments.  First,  we  compared  the 
national  and  Puerto  Rico-specific 
simulated  payments  without  the 
national  rural  floor  and  imputed  floor 
and  Puerto  Rico-specific  rural  floor 
applied  to  the  national  and  Puerto  Rico- 
specific  simulated  payments  with  the 
national  rural  floor  and  imputed  floor 
and  Puerto  Rico-specific  rural  floor 
applied  to  determine  the  national  rural 
budget  neutrality  adjustment  factor  of 
0.991340  and  the  Puerto  Rico-specific 
budget  neutrality  adjustment  factor  of 
0.987620.  The  national  adjustment  is 
applied  to  the  national  wage  indices  to 
produce  a  national  rural  floor  budget 
neutral  wage  index  and  the  Puerto  Rico- 
specific  adjustment  is  applied  to  the 
Puerto  Rico-specific  wage  indices  to 
produce  a  Puerto  Rico-specific  rural 
floor  budget  neutral  wage  index. 

d.  Case-Mix  Budget  Neutrality 
Adjustment 

Below  we  summarize  the  adjustments 
to  the  FY  2013  payment  rates  to  account 


for  the  effect  of  changes  in 
documentation  and  coding  that  do  not 
reflect  real  changes  in  case-mix.  We 
refer  readers  to  section  II. D.  of  the 
preamble  of  this  final  rule  for  a 
complete  discussion  regarding  our 
proposals  and  final  policies  (including 
our  historical  adjustments  to  the 
payment  rates)  to  eliminate  the 
estimated  effect  of  changes  in 
documentation  and  coding  that  do  not 
reflect  real  changes  in  case-mix. 

(1)  Prospective  Adjustments  for 
Documentation  and  Coding  in  FY  2008 
and  FY  2009  Authorized  by  Section 
7(b)(1)(A)  of  Public  Law  110-90  and 
Section  1886(d)(3)(A)(vi)  of  the  Act 

Section  7(b)(1)(A)  of  Public  Law  110- 
90  requires  that,  if  the  Secretary 
determines  that  implementation  of  the 
MS-DRG  system  resulted  in  changes  in 
documdhtation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  for  . 
discharges  occurring  during  FY  2008  or 
FY  2009  that  are  different  than  the 
prospective  documentation  and  coding 
adjustments  applied  under  section  7(a) 
of  Public  Law  110-90,  the  Secretary 
shall  make  an  appropriate  adjustment 
under  section  1886(d)(3)(A)(vi)  of  the 
Act.  Section  1886(d)(3)(A)(vi)  of  the  Act 
authorizes  adjustments  to  the  average 
standardized  amounts  for  subsequent 
fiscal  years  in  order  to  eliminate  the 
effect  of  such  coding  or  classification 
changes. 

For  FY  2013,  as  proposed,  we  are 
finalizing  a  — 1.9  percent  adjustment  to 
the  standardized  amount  to  complete 
the  adjustment  required  under  section 
7(b)(1)(A)  of  Public  Law  110-90.  We 
refer  readers  to  section  II.D.  of  the 
preamble  of  this  final  rule  for  a 
complete  discussion  on  our  historical 
adjustments  and  the  FY  2013 
adjustment  to  the  standardized  amount 
pursuant  to  section  7(b)(1)(A)  of  Public 
Law  110 — 90. 

(2)  Prospective  Adjustments  for 
Documentation  and  Coding  in  FY  2010 
Authorized  by  Section  1886(d)(3)(A)(vi) 
of  the  Act 

Section  1886(d)(3)(A)(vi)  of  the  Act 
authorizes  adjustments  to  the  average 
standardized  amounts  if  the  Secretary 
determines  such  adjustments  to  be 
necessary  for  any  subsequent  fiscal 
years  in  order  to  eliminate  the  effect  of 
coding  or  classification  changes  that  do 
not  reflect  real  changes  in  case  mix. 
After  reviewing  public  comments -and 
recommendations  received  from 
MedPAC,  we  analyzed  claims  data  in 
FY  2010  to  determine  whether  any 
additional  adjustment  would  be 
required  to  ensure  that  the  introduction 
of  MS-DRGs  was  implemented  in  a 
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budget  neutral  manner.  As  discussed  in 
section  II.D.  of  the  preamble  of  this  final 
rule,  our  analysis  showed  a 
documentation  and  coding  effect  in  FY 
2010  of  0.8  percent,  and  we  proposed  to 
make  an  additional  -0.8  percent 
adjustment  to  account  for  the  effects  of 
documentation  and  coding  that  did  not 
reflect  an  increase  in  case-mix  severity 
in  FY  2010. 

As  discussed  earlier  in  this  preamble, 
we  are  not  finalizing  an  additional  -  0.8 
percent  adjustment  to  the  FY  2013 
standardized  amount  to  account  for 
documentation  and  coding  that  did  not 
reflect  an  actual  increase  in  case-mix  in 
FY  2010.  (However,  as  discussed  above, 
we  still  are  making  an  adjustment  of 
- 1.9  percent  to  the  standardized 
amount,  accounting  for  all 
documentation  and  coding  effects 
observed  between  FY  2008  though  FY 
2009.) 

(3)  Recoupment  or  Repayment 
Adjustment  for  Documentation  and 
Coding  in  FY  2008  and  FY  2009 
Authorized  by  Section  7(b)(1)(B)  of 
Public  Law  110-90 

Section  7(b)(1)(B)  of  Public  Law  110- 
90  requires  the  Secretary  to  make  an 
adjustment  to  the  standardized  amounts 
under  section  1886(d)  of  the  Act  to 
offset  the  estimated  increase  or  decrease 
in  aggregate  payments  for  FY  2008  and 
FY  2009  (including  interest)  resulting 
from  the  difference  between  the 
estimated  actual  documentation  and 
coding  effect  and  the  documentation 
and  coding  adjustments  applied  under 
section  7(a)  of  Public  Law  110-90.  This 
determination  must  be  based  on  a 
retrospective  evaluation  of  claims  data. 
As  discussed  in  section  II.D.5.  of  the 
preamble  of  this  final  rule,  we 
determined  that  an  aggregate  adjustment 
of  -  .5.8  percent  in  FYs  2011  and  2012 
would  be  necessary  in  order  to  meet 
these  statutory  requirements. 

In  the  FY  2011  IPPS/LTCH  PPS  final 
rule,  for  FY  2011,  we  made  an 
adjustment  to  the  standardized  amount 
of  -2.9  percent,  representing 
approximately  half  of  the  required 
adjustment.  For  FY  2012,  in  accordance 
with  the  timeframes  set  forth  by  section 
7(b)(1)(B)  of  Public  Law  110-90,  and 
consistent  with  the  discussion  in  the  FY 
2011  IPPS/LTCH  PPS.final  rule,  we 
completed  the  recoupment  adjustment 
'by  implementing  the  remaining  -2.9 
percent  adjustment,  in  addition  to 
removing  the  effect  of  the  -  2.9  percent 
adjustment  to  the  standardized  amount 
finalized  for  FY  2011  (76  FR  51489  and 
51498).  Therefore,  the  required 
recoupment  for  overpayments  due  to 
documentation  and  coding  effects  on 
discharges  occurring  in  FYs  2008  and 


2009  has  been  completed  within  the 
required  statutory  timeframes.  However, 
to  avoid  continuing  the  -  2.9  percent 
adjustment  finalized  in  FY  2012,  for  FY 
2013,  we  are  finalizing  the  +2.9  percent 
adjustment  to  the  standardized  amount 
as  we  proposed.  This  adjustment 
removes  the  one-time  -  2.9  percent 
adjustment  implemented  in  FY  2012. 

(4)  Documentation  and  Coding 
Adjustment  to  the  Puerto  Rico-Specific 
Standardized  Amount 

As  discussed  in  section  II.D.9.  of  the 
preamble  of  this  final  rule,  in  the  FY 
2011  IPPS/LTCH  PPS  final  rule  (75  FR 
50071  through  50073),  using  the  same 
methodology  we  applied  to  estimate 
documentation  and  coding  changes 
under  IPPS  for  non-Puerto  Rico 
hospitals,  our  best  estimate,  based  on 
the  then  most  recently  available  data 
(FY  2009  claims  paid  through  March 
2010),  was  that  for  documentation  and 
coding  changes  that  occurred  over  FY 
2008  and  FY  2009,  a  cumulative 
adjustment  of  -2.6  percent  was 
required  to  eliminate  the  full  effect  of 
the  documentation  and  coding  changes 
on  future  payments  based  on  the  Puerto 
Rico-specific  standardized  amount.  In 
FY  2011,  as  finalized  in  the  FY  2011 
IPPS/LTCH  PPS  final  rule  (75  FR  50071 
through  50073),  we  applied  an 
adjustment  of  -2.6  percent  to  the 
Puerto  Rico-specific  standardized 
amount.  Therefore,  because  the  Puerto 
Rico-specific  standardized  amount 
received  a  full  prospective  adjustment 
of  -2.6  percent  in  W  2011,  in  section 
II.D.9.  of  the  preamble  of  this  final  rule, 
as  we  proposed,  we  are  not  making  any  ' 
further  adjustment  for  FY  2013.  For  a 
complete  discussion  on  our  policy,  we 
refer  readers  to  section  II.D.9.  of  the 
preamble  of  this  final  rule. 

VVe  note  that,  based  upon  our  analysis 
of  FY  2010  claims  data;  we  found  no 
significant  additional  effect  of 
documentation  and  coding  that  would 
warrant  any  additional  adjustment  to 
the  Puerto  Rico-specific  standardized 
amount. 

e.  Rural  Community  Hospital 
Demonstration  Program  Adjustment 

As  discussed  in  section  IV. K.  of  the 
preamble  to  this  final  rule,  section  41 OA 
of  Public  Law  108-173  originally 
required  the  Secretary  to  establish  a 
demonstration  program  that  modifies 
reimbursement  for  inpatient  services  for 
up  to  15  small  rural  hospitals.  Section 
410A(c)(2)  of  Public  Law  108-173 
requires  that  “[ijn  conducting  the 
demonstration  program  under  this 
section,  the  Secretary  shall  ensure  that 
the  aggregate  payments  made  by  the 
Secretary  do  not  exceed  the  amount 


which  the  Secretary  would  have  paid  if 
the  demonstration  program  under  this 
section  was  not  implemented.” 

Sections  3123  and  10313  of  the 
Affordable  Care  Act  extended  the 
demonstration  program  for  an 
additional  5-year  period,  and  allowed 
up  to  30  hospitals  to  participate  in  20 
States  with  low  population  densities 
determined  by  the  Secretary.  (In 
determining  which  States  to  include  in 
the  expansion,  the  Secretary  is  required 
to  use  the  same  criteria  and  data  that  the 
Secretary  used  to  determine  the  States 
for  purposes  of  the  initial  5-year  period.) 
In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51700  through  51705),  in 
order  to  achieve  budget  neutrality,  we 
adjusted  the  national  IPPS  rates  by  an 
amount  sufficient  to  account  for  the 
added  costs  of  this  demonstration 
program  as  described  in  section  IV.K.  of 
that  final  rule.  In  other  words,  we 
applied  budget  neutrality  across  the 
payment  system  as  a  whole  rather  than 
merely  across  the  participants  of  this 
demonstration  program,  consistent  with 
past  practice.  We  stated  that  we  believe 
that  the  language  of  the  statutory  budget 
neutrality  requirement  permits  the 
agency  to  implement  the  budget 
neutrality  provision  in  this  manner.  The 
statutory  language  requires  that 
“aggregate  payments  made  by  the 
Secretary  do  not  exceed  the  amount 
which  the  Secretary  would  have  paid  if 
the  demonstration  *  *  *  was  not 
implemented,”  but  does  not  identify  the 
range  across  which  aggregate  payments 
must  be  held  equal. 

For  FY  2013,  for  the  23  hospitals 
participating  in  the  demonstration 
program,  we  are  adjusting  the  national 
IPPS  payment  rates  according  to  the 
methodology  set  forth  elsewhere  in  this 
final  rule.  For  this  final  rule,  the 
estimated  amount  for  the  adjustment  to 
the  national  IPPS  payment  rates  for  FY 
2013  is  $34,  288,129.  (For  the  proposed 
rule,  the  estimated  amount  for  the 
adjustment  to  the  national  IPPS 
payment  rates  for  FY  2013  was 
$35,077,708.)  Accordingly,  to  account 
for  the  estimated  costs  of  the 
demonstration  program  for  the  specific 
time  periods  as  explained  in  detail  in 
section  IV.K.  of  the  preamble  of  this 
final  rule,  for  FY  2013,  we  computed  a 
factor  of  0.999677  for  the  rural 
community  hospital  demonstration 
program  budget  neutrality  adjustment 
that  will  be  applied  to  the  IPPS  standard 
Federal  payment  rate. 

In  the  proposed  rule,  we  stated  that  if 
updated  data  became  available  prior  to 
the  publication  of  the  FY  2013  IPPS/ 
LTCH  PPS  final  rule,  we  would  use  that 
data,  to  the  extent  appropriate,  to 
estimate  the  costs  of  the  demonstration 
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program  in  FY  2013.  Therefore,  this 
estimated  budget  neutrality  offset 
amount  in  this  final  rule  reflects 
updated  data. 

In  addition,  we  proposed  in  the 
proposed  rule  that  if  settled  cost  reports 
for  all  of  the  demonstration  hospitals 
that  participated  in  the  applicable  fiscal 
year  (2007,  2008,  2009,  or  2010)  were 
made  available  prior  to  this  FY  2013 
IPPS/LTCH  PPS  final  rule,  we  would 
incorporate  into  the  FY  2013  budget 
neutrality  offset  amount  the  difference 
between  the  final  cost  of  the 
demonstration  in  any  of  these  years  (as 
described  previously)  and  the  budget 
neutrality  offset  amount  applicable  to 
such  year  as  finalized  in  the  respective 
year’s  IPPS  final  rule.  Because  settled 
cost  reports  are  not  available  for  these 
years,  we  are  not  incorporating  into  the 
FY  2013  budget  neutrality  offset  amount 
the  difference  between  the  final  cost  of 
the  demonstration  in  any  of  these  years 
and  the  budget  neutrality  offset  amount 
applicable  to  such  year  as  finalized  in 
the  respective  year’s  IPPS  final  rule.  VVe 
expect  that  the  settled  cost  reports  will 
be  available  prior  to  the  FY  2014  IPPS/ 
LTCH  PPS  proposed  rule,  and  that  we 
will  be  able  to  propose  to  make  this 
adjustment  at  the  appropriate  time. 

f.  Outlier  Payments 

Section  1886(d)(5)(A)  of  the  Act 
provides  for  payments  in  addition  to  the 
basic  prospective  payments  for  “outlier” 
cases  involving  extraordinarily  high 
costs.  To  qualify  for  outlier  payments,  a 
case  must  have  costs  greater  than  the 
sum  of  the  prospective  payment  rate  for 
the  DRG,  any  IME  and  DSH  payments, 
any  new  technology  add-on  payments, 
and  the  “outlier  threshold”  or  “fixed- 
loss”  amount  (a  dollar  amount  by  which 
the  costs  of  a  case  must  exceed 
payments  in  order  to  qualify  for  an 
outlier  payment).  We  refer  to  the  sum  of 
the  prospective  payment  rate  for  the 
DRG,  any  IME  and  DSH  payments,  any 
new  technology  add-on  payments,  and 
the  outlier  threshold  as  the  outlier 
“fixed-logs  cost  threshold.”  To 
determine  whether  the  costs  of  a  case 
exceed  the  fixed-loss  cost  threshold,  a 
hospital’s  GGR  is  applied  to  the  total 
covered  charges  for  the  case  to  convert 
the  charges  to  estimated  costs.  Payments 
for  eligible  cases  are  then  made  based 
on  a  marginal  cost  factor,  which  is  a 
percentage  of  the  estimated  costs  above 
the  fixed-loss  cost  threshold.  The 
marginal  cost  factor  for  FY  2013  is  80 
percent,  the  same  marginal  cost  factor 
we  have  used  since  FY  1995  (59  FR  , 
45367). 

In  accordance  with  section 
1886(d)(5)(A)(iv)  of  the  Act,  outlier 
payments  for  any  year  are  projected  to 


be  not  less  than  5  percent  nor  more  than 
6  percent  of  total  operating  DRG 
payments  (which  does  not  include  IME 
and  DSH  payments)  plus  outlier 
payments.  When  setting  the  outlier 
threshold,  we  compute  the  5.1  percent 
target  by  dividing  the  total  operating 
outlier  payments  by  the  total  operating 
DRG  payments  plus  outlier  payments. 
•We  do  not  include  any  other  payments 
such  as  IME  and  DSH  within  the  outlier 
target  amount.  Therefore,  it  is  not 
necessary  to  include  Medicare 
Advantage  IME  payments  in  the  outlier 
threshold  calculation.  Section 
1886(d)(3)(B)  of  the  Act  requires  the 
Secretary  to  reduce  the  average 
standardized  amount  by  a  factor  to 
account  for  the  estimated  proportion  of 
total  DRG  payments  made  to  outlier 
cases.  Similarly,  section 
1886(d)(9)(B)(iv)  of  the  Act  requires  the 
Secretary  to  reduce  the  average 
standardized  amount  applicable  to 
hospitals  located  in  Puerto  Rico  to 
account  for  the  estimated  proportion  of 
total  DRG  payments  made  to  outlier 
cases.  More  information  on  outlier 
payments  may  be  found  on  the  CMS 
Web  site  at:  http://w\vw.cms.hhs.gov/ 
Medicare/Medicare-Fee-for-Service- 
Paymen  t/AcuteIn  patientPPS/ 
index.htmI?redirect=AcuteInpatient 
PPS/04_outIier.asp#TopOfPage. 

(1)  FY  2013  Outlier  Fixed-Loss  Cost 
Threshold 

For  FY  2013,  we  proposed  to  continue 
to  use  the  same  methodology  that  we 
first  used  for  FY  2009  (73  FR  48763 
through  48766)  to  calculate  the  outlier 
threshold.  Similar  to  the  methodology 
used  in  the  FY  2009  IPPS  final  rule,  for 
FY  2013,  we  proposed  to  apply  an 
adjustment  factor  to  the  CCRs  to  account 
for  cost  and  charge  inflation  (as 
explained  below).  As  we  have  done  in 
the  past,  to  calculate  the  proposed  FY 
2013  outlier  threshold,  we  simulated 
payments  by  applying  proposed  FY 
2013  payment  rates  and  policies  using 
cases  from  the  FY  2011  MedPAR  file. 
Therefore,  in  order  to  determine  the 
proposed  FY  2013  outlier  threshold,  we 
inflated  the  charges  on  the  MedPAR 
claims  by  2  years,  from  FY  2011  to  FY 
2013. 

We  also  proposed  to  continue  to  use 
a  refined  methodology  that  takes  into 
account  the  lower  inflation  in  hospital 
charges  that  are  occurring  as  a  result  of 
the  outlier  final  rule  (68  FR  34494), 
which  changed  our  methodology  for 
determining  outlier  payments  by 
implementing  the  use  of  more  current 
CCRs.  Our  refined  methodology  uses 
more  recent  data  that  reflect  the  rate-of- 
change  in  hospital  charges  under  the 
new  outlier  policy. 


Using  the  most  recent  data  available, 
we  calculated  the  1-year  average 
annualized  rate-of-change  in  charges  per 
case  from  the  last  quarter  of  FY  2010  in 
combination  with  the  first  quarter  of  FY 
2011  (July  1,  2010,  through  December 
31,  2010)  to  the  last  quarter  of  FY  2011 
in  combination  with  the  first  quarter  of 
FY  2012  (July  1,  2011,  through 
December  31,  2011).  This  rate-of-change 
was  6.8  percent  (1.068003)  or  14.06 
percent  (1.140630)  over  2  years.  As  we 
have  done  in  the  past,  we  established 
the  proposed  FY  2013  outlier  threshold 
using  hospital  CCRs  from  the  December 
2011  update  to  the  Provider-Specific 
File  (PSF) — the  most  recent  available 
data  at  the  time  of  the  proposed  rule. 

As  discussed  in  the  FY  2007  IPPS 
final  rule  (71  FR  48150),  we  worked 
with  the  Office  of  Actuary  to  derive  the 
methodology  described  below  to 
develop  the  GGR  adjustment  factor.  For 
FY  2013,  we  proposed  to  continue  to 
use  the  same  methodology  to  calculate 
the  GGR  adjustment  by  using  the  FT 
2011  operating  cost  per  discharge 
increase  in  combination  with  the  actual 
FY  2011  operating  market  basket 
percentage  increase  determined  by  IHS 
Global  Insight,  Inc.  (IGI),  as  well  as  the 
charge  inflation  factor  described  above 
to  estimate  the  adjustment  to  the  CCRs. 
(We  note  that,  the  FY  2011  actual 
(otherwise  referred  to  as  “final”) 
operating  market  basket  percentage 
increase  reflects  historical  data,  whereas 
the  published  FY  2011  operating  market 
basket  update  factor  was  based  on  Id’s 

2010  second  quarter  forecast  with 
historical  data  through  the  first  quarter 
of  2010.  We  also  note  that,  while  the  FY 

2011  published  operating  market  basket 
update  was  based  on  the  FY  2002-based 
IPPS  market  basket,  the  actual  or  “final” 
market  basket  percentage  increase  is 
based  on  the  FY  2006-based  IPPS 
market  basket.  Similarly,  the  FY  2011 
published  capital  market  basket  update 
factor  was  based  on  the  FY  2002-based 
capital  market  basket  and  the  actual  or 
“final”  capital  market  basket  percentage 
increase  is  based  on  the  FY  2006-based 
capital  market  basket.)  By  using  the 
operating  market  basket  percentage 
increase  and  the  increase  in  the  average 
cost  per  discharge  from  hospital  cost 
reports,  we  are  using  two  different 
measures  of  cost  inflation. 

Under  our  proposal  to  continue  to  use 
the  same  methodology  to  calculate  the 
GGR  adjustment  for  FY  2013,  we 
determined  the  proposed  adjustment  by 
taking  the  percentage  increase  in  the 
operating  costs  per  discharge  from  FY  . 
2009  to  FY  2010  (1.0160)  from  the  cost 
report  and  dividing  it  by  the  final 
operating  market  basket  percentage 
increase  from  FY  2010  (1.0210).  This 
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operation  removes  the  measure  of  pure 
price  increase  (the  market  basket)  from 
the  percentage  increase  in  operating  cost 
per  discharge,  leaving  the  nonprice 
factors  in  the  cost  increase  (for  example, 
quantity  and  changes  in  the  mix  of 
goods  and  ser\  ices).  We  repeated  this 
calculation  for  2  prior  years  to 
determine  the  3-year  average  of  the  rate 
of  adjusted  change  in  costs  between  the 
operating  market  basket  percentage 
increase  and  the  increase  in  cost  per 
case  from  the  cost  report  (the  FY  2007 
to  FY  2008  percentage  increase  of 
operating  costs  per  discharge  of  1.0505 
divided  by  the  FY  2008  final  operating 
market  basket  percentage  increase  of 
1.0400.  and  the  FY  2008  to  FY  2009 
percentage  increase  of  operating  costs 
per  discharge  of  1.0295  divided  by  the 
FY  2009  final  operating  market  basket 
percentage  increase  of  1.0260).  For  FY 
2013.  we  averaged  the  differentials 
calculated  for  FY  2008,  FY  2009,  and  FY 
2010,«which  resulted  in  a  mean  ratio  of 
1.0029.  We  multiplied  the  3-year 
average  of  1.0029  by  the  FY  2011  final 
operating  market  basket  percentage 
increase  of  1.0270,  which  resulted  in  an 
operating  cost  inflation  factor  of  2.99 
percent  or  1.029948.  We  then  divided 
the  pperating  cost  inflation  factor  by  the 
1-year  average  change  in  charges 
(1.068003)  and  we  proposed  to  apply  an 
adjustment  factor  of  0.964368  to  the 
operating  CCRs  from  the  PSF 
(calculation  performed  on  unrounded 
numbers). 

As  stated  in  the  FY  2009  IPPS  final 
rule  (73  FR  48763),  we  continue  to 
believe  it  is  appropriate  to  apply  only  a 
l-year  adjustment  factor  to  the  CCRs.  On 
average,  it  takes  approximately  9 
months  for  a  fiscal  intermediary  or  MAC 
to  tentatively  settle  a  cost  report  from 
the  fiscal  year  end  of  a  hospital’s  cost 
reporting  period.  The  average  “age”  of 
hospitals'  CCRs  from  the  time  the  fiscal 
intermediary-  or  the  MAC  inserts  the 
CCR  in  the  PSF  until  the  beginning  of 
FY  2009  is  approximately  1  year. 
Therefore,  as  stated  above,  we  believe  a 
1-year  adjustment  factor  to  the  CCRs  is 
appropriate. 

We  used  the  same  methodology  for 
the  capital  CCRs  and  determined  the 
proposed  adjustment  by  taking  the 
percentage  increase  in  the  capital  costs 
per  discharge  from  FY  2009  to  FY  2010 
(1.0102)  from  the  cost  report  and 
dividing  it  by  the  final  capital  market 
basket  percentage  increase  from  FY 
2010  (1.010).  We  repeated  this 
calculation  for  2  prior  ygars  to 
determine  the  3-year  average  of  the  rate 
of  adjusted  change  in  costs  between  the 
capital  market  basket  percentage 
increase  and  the  increase  in  cost  per 
case  from  the  cost  report  (the  FY  2007 


to  FY  2008  percentage  increase  of 
capital  costs  per  discharge  of  1.0809 
divided  by  the  FY  2008  final  capital 
market  basket  percentage  increase  of 
1.0150,  and  the  FY  2008  to  FY  2009 
percentage  increase  of  capital  costs  per 
discharge  of  1.0499  divided  by  the  FY 
2009  final  capital  market  basket 
percentage  increase  of  1.0150).  For  FY 
2013,  we  averaged  the  differentials 
calculated  for  FY  2008,  FY  2009,  and  FY 
2010,  which  resulted  in  a  mean  ratio  of 
1.0332.  We  multiplied  the  3-year 
average  of  1.0332  by  the  FY  2011  final 
capital  market  basket  percentage 
increase  of  1.0120,  which  resulted  in  a 
capital  cost  inflation  factor  of  4.56 
percent  or  1.045567.  We  then  divided 
the  capital  cost  inflation  factor  by  the  1- 
year  average  change  in  charges 
(1  068003)  and  we  proposed  to  apply  an 
adjustment  factor  of  0.978993  to  the 
capital- CCRs  from  the  PSF  (calculation 
performed  on  unrounded  numbers).  We 
proposed  to  use  the  same  charge 
inflation  factor  for  the  capital  CCRs  that 
was  used  for  the  operating  CCRs.  The 
charge  inflation  factor  is  based  on  the 
overall  billed  charges.  Therefore,  we 
believe  it  is  appropriate  to  apply  the 
charge  factor  to  both  the  operating  and 
capital  CCRs. 

As  stated  above,  for  FY  2013,  we 
applied  the  proposed  FY  2013  rates  and 
policies  using  cases  from  the  FY  2011 
MedPAR  files  in  calculating  the 
proposed  outlier  threshold. 

As  discussed  in  section  III.B.3.  of  the 
preamble  to  the  FY  2011  IPPS/LTCH 
PPS  final  rule  (75  FR  50160  and  50161) 
and  in  section  III.G.3.  of  the  preamble  of 
this  final  rule,  in  accordance  with 
section  10324(a)  of  the  Affordable  Care 
Act,  beginning  in  FY  2011,  we  created 
a  wage  index  floor  of  1.00  for  all 
hospitals  located  in  States  determined 
to  be  frontier  States.  We  noted  that  the 
frontier  State  floor  adjustments  will  be 
calculated  and  applied  after  rural  and 
imputed  floor  budget  neutrality 
adjustments  are  calculated  for  all  labor 
market  areas,  in  order  to  ensure  that  no 
hospital  in  a  frontier  State  will  receive 
a  wage  index  lesser  than  1.00  due  to  the 
rural  and  imputed  floor  adjustment.  In 
accordance  with  section  10324(a)  of  the 
Affordable  Care  Act,  the  frontier  State 
adjustment  will  not  be  subject  to  budget 
neutrality,  and  will  only  be  extended  to 
hospitals  geographically  located  within 
a  frontier  State.  However,  for  purposes 
of  estimating  the  proposed  outlier 
threshold  for  FY  2013,  it  was  necessary 
to  apply  this  provision  by  adjusting  the 
wage  index  of  those  eligible  hospitals  in 
a  frontier  State  when  calculating  the 
outlier  threshold  that  results  in  outlier 
payments  being  5.1  percent  of  total 
payments  for  FY  2013.  If  we  did  not 


take  into  account  this  provision,  our 
estimate  of  total  FY  2013  payments 
would  be  too  low,  and,  as  a  result,  our 
proposed  outlier  threshold  would  be  too 
high,  such  that  estimated  outlier 
payments  would  be  less  than  our 
projected  5.1  percent  of  total  payments. 

In  the  proposed  rule,  we  stated  that 
our  estimate  of  the  cumulative  effect  of 
changes  in  documentation  and  coding 
due  to  the  adoption  of  the  MS-DRGs  of 
5.4  percent  from  FY  2008  and  FY  2009 
and  0.8  percent  from  FY  2010  is  already 
included  within  the  claims  data  (FY 
2011  MedPAR  files)  used  to  calculate 
the  proposed  FY  2013  outlier  threshold. 
We  also  stated  in  the  proposed  rule  that 
we  estimated  that  there  would  be  no 
continued  changes  in  documentation 
and  coding  in  FYs  2011  and  2012. 
Therefore,  the  cumulative  effect  of 
documentation  and  coding  that  has 
occurred  is  already  reflected  within  the 
FY  2011  MedPAR  claims  data,  and  we 
did  not  believe  there  was  any  need  to 
inflate  FY  2011  claims  data  for  any 
additional  case-mix  growth  projected  to 
have  occurred  since  FY  2010. 

As  we  did  in  establishing  the  FY  2009 
outlier  threshold  (73  FR  57891),  in  our 
projection  of  FY  2013  outlier  payments, 
we  did  not  propose  to  make  any 
adjustments  for  the  possibility  that 
hospitals’  GCRs  and  outlier  payments 
may  be  reconciled  upon  cost  report 
settlement.  We  indicated  that  we 
continue  to  believe  that,  due  to  the 
policy  implemented  in  the  June  9,  2003 
outlier  final  rule  (68  FR  34494),  CCRs 
will  no  longer  fluctuate  significantly 
and,  therefore,  few  hospitals  will 
actually  have  these  ratios  reconciled 
upon  cost  report  settlement.  In  addition, 
it  is  difficult  to  predict  the  specific 
hospitals  that  will  have  CCRs  and 
outlier  payments  reconciled  in  any- 
given  year.  We  also  noted  that 
reconciliation  occurs  because  hospitals’ 
actual  CCRs  for  the  cost  reporting  period 
are  different  than  the  interim  CCRs  used 
to  calculate  outlier  payments  when  a 
bill  is  processed.  Our  simulations 
assume  that  CCRs  accurately  measure 
hospital  costs  based  on  information 
available  to  us  at  the  time  we  set  the 
outlier  threshold.  For  these  reasons,  we 
proposed  not  to  make  any  assumptions 
about  the  effects  of  reconciliatioh  on  the 
outlier  threshold  calculation. 

As  described  in  sections  IV.A.  and 
VIII. B.,  respectively,  of  the  preamble  of 
this  final  rule,  sections  1886(q)  and 
1886(o)  of  the  Act  establish  the  Hospital 
Readmissions  Reduction  Program  and 
the  Hospital  VBP  Program,  respectively. 
As  we  discussed  in  the  proposed  rule, 
we  do  not  believe  it  is  appropriate  to 
include  the  hospital  VBP  payment 
adjustments  and  the  hospital 
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readmissions  payment  adjustments  in 
the'  outlier  threshold  calculation  or  the 
outlier  offset  to  the  standardized 
amount.  Specifically,  consistent  with 
our  proposed  definition  of  the  base 
operating  DRG  payment  amount  for  the 
Hospital  Readmissions  Reduction 
Program  under  proposed  §412.152  and 
the  Hospital  VBP  Program  under 
proposed  §412.160,  we  indicated  that 
outlier  payments  under  section 
1886(d)(5j(A)  of  the  Act  are  not  affected  • 
by  these  payment  adjustments. 

Therefore,  outlier  payments  would 
continue  to  be  calculated  based  on  the 
unadjusted  base  DRG  payment  amount 
(as  opposed  to  using  the  base-operating 
DRG  payment  amount  adjusted  by  the 
hospital  readmissions  payment 
adjustment  and  the  hospital  VBP 
adjustment).  Consequently,  we 
proposed  to  exclude  the  hospital  VBP 
payment  adjustments  and  the  hospital 
readmissions  payment  adjustments  from 
the  calculation  of  the  outlier  fixed-loss 
cost  threshold. 

Using  this  methodology,  we  proposed 
an  outlier  fixed-loss  cost  threshold  for 
FY  2013  equal  to  the  prospective 
payment  rate  for  the  DRG,  plus  any  IME 
and  DSH  payments,  and  any  add-on 
payments  for  new  technology,  plus 
S27,425. 

We  note  that  on  June  11,  2012,  we 
published  a  correction  notice  to  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  34326  through  34331).  In  that 
correction  notice,  we  stated  that  we 
inadvertently  applied  the  incorrect 
adjustment  factors  to  the  operating  and 
capital  cost-to-charge  ratios  (CCRs)  from 
the  PSF  when  performing  the 
calculation  of  the  proposed  FY  2013 
outlier  fixed-loss  cost  threshold  for  the 
proposed  rule.  The  correction  of  this 
error  resulted  in  a  decrease  in  the 
proposed  outlier  fixed-loss  cost 
threshold  of  approximately  $1,000, 
which  resulted  in  a  corrected  proposed 
FY  2013  outlier  fixed-loss  cost  threshold 
of  $26,337. 

We  also  noted  in  that  correction 
notice  that  the  corrected  proposed  FY 
2013  outlier  fixed-loss  cost  threshold 
represented  a  $3,952  (or  17.7  percent) 
increase  from  the  final  FY  201 2  outlier 
fixed-loss  cost  threshold  of  $22,385. 
Since  FY  2009,  the  outlier  fixed-loss 
cost  threshold  has  been  between 
$20,185  and  $23,140.  Therefore,  we 
were  concerned  about  this  large  increase 
in  the  outlier  fixed-loss  cost  threshold 
from  FY  2012. 

In  the  proposed  rule,  we  further  noted 
that  the  proposed  2-year  charge  inflation 
factor  of  14.06  percent  applied  to  the  FY 
2011  MedPAR  claims  used  to  compute 
the  FY  2013  outlier  fixed-loss  cost 
threshold  is  higher  than  the  2-year 


charge  inflation  factor  of  7.94  percent 
applied  to  the  FY  2010  MedPAR  claims 
used  to  compute  the  FY  2012  final 
outlier  fixed-loss  cost  threshold.  We 
stated  that  we  believe  that  a  large 
increase  in  the  charge  inflation  factor  for 
FY  2013  (from  FY  2012)  increased 
projected  total  outlier  payments.  With 
an  increase  in  projected  outlier 
payments,  in  order  for  CMS  to  meet  the 
5.1  percent  target,  it  would  be  necessary 
to  reduce  the  amount  of  outlier 
payments  by  raising  the  outlier  fixed- 
loss  cost  threshold.  Therefore,  in 
addition  to  being  concerned  about  the 
large  increase  in  the  fixed-loss  threshold 
proposed  for  FY  2013  compared  to  FY 
2012,  we  were  concerned  about  this 
large  charge  inflation  increase  and  how 
it  potentially  affected  the  proposed  FY 
2013  outlier  fixed-loss  cost  threshold. 

As  described  above,  to  determine  the  1- 
year  average  annualized  rate-of-change 
in  charges  per  case,  we  currently  use  a 
methodology  that  compares  the  average 
charge  per  case  from  the  most  recent  6- 
month  period  of  MedPAR  data  that  are 
available  to  the  same  6-month  period  of 
MedPAR  data  from  the  prior  year.  We 
adopted  this  methodology  in  the  FY 
2005  IPPS  final  rule  (69  FR  49277)  as  a 
result  of  the  special  circumstances 
surrounding  the  revisions  to  the  outlier 
payment  methodology  at  that  time.  In 
that  rule,  we  stated  that  we  would 
continue  to  consider  other 
methodologies  for  determining  charge 
inflation  when  calculating  the  outlier 
threshold  in  the  future.  We  welcomed 
public  comment  on  possible 
modifications  to  our  current 
methodologies,  including  the  possibility 
of  looking  at  a  larger  time  period  beyond 
6  months  to  determine  the  average 
charge  per  case  to  measure  the  charge 
inflation  factor. 

In  addition,  as  pointed  out  by 
commenters  who  responded  to  the 
policies  presented  in  last  year’s  final 
rule  (76  FR  51793  through  51795),  in 
this  year’s  proposed  rule  we  noted  that 
CMS  has  not  met  the  5.1  percent  target 
for  some  time  and  the  commenters  have 
recommended  enhancements  to  the 
methodology  to  improve  the  calculation 
of  the  outlier  fixed-loss  cost  threshold. 
Commenters  have  focused  on  CMS’ 
underestimation  of  actual  outlier 
payments.  Since  FY  2009,  we  have  used 
the  same  methodology  to  calculate  the 
outlier  fixed-loss  cost  threshold.  While 
we  have  been  reluctant  to  make  changes 
to  our  methodology,  as  discussed  below, 
our  proposed  estimate  for  FY  2011  was 
that  outlier  payments  would  be 
approximately  4.7  percent  of  actual  total 
MS-DRG  payments  and  for  FY  2012 
outlier  payments  would  be 


approximately  6.0  percent  of  actual  total 
MS-DRG  payments  (we  have  revised 
both  of  these  estimates  for  the  final  rule 
using  the  latest  data  available  as 
discussed  below).  In  the  proposed  rule, 
we  stated  that  while  these  estimates 
differ — with  one  being  under  the  target 
and  one  above  the  target — they  draw 
attention  to  the  potential  for  improving 
our  estimation  methodology  so  that  we 
meet  the  5.1  percent  target.  We 
welcomed  public  comment  on  ways  to 
enhance  the  accuracy  of  our 
methodology  to  calculate  the  FY  2013 
outlier  fixed-loss  cost  threshold, 
especially  additional  analyses  that 
could  inform  potential  technical 
improvements. 

Comment:  Commenters  analyzed  the 
CCRs  used  in  the  proposed  rule  to 
calculate  the  outlier  fixed-loss  cost 
threshold  and  found  that  CMS  used 
outdated  CCRs  for  the  proposed  rule. 

The  commenters  attempted  to  match  the 
CCRs  firom  the  proposed  rule  impact  file 
to  the  CCRs  in  the  March  2012  PSF 
update  with  an  effective  date  prior  to 
January  15,  2012,  and  found  that  the 
CCRs  in  the  impact  file  matched  the 
CCRs  in  the  March  2012  PSF  update  for 
only  200  providers.  The  commenter 
used  CMS’  methodology  to  calculate  the 
outlier  fixed-loss  cost  threshold  and 
determined  that  the  proposed  outlier  • 
fixed-loss  cost  threshold  should  have 
been  $23,780  for  FY  2013. 

Response:  We  appreciate  the 
commenters  pointing  out  this  error. 

After  further  research,  we  discovered 
that  we  inadvertently  removed  all  CCRs 
from  the  December  2011  PSF  update 
that  had  an  effective  date  after 
December  2010.  Therefore,  we  used 
“outdated”  CCRs  to  calculate  the 
proposed  outlier  fixed-loss  cost 
threshold.  After  this  error  was  brought 
to  our  attention,  we  calculated  the 
proposed  outlier  fixed-loss  cost 
threshold  with  the  “best  available” 
CCRs.  Specifically,  we  used  operating 
and  capital  CCRs  from  the  latest 
effective  date  in  the  December  2011 
update  of  the  PSF  and  determined  that 
the  proposed  outlier  fixed-loss  cost 
threshold  for  FY  2013  should  have  been 
$23,630. 

Comment:  Many  commenters 
expressed  concern  that  CMS  is  still  not 
reaching  the  5.1  percent  target  for 
outlier  payments  and  believed  there  is 
still  room  for  improvement.  The 
commenters  made  various  suggestions 
to  improve  the  current  methodology 
used  to  calculate  the  outlier  threshold. 

Several  commenters  suggested  three 
alternative  methodologies  (discussed 
below)  to  adjust  the  CCRs,  while  other 
commenters  only  recommended  the  first 
and  third  options  listed  below.  The 
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commenters  that  suggested  the  three 
methodologies  stated  that  they  believed 
that  a  1-year  CCR  adjustment  is  not 
appropriate  since  hospitals  have 
different  fiscal  year  ends  and,  therefore, 
different  adjustments  should  be  applied 
to  the  CCRs. 

The  first  methodology  the 
commenters  recommended  was  for  CMS 
to  project  CCRs  over  periods  of  time 
based  on  variations  in  hospital  cost 
reporting  fiscal  year  ends  rather  than  1 
year  in  order  to  better  reflect  the  CCRs 
as  they  are  expected  to  exist  during  FY 
2013  (we  received  similar  comments  in 
response  to  the  policies  presented  in 
last  year’s  rule  recommending  the 
adoption  of  this  methodologv  to  adjust 
the  CCRs  (75  FR  51793)).  Using  this 
methodology  to  adjust  the  CCRs,  the 
commenters  determined  an  outlier 
fixed-loss  cost  threshold  for  FY  2013  of 
S23,190. 

The  second  methodology  suggested  by 
commenters  was  similar  to  the  first 
methodology  but  projected  CCRs  by 
quarter  rather  than  using  hospital  cost 
reporting  fiscal  year  ends.  For  example, 
commenters  suggested  that  CCRs  in  the 
PSF  from  June  2011  through  September 
2011  be  projected  2  years  from  June 
2013  through  September  2013.  Using 
this  methodology  to  adjust  the  CCRs,  the 
commenters  determined  an  outlier 
fixed-loss  cost  threshold  for  FY  2013  of 
S23,195. 

The  third  methodology  recommended 
by  commenters  used  historical  CCR  data 
fi'om  the  PSF  to  compute  a  rate-of- 
change  in  CCRs.  Under  this  approach, 
the  average  case-weighted  operating  and 
capital  CCR  from  October  2010  was 
compared  to  the  average  case-weighted 
operating  and  capital  CCR  from  October 
2011,  and  determined  a  —2.73  percent 
reduction  for  the  operating  CCRs  and  a 
-  2.25  percent  reduction  for  the  capital 
CCRs.  Although  this  adjustment  would 
still  be  based  on  1  year’s  data,  the 
commenters  believed  that  the  use  of 
historical  data  to  adjust  the  CCRs  is 
consistent  with  CMS’  estimation  of 
charge  inflation. 

Similar  to  comments  received  in 
response  to  the  policies  presented  last 
year  (76  FR  51793  through  51794),  one 
commenter  suggested  that,  if  CMS  did 
not  incorporate  the  changes  described 
above  to  its  methodology  for  estimating 
outlier  payments,  it  would  recommend 
incorporating  an  “estimate  adjustment 
factor’’  into  the  outlier  projections.  This 
commenter  explained  that  outlier 
payments  have  been  underpaid  in  every 
year  since  FY  2003.  Based  on  estimated 
actual  payments  determined  by  the 
commenter’s  data  analysis,  the 
commenter  asserted  that  the 
underpayment  has  exceeded  0.5  percent 


in  all  years  since  FY  2003.  The 
commenter  recommended  that  CMS 
determine  an  outlier  fixed-loss  cost 
threshold  that  would  maintain  the  5.1 
percent  target  by  applying  an  “estimate 
adjustment  factor”  when  determining 
the  outlier  fixed-loss  cost  threshold.  The 
commenter  provided  an  example  by 
taking  the  average  variance  of  0.68 
percentage  point  in  the  actual  payment 
from  FY  2009  and  FY  2011.  Based  on 
this  factor,  CMS  would  model  the 
threshold  to  a  level  of  5.78  percent  (5.1 
percent  plus  0.68  percent).  If  CMS  were 
to  estimate  that  it  made  outlier 
payments  in  excess  of  the  5.1  percent 
target,  then  the  “estimate  adjustment 
factor”  w'ould  be  negative.  The 
commenter  stated  that  this  would  fulfill 
the  statutory  requirement  under  section 
1886(d)(5)(A)  of  the  Act  that  requires 
CMS  to  establish  thresholds  such  that 
outlier  payments  will  be  projected  to 
achieve  at  least  5.1  percent  of  DRG 
payments  and  would  more  closely 
achieve  a  result  that  is  fully  consistent 
with  the  statute. 

Some  commenters  noted  that  some 
hospitals  are  at  a  financial  disadvantage 
compared  to  others  and  outliers  should 
not  be  among  the  reasons  of  this 
disadvantage.  The  commenters 
recommended  that  CMS  lower  the 
threshold,  thereby  increasing  the  chance 
that  CMS  will  pay  within  the 
congressionally  mandated  target  range 
of  5  to  6  percent.  Another  commenter, 
from  a  society  representing  transplant 
surgeons,  applauded  CMS’  recognition 
and  concern  for  the  large  increase  in  the 
outlier  threshold.  The  commenter  was 
concerned  that  the  large  increase  in  the 
outlier  fixed-loss  cost  threshold  may 
affect  the  reimbursement  for  transplant 
cases  because  these  cases  are  typically 
high  in  costs  and,  therefore,  reach 
outlier  payment  status.  The  commenter 
requested  that  CMS  study  the  rapid  rise 
in  the  outlier  fixed-loss  cost  threshold 
w’hile  assuring  stability  in  the  outlier 
fixed-loss  cost  threshold  and 
authorizing  appropriate  additional 
payment  to  transplant  centers  facing 
extraordinarily  resource-intensive  cases. 
Other  commenters  recommended  that 
CMS  maintain  the  outlier  fixed-loss  cost 
threshold  from  FY  2012  for  FY  2013 
until  CMS  develops  a  more  reliable 
methodology  for  determining  the  outlier 
fixed-loss  cost  threshold. 

Response:  We  appreciate  the 
commenters  providing  multiple 
alternative  methodologies  to  adjust  the 
CCRs  used  in  our  outlier  fixed-loss  cost 
threshold.  Due  to  the  many  options  the 
commenters  presented,  we  believe  the 
most  prudent  approach  is  to  study  the 
merits  of  each  methodology  and,  if 
appropriate,  make  a  proposal  in  next 


year’s  proposed  rule  if  we  believe 
making  a  change  to  our  current 
methodology  would  improve  our 
methodology  for  projecting  the  outlier 
fixed-loss  cost  threshold.  As  we  have 
stated  in  prior  years,  using  our  current 
methodology,  it  is  possible  that  some  of 
the  CCRs  in  the  March  2012  PSF  will  be 
used  in  FY  2013  for  actual  outlier 
payments,  while  other  CCRs  may  be  1 
year  old.  Therefore,  we  apply  a  1-year 
adjustment  to  the  CCRs.  The  adjusted 
CCR  is  applied  throughout  the  fiscal 
year  within  the  outlier  model.  For  this 
final  rule,  we  are  continuing  to  use  the 
methodology  we  have  used  since  FY 
2009  to  adjust  the  CCRs  used  to 
determine  the  outlier  fixed-loss  cost 
threshold.  However,  as  stated  above,  we 
intend  to  study  the  merits  of  the 
commenters’  suggestions  for  future 
rulemaking. 

With  regard  to  the  comment  that  CMS 
implement  an  “estimate  adjustment 
factor”,  as  we  stated  last  year,  further 
analysis  by  CMS  is  necessary  to 
determine  if  the  commenter’s  approach 
to  applying  such  a  factor  is  appropriate. 
We  will  consider  the  commenter’s 
suggestion  to  apply  an  “estimate 
adjustment  factor”  (in  conjunction  with 
analyzing  the  alternative  methodologies 
to  adjust  the  CCRs  discussed  above),  for 
future  rulemaking  if,  based  on  our 
analysis,  we  determine  that  application 
of  an  “estimate  adjustment  factor”  is 
appropriate  and  consistent  with  the 
statute. 

Also,  as  noted  above,  section 
1886(d)(5)(A)(iv)  of  the  Act  requires 
outlier  payments  to  be  not  less  than  5 
percent  nor  more  than  6  percent  of  total 
estimated  or  projected  payments. 
Therefore,  we  cannot  adopt  the 
commenter’s  suggestion  to  maintain  the 
FY  2012  outlier  fixed-loss  cost  threshold 
for  FY  2013  because  setting  a  threshold 
that  is  based  on  the  current  fiscal  year 
for  the  coming  fiscal  year  is  inconsistent 
with  the  statute. 

Comment:  Commenters  noted  that 
from  FYs  2007  through  2011,  in  each 
rulemaking  cycle  the  final  threshold  is 
always  significantly  lower  than  the 
proposed  threshold.  The  commenters 
believed  this  decline  is  most  likely  the 
result  of  using  more  recently  updated 
CCRs  in  the  calculations  for  the  final 
rule.  The  commenter  emphasized  the 
need  for  CMS  to  use  the  most  recent 
data  available  when  it  calculates  the 
outlier  fixed-loss  cost  threshold. 

One  commenter  recommended  that 
CMS  use  the  June  2012  PSF  update 
instead  of  the  March  2012  update  to  the 
PSF  to  calculate  the  outlier  fixed-loss 
cost  threshold  for  the  final  rule.  The 
commenter  explained  that  there  was  a 
delay  in  hospitals  filing  the  form  CMS 


Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


53695 


2552-10  cost  reports  and  the  March 
2012  update  to  the  PSF  does  not  contain 
CCRs  from  these  cost  reports.  The 
commenter  stated  that  the  June  2012 
PSF  is  probably  the  first  update  that 
would  contain  updated  CCRs  from  the 
CMS  2552-10  cost  reports. 

Response:  CMS’  historical  policy  is  to 
use  the  best  available  data  when  setting 
the  payment  rates  and  factors  in  both 
'  the  proposed  and  final  rules.  Sometimes 
there  are  variables  that  change  between 
the  proposed  and  final  rule  due  to  the 
availability  of  more  recent  data,  such  as 
the  charge  inflation  factor  and  the  CCR 
adjustment  factors  that  can  cause 
fluctuations  in  the  threshold  amount. 
Other  factors  such  as  changes  to  the 
wage  indexes  and  market  basket 
increase  can  also  cause  the  outlier  fixed- 
loss  cost  threshold  to  fluctuate  between 
the  proposed  and  final  rule  each  year. 
CMS  uses  the  latest  data  that  is  available 
at  the  time  of  the  proposed  and  final 
rule,  such  as  the  most  recent  update  of 
MedPAR  claims  data  and  CCRs  from  the 
most  recent  update  of  the  PSF. 

With  regard  to  the  commenters 
recommendation  to  use  the  June  2012 
PSF  update,  this  file  was  not  available 
in  time  for  the  FY  2013  final  rule  and, 
therefore,  we  used  the  latest  data 
available,  which  was  the  March  2012 
PSF  update. 

Comment:  One  commenter  was 
concerned  that  CMS  did  not  include 
outlier  reconciliations  in  developing  the 
outlier  fixed-loss  cost  threshold,  and  its 
failure  to  provide  objective  data 
concerning  the  number  of  hospitals  that 
have  been  subjected  to  reconciliation 
and  the  amount  recovered  during  this 
process.  The  commenter  searched 
Worksheet  E,  Part  A,  line  24.99  and  line 
52  and  provided  a  summary  table  of 
operating  outlier  dollars  (total  of 
$82,080,928j  recovered  through  the 
reconciliation  process.  The  commenter 
concluded  that  absent  the  disclosure  of 
data  showing  that  these  recoveries  were 
immaterial,  the  commenter  requested 
that  CMS  consider  these  recoveries  in 
its  determination  of  the  outlier  fixed- 
loss  cost  threshold. 

Response:  We  received  a  similar 
comment  in  response  to  the  policies 
presented  in  last  year’s  rule,  and  we 
appreciate  the  commenter,  again, 
informing  us  of  its  concern  regarding 
our  policy  of  not  including  outlier 
reconciliation  within  the  development 
of  the  outlier  fixed-loss  cost  threshold. 
However,  as  stated  above,  we  continue 
to  believe  that,  due  to  the  policy 
implemented  in  the  June  9,  2003  outlier 
final  rule  (68  FR  34494 J,  CCRs  will  no 
longer  fluctuate  significantly  and, 
therefore,  few  hospitals  will  actually 
have  these  ratios  reconciled  upon  cost 


report  settlement.  In  addition,  it  is 
difficult  to  predict  the  specific  hospitals 
that  will  have  CCRs  and  outlier 
payments  reconciled  in  any  given  year. 
We  also  noted  that  reconciliation  occurs 
because  hospitals’  actual  CCRs  for  the 
cost  reporting  period  are  different  than 
the  interim  CCRs  used  to  calculate 
outlier  payments  when  a  bill  is 
processed.  Our  simulations  assume  that 
CCRs  accurately  measure  hospital  costs 
based  on  information  available  to  us  at 
the  time  we  set  the  outlier  threshold. 

For  these  reasons,  we  proposed  and  are 
again  finalizing  our  policy  not  to  make 
any  assumptions  about  the  effects  of 
reconciliation  on  the  outlier  threshold 
calculation. 

Also,  outlier  reconciliation  is  a 
function  of  the  cost  report  and  Medicare 
contractors  record  the  outlier 
reconciliation  amount  on  each 
provider’s  cost  report  (and  are  not 
required  to  report  these  data  to  CMS 
outside  of  the  cost  report  settlement 
process).  Therefore,  the  outlier 
reconciliation  data  that  the  commenter 
is  requesting  is  publicly  available 
through  the  cost  report.  Since  the 
effective  date  of  Change  Request  7192 
on  April  1,  2011,  we  have  approved  the 
reconciliation  of  outlier  payments  for 
some  providers.  Other  providers  that 
were  flagged  for  outlier  reconciliation 
are  still  under  review  for  approval.  In 
addition,  some  providers  flagged  for 
outlier  reconciliation  may  experience  a 
delay  in  reconciling  their  outlier 
payments  due  to  circumstances  that 
prevent  the  Medicare  contractor  from 
finalizing  the  hospital’s  cost  report 
(such  as  other  payments  that  may  need 
to  be  reconciled  aside  from  outlier 
payments). 

We  note  that  we  did  not  receive  any 
pilblic  comments  on  possible 
modifications  to  our  current  charge 
inflation  methodology  or  the  possibility 
of  looking  at  a  larger  time  period  beyond 
6  months  to  determine  the  average 
charge  per  case  to  measure  the  charge 
inflation  factor. 

Because  we  are  not  making  any 
changes  to  our  methodology  for  this 
final  rule,  for  FY  2013,  we  are  using  the 
same  methodology  we  proposed  to 
calculate  the  outlier  threshold  for  FY 
2013  (using  the  most  recent  data 
available  at  the  time  of  this  final  rule). 

Using  the  most  recent  data  available, 
we  calculated  the  1-year  average 
annualized  rate-of-change  in  charges  per 
case  from  the  first  quarter  of  FY  2011  in 
combination  with  the  second  quarter  of 
FY  2011  (October  1,  2010,  through 
March  31,  2011)  to  the  first  quarter  of 
FY  2012  in  combination  with  the 
second  quarter  of  FY  2012  (October  1, 
2011  through  March  31,  2011).  This 


rate-of-change  was  4.24  percent 
(1.042411)  or  8.94  percent  (1.0866203) 
over  2  years.  As  we  have  done  in  the 
past,  we  established  the  final  FY  2013 
outlier  threshold  using  hospital  CCRs 
from  the  March  2012  update  to  the 
PSF — the  most  recent  available  data  at 
the  time  of  this  final  rule. 

For  FY  2013,  we  calculated  the  CCR 
adjustment  by  using  the  FY  2011 
operating  cost  per  discharge  increase  in 
combination  with  the  actual  FY  2011 
operating  market  basket  percentage 
increase  determined  by  IHS  Global 
Insight,  Inc.  (IGI),  as  well  as  the  charge 
inflation  factor  described  above  to 
estimate  the  adjustment  to  the  CCRs.  (As 
noted  above,  the  FY  2011  actual 
(otherwise  referred  to  as  “final”) 
operating  market  basket  percentage 
increase  reflects  historical  data,  whereas 
the  published  FY  2011  operating  market 
basket  update  factor  was  based  on  Id’s 
2010  second  quarter  forecast  with 
historical  data  through  the  first  quarter 
of  2010.  As  also  noted  above,  while  the 
FY  2011  published  operating  market 
basket  update  was  based  on  the  FY 
2002-based  IPPS  market  basket,  the 
actual  or  “final”  market  basket 
percentage  increase  is  based  on  the  FY 
2006-based  IPPS  market  basket. 
Similarly,  the  FY  2011  published  coital 
market  basket  update  factor  was  based 
on  the  FY  2002-based  capital  market 
basket  and  the  actual  or  “final”  capital 
market  basket  percentage  increase  is 
based  on  the  FY  2006-based  capital 
market  basket.)  By  using  the  operating 
market  basket  percentage  increase  and 
the  increase  in  the  average  cost  per 
discharge  from  hospital  cost  reports,  we 
are  using  two  different  measures  of  cost 
inflation.  For  FY  2013,  we  determined 
the  adjustment  by  taking  the  percentage 
increase  in  the  operating  costs  per 
discharge  from  FY  2009  to  FY  2010 
(1.0290)  from  the  cost  report  and 
divided  it  by  the  final  operating  market 
basket  percentage  increase  from  FY 
2010  (1.0160).  This  operation  removes 
the  measure  of  pure  price  increase  (the 
market  basket)  from  the  percentage 
increase  in  operating  cost  per  discharge, 
leaving  the  nonprice  factors  in  the  cost 
increase  (for  example,  quantity  and 
changes  in  the  mix  of  goods  and 
services).  We  repeated  this  calculation 
for  2  prior  years  to  determine  the  3-year 
average  of  the  rate-of-adjusted  change  in 
costs  between  the  operating  market 
basket  percentage  increase  and  the 
increase  in  cost  per  case  from  the  co.st 
report  (the  FY  2007  to  FY  2008 
percentage  increase  of  operating  costs 
per  discharge  of  1.0505  divided  by  the 
FY  2008  final  operating  market  basket 
percentage  increase  of  1.0400,  and  the 
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FY  2008  to  FY  2009  percentage  increase 
of  operating  costs  per  discharge  of 
1.0295  divided  by  FY  2009  final 
operating  market  basket  percentage 
increase  of  1.0260).  For  FY  2013,  we 
averaged  the  differentials  calculated  for 
FY  2008,  FY  2009,  and  FY  2010,  which 
resulted  in  a  mean  ratio  of  1.0029.  VVe 
multiplied  the  3-year  average  of  1.0029 
by  the  FY  2011  final  operating  market 
basket  percentage  increase  of  1.0270, 
which  resulted  in  an  operating  cost 
inflation  factor  of  2.99  percent  or 
1.029948.  VVe  then  divided  the 
operating  cost  inflation  factor  by  the  1- 
year  average  change  in  charges 
(1.042411)  and  applied  an  adjustment 
factor  of  0.988044  to  the  operating  CCRs 
from  the  PSF  (calculation  performed  on 
unrounded  numbers). 

We  used  the  same  methodology  for 
the  capital  CCRs  and  determined  the 
adjustment  by  taking  the  percentage 
increase  in  the  capital  costs  per 
discharge  from  FY  2009  to  FY  2010 
(1.0102)  from  the  cost  report  and 
dividing  it  by  the  final  capital  market 
basket  percentage  increase  from  FY 

2010  (1.010).  VVe  repeated  this 
calculation  for  2  prior  years  to 
determine  the  3-year  average  of  the  rate- 
of-adjusted  change  in  costs  between  the 
capital  market  basket  percentage 
increase  and  the  increase  in  cost  per 
case  from  the  cost  report  (the  FY  2007 
to  FY  2008  percentage  increase  of 
capital  costs  per  discharge  of  1.0809 
divided  by  the  FY  2008  final  capital 
market  basket  percentage  increase  of 
1.0150,  and  the  FY  2008  to  FY  2009 
percentage  increase  of  capital  costs  per 
discharge. of  1.0499  divided  by  the  FY 
2009  final  capital  market  basket 
percentage  increase  of  1.0150).  For  FY 
2013.  we  averaged  the  differentials 
calculated  for  FY  2008,  FY  2009,  and  FY 
2010,  which  resulted  in  a  mean  ratio  of 
1.0332.  VVe  multiplied  the  3-year 
average  of  1.0332  by  the  FY  2010  final 
capital  market  basket  percentage 
increase  of  1.0120,  which  resulted  in  a 
capital  cost  inflation  factor  of  4.56 
percent  or  1.045567.  We  then  divided 
the  capital  cost  inflation  factor  by  the  1- 
year  average  change  in  charges 
(1.042411)  and  applied  an  adjustment 
factor  of  1.003028  to  the  capital  CCRs 
from  the  PSF  (calculation  performed  oh 
unrounded  numbers).  We  are  using  the 

.  same  charge  inflation  factor  for  the 
capital  CCRs  that  was  used  for  the 
operating  CCRs.  The  charge  inflation 
factor  is  based  on  the  overall  billed 
charges. 

As  stated  above,  for  FY  2013,  we 
applied  the  final  FY  2013  payment  rates 
and  policies  using  cases  from  the  FY 

2011  MedPAR  file  in  calculating  the 


final  outlier  fixed-loss  cost  threshold  for 
FY  2013. 

As  discussed  in  section  III. B. 3.  of  the 
preamble  of  the  FY  2011  IPPS/LTCH 
PPS  final  rule  (75  FR  50160  and  50161) 
and  in  section  III.F.  of  the  preamble  of 
this  final  rule,  in  accordance  with 
section  10324(a)  of  the  Affordable  Care 
Act,  beginning  in  FY  2011,  we  created 
a  wage  index  floor  of  1.00  for  all 
hospitals  located  in  States  determined 
to  be  frontier  States.  We  noted  that  the 
frontier  State  floor  adjustments  will  be 
calculated  and  applied  after  rural  and 
imputed  floor  budget  neutrality 
adjustments  are  calculated  for  all  labor 
market  areas,  in  order  to  ensure  that  no 
hospital  in  a  frontier  State  will  receive 
a  wage  index  lesser  than  1.00  due  to  the 
rural  and  imputed  floor  adjustment.  In 
accordance  with  section  10324(a)  of  the 
Affordable  Care  Act.  the  frontier  State 
adjustment  will  not  be  subject  to  budget 
neutrality,  and  will  only  be  extended  to 
hospitals  geographically  located  within 
a  frontier  State.  However,  for  purposes 
of  estimating  the  final  outlier  fixed-loss 
cost  threshold  for  FY  2013,  it  was 
necessary  to  apply  this  provision  by 
adjusting  the  wage  index  of  those 
eligible  hospitals  in  a  frontier  State 
when  calculating  the  outlier  fixed-loss 
cost  threshold  that  results  in  outlier 
payments  being  5.1  percent  of  total 
payments  for  FY  2013.  If  we  did  not 
take  into  account  this  provision,  our 
estimate  of  total  FY  2013  payments 
would  be  too  low,  and,  as  a  result,  our 
proposed  outlier  threshold  would  be  too 
high,  such  that  estimated  outlier 
payments  would  be  less  than  our 
projected  5.1  percent  of  total  payments. 

Also,  for  this  final  rule,  the 
cumulative  effect  of  documentation  and 
coding  that  we  estimate  has  occurred  is 
already  reflected  within  the  FY  2011 
MedPAR  claims  data,  and  we  did  not 
believe  there  was  any  need  to  inflate  FY 
2011  claims  data  for  any  additional 
case-mix  growth  projected  to  have 
occurred  since  FY  2010. 

As  discussed  above,  in  our  projection 
of  FY  2013  outlier  payments,  we  did  not 
make  any  adjustments  for  the  possibility 
that  hospitals’  CCRs  and  outlier 
payments  may  be  reconciled  upon  cost 
report  settlement.  Also,  we  are 
finalizing  our  proposal  to  exclude  the 
hospital  VBP  payment  adjustments  and 
the  hospital  readmissions  payment 
adjustments  from  the  calculation  of  the 
outlier  fijted-loss  cost  threshold. 

Using  this  methodology,  we 
calculated  a  final  outlier  fixed-loss  cost 
threshold  for  FY  2013  equal  to  the 
prospective  payment  rate  for  the  MS- 
DRG,  plus  any  IME  and  DSH  payments, 
and  any  add-on  payments  for  new 
technology,  plus  $21,821.  We  note,  that 


the  final  outlier  fixed-loss  cost  threshold 
is  $1,089  less  than  the  revised  corrected 
proposed  threshold  amount  ($23,630) 
mentioned  above  (which  used  the 
correct  CCRs  from  December  2010  PSF 
update  and  properly  adjusted  the  CCRs). 
VVe  believe  this  decrease  is  attributable 
to  the  reduction  in  the  charge  inflation 
factor  from  14.06  percent  in  the 
proposed  rule  to  8.94  percent  in  this 
final  rule  (a  reduction  of  5.12  percentage 
points).  A  lower  charge  inflation  factor 
decreases  the  projected  total  outlier 
payments.  With  a  decrease  in  projected 
outlier  payments,  in  order  for  CMS  to 
meet  the  5.1  percent  target,  it  would  be 
necessary  to  increase  the  amount  of 
outlier  payments  by  reducing  the  outlier 
fixed-loss  cost  threshold. 

In  addition,  at  this  time,  we  are  not 
finalizing  our  proposal  to  make  an 
adjustment  to  the  standardized  amounts 
to  offset  the  estimated  amount  of  the 
increase  in  aggregate  payments  due  to 
the  effect  of  documentation  and  coding 
that  did  not  reflect  real  changes  in  case- 
mix  for  discharges  occurring  during  FY 
2010.  Therefore,  an  increase  to  the 
standardized  amount  relative  to  the 
proposed  rule  also  decreases  the 
projected  total  outlier  payments,  which 
requires  a  reduction  in  the  outlier  fixed- 
loss  cost  threshold  in  order  to  increase 
the  amount  of  outlier  payments.  Also, 
the  final  outlier  fixed-loss  cost  threshold 
of  $21,821  is  $1,369  less  than  the  outlier 
fixed-loss  cost  threshold  of  $23,190 
requested  by  the  commenters  above. 
Because  we  are  using  the  most  recent 
available  CCR  data  to  calculate  the  final 
outlier  fixed-loss  cost  threshold  and  the 
final  outlier  fixed-loss  cost  threshold  is 
much  lower  than  the  threshold  amount 
requested  by  the  commenters,  as 
discussed  above,  we  believe  it  is 
prudeiit  to  closely  analyze  the 
commenters’  suggestions  on  modifying 
the  methodology  to  calculate  the  outlier 
fixed-loss  cost  threshold  and  how  to 
improve  our  estimation  of  the  outlier 
payout  from  prior  years  after  this  final 
rule  so  that,  if  warranted,  we  can  make 
any  proposals  related  to  these  issues  in 
a  future  rulemaking. 

(2)  Other  Changes  Concerning  Outliers 
As  stated  in  the  FY  1994  IPPS  final 
rule  (58  FR  46348),  we  establish  an 
outlier  threshold  that  is  applicable  to 
both  hospital  inpatient  operating  costs 
and  hospital  inpatient  capital-related 
costs.  When  we  modeled  the  combined 
operating  and  capital  outlier  payments, 
we  found  that  using  a  common 
threshold  resulted  in  a  lower  percentage 
of  outlier  payments  for  capital-related 
costs  than  for  operating  costs.  We 
project  that  the  thresholds  for  FY  2013 
will  result  in  outlier  payments  that  will 
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equal  5.1  percent  of  operating  DRG 
payments  and  6.38  percent  of  capital 
payments  based  on  the  Federal  rate. 

In  accordance  with  section 
1886(d)(3)(B)  of  the  Act,  we  are 
reducing  the  FY  2013  standardized 
amount  by  the  same  percentage  to 
account  for  the  projected  proportion  of 
payments  paid  as  outliers. 

The  outlier  adjustment  factors  that  are 
applied  to  the  standardized  amount 
based  on  the  FY  2013  outlier  threshold 
are  as  follows: 


!  i 

Operating 

standardized 

amounts 

Capital 
federal  rate 

National . 

0.948999 

0.936209 

Puerto  Rico 

0.944760 

0.925579 

We  are  applying  the  outlier 
adjustment  factors  to  the  FY  2013  rates 
after  removing  the  effects  of  the  FY  2012 
outlier  adjustment  factors  on  the 
standardized  amount. 

To  determine  whether  a  case  qualifies 
for  outlier  payments,  we  apply  hospital- 
specific  CCRs  to  the  total  covered 
charges  for  the  case.  Estimated  operating 
and  capital  costs  for  the  case  are 
calculated  separately  by  applying 
separate  operating  and  capital  CCRs. 
These  costs  are  then  combined  and 
compared  with  the  outlier  fixed-loss 
cost  threshold. 

Under  our  current  policy  at  §  412.84, 
we  calculate  operating  and  capital  CCR 
ceilings  and  assign  a  statewide  average 
CCR  for  hospitals  whose  CCRs  exceed 
3.0  standard  deviations  from  the  mean 
of  the  log  distribution  of  CCRs  for  all 
hospitals.  Based  on  this  calculation,  for 
hospitals  for  which  the  fiscal 
intermediary  or  MAC  computes 
operating  CCRs  greater  than  1.146  or 
capital  CCRs  greater  than  0.166,  or 
hospitals  for  which  the  fiscal 
intermediary  or  MAC  is  unable  to 
calculate  a  CCR  (as  described  under 
§412.84(i)(3)  of  our  regulations), 
statewide  average  CCRs  are  used  to 
determine  whether  a  hospital  qualifies 
for  outlier  payments.  Table  8A  listed  in 
section  VI.  of  this  Addendum  (and 
available  only  via  the  Internet)  contains 
the  statewide  average  operating  CCRs 
for  urban  hospitals  and  for  rural 
hospitals  for  which  the  fiscal 
intermediary  or  MAC  is  unable  to 
compute  a  hospital-specific  CCR  within 
the  above  range.  Effective  for  discharges 
occurring  on  or  after  October  1,  2012, 
these  statewide  average  ratios  will 
replace  the  ratios  posted  on  the  Internet 
at  http://www.cms.gov/AcuteInpatient 
PPS/FR20 12/hst.aspttT opOfPage.  Table 
8B  listed  in  section  VI.  of  this 
Addendum  (and  available  via  the 
Internet)  contains  the  comparable 


statewide  average  capital  CCRs.  Again, 
the  CCRs  in  Tables  8A  and  8B  will  be 
used  during  FY  2013  when  hospital- 
specific  CCRs  based  on  the  latest  settled 
cost  report  are  either  not  available  or  are 
outside  the  range  noted  above.  Table  8C 
listed  in  section  VI.  of  this  Addendum 
(and  available  via  the  Internet)  contains 
the  statewide  average  total  CCRs  used 
under  the  LTCH  PPS  as  discussed  in 
section  V.  of  this  Addendum. 

We  finally  note  that  we  published  a 
manual  update  (Change  Request  3966) 
to  our  outlier  policy  on  October  12, 

2005,  which  updated  Chapter  3,  Section 
20.1.2  of  the  Medicare  Claims 
Processing  Manual.  The  manual  update 
covered  an  array  of  topics,  including 
CCRs,  reconciliation,  and  the  time  value 
of  money.  We  encourage  hospitals  that 
are  assigned  the  statewide  average 
operating  and/or  capital  CCRs  to  work 
with  their  fiscal  intermediary  or  MAC 
on  a  possible  alternative  operating  and/ 
or  capital  CCR  as  explained  in  Change 
Request  3966.  Use  of  an  alternative  CCR 
developed  by  the  hospital  in 
conjunction  with  the  fiscal  intermediary 
or  MA.C  can  avoid  possible 
overpayments  dr  underpayments  at  cost 
report  settlement,  thus  ensuring  better 
accuracy  when  making  outlier  payments 
and  negating  the  need  for  outlier 
reconciliation.  We  also  note  that  a 
hospital  may  request  an  alternative 
operating  or  capital  CCR  ratio  at  any 
time  as  long  as  the  guidelines  of  Change 
Request  3966  are  followed. 

Additionally,  as  mentioned  above,  we 
published  an  additional  manual  update 
(Change  Request  7192)  to  our  outlier 
policy  on  December  3,  2010,  which  also 
updated  Chapter  3,  Section  20.1.2  of  the 
Medicare  Claims  Processing  Manual. 
The  manual  update  outlines  the  outlier 
reconciliation  process  for  hospitals  and 
Medicare  contractors.  To  download  and 
view  the  manual  instructions  on  outlier 
reconciliation,  we  refer  readers  to  the 
CMS  Web  site:  http://www.cms.hhs.gov/ 
manuals/downloads/clml04c03.pdf. 

(3)  FY  2011  and  FY  2012  Outlier 
Payments 

In  the  FY  2012  IPPS  final  rule  (76  FR 
51795  through  51796),  we  stated  that, 
based  on  available  data,  we  estimated 
that  actual  FY  2011  outlier  payments 
would  be  approximately  4.7  percent  of 
actual  total  MS-DRC  payments.  This 
estimate  was  computed  based  on 
simulations  using  the  FY  2010  MedPAR 
file  (discharge  data  for  FY  2010  claims). 
That  is,  the  estimate  of  actual  outlier 
payments  did  not  reflect  actual  FY  2011 
claims,  but  instead  reflected  the 
application  of  FY  2011  payment  rates 
and  policies  to  available  FY  2010 
claims. 


Our  current  estimate,  using  available 
FY  2011  claims  data,  is  that  actual 
outlier  payments  for  FY  2011  were 
approximately  4.8  percent  of  actual  total 
MS-DRC  payments.  Thus,  the  data 
indicate  that,  for  FY  2011,  the 
percentage  of  actual  outlier  payments 
relative  to  actual  total  payments  is  lower 
than  we  projected  for  FY  2011. 
Consistent  with  the  policy  and  statutory 
interpretation  we  have  maintained  since 
the  inception  of  the  IPPS,  we  do  not 
plan  to  make  retroactive  adjustments  to 
outlier  payments  to  ensure  that  total 
outlier  payments  for  FY  2011  are  equal 
to  5.1  percent  of  total  MS-DRC 
payments. 

In  the  proposed  rule,  we  estimated 
that  actual  outlier  payments  for  FY  2012 
will  be  approximately  6.0  percent  of 
actual  total  MS-DRC  payments, 
approximately  0.9  percentage  point 
higher  than  the  5.1  percent  we  projected 
when  setting  the  outlier  policies  for  FY 
2012.  This  estimate  of  6.0  percent  was 
based  on  simulations  using  the  FY  2011 
MedPAR  file  (discharge  data  for  FY 
2011  claims).  We  note  that,  similar  to 
our  error  in  estimating  the  proposed 
outlier  fixed-loss  cost  threshold,  this 
estimate  was  incorrect  because  we 
inadvertently  used  CCRs  with  an 
effective  date  prior  to  December  2010. 
For  this  final  rule,  using  the  latest  CCRs 
from  the  March  2012  update  of  the  PSF, 
we  estimate  that  actual  outlier  payments 
for  FY  2012  will  be  approximately  5.0 
percent  of  actual  total  MS-DRC 
payments,  approximately  0.1  percentage 
point  lower  than  the  5.1  percent  we 
projected  when  setting. the  outlier 
policies  for  FY  2012.  This  estimate  of 
5.0  percent  is  based  on  simulations 
using  the  FY  2011  MedPAR  file 
(discharge  data  for  FY  2011  claims). 

Comment:  Commenters  disagreed 
with  CMS’  use  of  modeled  data  versus 
actual  payment  data  to  compute  the 
outlier  payment  percentage  for  FY  2011. 
The  commenters  stated  that  they 
performed  their  own  analyses  using 
actual  payment  information  in  the 
MedPAR  file,  which  resulted  in  outlier 
payments  being  4.42  percent  of  actual 
MS-DRC  payments  for  FY  2011.  The 
commenters  recommended  that  CMS 
determine  the  FY  2011  outlier  payment 
percentage  using  actual  payments  rather 
than  modeled  payments. 

The  commenters  disagreed  with  CMS’ 
reasons  presented  in  the  FY  2011  IPPS/ 
LTCH  PPS  final  rule  (75  FR  50431)  for 
using  modeled  data  instead  of  actual 
data.  In  that  final  rule,  CMS  supported 
its  decision  to  use  modeled  data  in  part 
because  “while  accurate  at  the  time  the 
MedPAR  file  is  constructed,  claims  can 
be  cancelled,  edited  and  resubmitted  to 
NCH  after  the  MedPAR  file  is  built,  and, 
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therefore,  the  payment  field  shown  on 
MedPAR  is  subject  to  change  and  does 
not  necessarily  represent  the  final 
payment  on  that  claim.”  The 
commenters  stated  that  while  this  is 
true,  the  argument  applies  equally  to 
modeling  payments  from  the  MedPAR 
data.  The  commenters  explained  that  if 
a  claim  is  cancelled  after  the  MedPAR 
file  is  built,  the  modeled  payment  for 
that  claim  will  be  included  in  overall 
estimates. 

The  commenters  further  noted  that,  in 
the  FY  2011 IPPS/LTCH  PPS  final  rule, 
CMS  expressed  concern  that  SCHs  and 
MDHs  complicate  the  use  of  the 
payment  field  shown  on  the  MedPAR 
file  (75  FR  50431).  The  commenter 
disagreed  with  CMS  and  stated  that 
CMS’  argument  is  valid  for  determining 
the  DRG-based  operating  payments 
needed  to  calculate  outlier  payment 
levels:  however,  the  SCH/MDH 
argument  does  not  apply  to  outlier 
payments.  The  commenters  claimed  that 
“the  PRICER  program  determines  outlier 
payments  for  all  hospitals,  including 
SCH/MDHs,  based  on  the  Federal  rate 
only.”  The  commenters  added  that  “the 
outlier  payments  are  recorded  in  the 
“OUTLIER  AMOUNT”  field  (and  not 
included  in  the  DRG  PRICE).” 

Therefore,  the  commenters  asserted  that 
“obtaining  the  outlier  payments  directly 
from  the  MedPAR  file  does  not 
introduce  complications  related  to  the 
SCH/MDH  status.”  Moreover,  the 
commenters  stated,  “that  SCH/MDH 
hospitals  represent  a  small  percent  of 
hospitals  overall.” 

Tne  commenters  also  believed  that 
CMS’  estimate  is  not  as  accurate  as  it 
could  be.  The  commenter  noted  that 
CMS’  statement  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51796) 
indicates  that  CMS  estimated  outlier 
payments  for  FY  2010  using  a  single 
CCR.  The  commenter  stated  that  they 
were  perplexed  that  CMS  would  not  use 
the  actual  CCRs  utilized  in  the  actual 
payment  process  given  that  they  are 
readily  available  in  the  PSF. 

Using  actual  payment  data,  the 
commenter  computed  an  outlier  payout 
of  4.74  percent  and  4.13  percent  for  FY 
2009  and  FY  2010  respectively,  versus 
the  5.3  percent  and  4.7  percent  that 
CMS  published  in  the  FY  2011  and  FY 
2012  final  rules.  The  commenter 
concluded  that  using  modeled  data  has 
consistently  overestimated  outlier 
payments.  The  commenter 
recommended  that  CMS  publish  in  the 
final  rule  the  outlier  percentage  for  FYs 
2009  through  2011  based  on  actual 
payments. 

Response:  We  responded  to  similar 
comments  in  response  to  policies 
presented  in  last  year’s  final  rule  and 


refer  readers  to  the  FY  2012  fPPS/LTCH 
PPS  final  rule  (76  FR  51796). 

Comment:  One  commenter  was  not 
aware  that  in  determining  the  FY  2011 
outlier  payout,  CMS  first  identifies 
SCHs  then  sums  up  the  total  Federal 
payments  and  hospital-specific  rate 
(HSP)  payments  and  then  excludes  from 
the  outlier  calculation  those  SCHs 
whose  HSP  payments  were  greater  than 
their  Federal  payments.  Using  actual 
payments,  the  commenter  performed  a 
similar  edit  for  SCHs  and  an  edit  for 
MDHs  (by  excluding  75  percent  of  their 
standard  Federal  rate  based  on  MS-DRG 
and  outlier  payments).  Using  the 
payment  amounts  on  the  claims,  the 
commenter  determined  an  outlier 
payout  of  4.39  percent  for  FY  2011.  The 
commenter  also  modeled  the  FY  2011 
outlier  payout  by  incorporating  the 
same  edit  described  above  for  SCHs  and 
MDHs,  and  used  CCRs  that  were  in 
effect  during  FY  2011  from  the  March 
2012  PSF  update,  and  DSH  and  IME 
factors  from  the  FY  2011  final  rule 
impact  file.  The  commenter  used  FY 
2011  payment  rates  and  determined  a 
modeled  outlier  payout  of  4.42  percent 
for  FY  2011.  The  commehter  noted  that 
the  modeled  outlier  percentage  of  4.42 
was  very  close  to  the  actual  outlier 
payment  percentage  of  4.39.  The 
commenter  added  that  using  this  model, 
an  outlier  fixed-loss  cost  threshold  of 
$20,055  would  have  resulted  in  an 
outlier  payout  of  5.1  percent  for  FY 
2011  versus  CMS’  final  FY  2011  outlier 
fixed-loss  cost  threshold  of  $23,075 
(which  represents  a  15  percent  error  in 
setting  the  threshold). 

The  commenter  also  used  cost  report 
data  from  the  March  2012  HCRIS  update 
to  analyze  the  historical  actual  outlier 
payout  fi'om  2003  through  2010.  To 
determine  the  outlier  payout  for  each 
year,  the  commenter  summed  up  total 
MS-DRG  payments  and  outlier 
payments  for  each  fiscal  year  based  on 
cost  report  begin  dates  within  the  fiscal 
year.  The  commenters  stated  that  CMS 
did  not  meet  the  5.1  percent  target  in 
any  of  these  fiscal  years. 

The  commenter  also  stated  that  it  is 
important  for  CMS  to  assess  how  closely 
the  prior  year’s  threshold  achieved  its 
target.  The  commenter  explained  that  if 
outlier  payments  from  the  prior  year 
closely  approximate  the  target,  unless 
there  are  policy  changes  imposed  by 
Congress  or  the  agency  or  indications 
that  demographic  or  public  health 
factors  had  an  impact  on  inpatient 
service  intensity,  then  there  is  little 
need  for  dramatic  change  to  the 
threshold  from  the  prior  year  for  the 
upcoming  fiscal  year. 

The  commenter  modeled  the  FY  2012 
outlier  payout  by  using  FY  2011 


MedPAR  data  and  inflating  the  charges 
by  6.8  percent.  The  commenter  used  the 
FY  2012  IPPS/LTCH  PPS  final  rule 
impact  file  for  payment  variables  and 
FY  2012  payment  rules  and  determined 
an  outlier  payment  of  5.8  percent.  In  the 
proposed  rule,  CMS  calculated  a  6.0 
percent  outlier  payout  for  FY  2012.  The 
commenter  believed  that  the  reason  for 
this  high  outlier  payout  is  due  to  the  use 
of  out  of  date  CCRs.  The  commenter 
explained  that  they  used  CCRs  from  the 
March  2012  PSF  update  for  the  first 
'three  quarters  of  FY  2012  and  projected 
forward  CCRs  by  1  year  for  the  last 
quarter  of  FY  2012.  The  commenter 
noted  that  the  estimate  of  5.8  percent 
may  still  be  too  high  because  it  is 
expected  that  many  hospitals  will  have 
their  CCRs  updated  in  the  last  quarter  of 
FY  2012  due  to  the  delay  in  filing  form 
CMS  2552-10  cost  reports  (and  CCRs 
tend  to  trend  lower  over  time  which 
would  lower  the  threshold).  The 
commenter  noted  that  this  delay 
probably  impacts  the  estimated  FY  2012 
outlier  payout  because  hospitals  did  not 
have  their  CCR  updated  in  the  PSF, 
which  caused  relatively  “older”  CCRs  to 
be  used  for  payment  of  outliers  longer 
than  normal.  (These  older  CCRs 
typically  are  higher  than  more  recent 
updated  CCRs,  which  would  result  in 
higher  outlier  payments  during  FY 
2012.) 

Response:  We  appreciate  the 
commenter’s  analysis  above.  We  believe 
it  is  necessary  to  annually  recompute 
the  outlier  fixed-loss  cost  threshold 
because  section  1886(d)(5)(A)(iv)  of  the 
Act  requires  outlier  payments  to  be  not 
less  than  5  percent  nor  more  than  6 
percent  of  total  estimated  or  projected 
payments.  Additionally,  aside  from  the 
statute,  there  are  many  variables  such  as 
the  market  basket  increase,  wage  index, 
charge  inflation  factor  and  other 
adjustments  to  the  standardized  amount 
that  could  affect  the  outlier  fixed-loss 
cost  threshold  from  one  year  to  the  next, 
which  warrants  an  annual  recalculation 
of  the  outlier  fixed-loss  cost  threshold 
factoring  in  these  changes  so  that  we 
can  meet  our  target  of  a  5.1  percent 
outlier  payout.  However,  we  recognize 
the  commenter’s  concerns  with  our 
methodology  for  calculating  the  outlier 
fixed-loss  cost  threshold  and  our 
calculation  of  the  outlier  payout  from 
prior  years.  Therefore,  as  stated  above, 
we  plan  to  closely  analyze  the 
commenters’  suggestions  for  modifying 
the  methodology  to  calculate  the  outlier 
fixed-loss  cost  threshold  amount  and  to 
improve  our  estimation  of  the  outlier 
payout  from  prior  years  after  this  final 
rule  so  that,  if  warranted,  we  can  make 
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any  proposals  on  these  issues  in  a  future 
rulemaking. 

5.  FY  2013  Standardized  Amount 

The  adjusted  standardized  amount  is 
divided  into  labor-related  and  nonlabor- 
related  portions.  Tables  lA  and  IB 
listed  and  published  in  section  VI.  of 
this  Addendum  {and  available  via  the 
Internet)  contain  the  national 
standardized  amounts  that  we  are 
applying  to  all  hospitals,  except 
hospitals  located  in  Puerto  Rico,  for  FY 
2013.  The  Puerto  Rico-specific'amounts 
are  shown  in  Table  IC  listed  and 
published  in  section  VI.  of  this 
Addendum  (and  available  via  the 
Internet).  The  amounts  shown  in  Tables 
lA  and  IB  differ  only  in  that  the  labor- 
related  share  applied  to  the 
standardized  amounts  in  Table  lA  is  the 
labor-related  share  of  68.8  percent,  and 
Table  IB  is  62  percent.  In  accordance 
with  sections  1886(d)(3)(E)  and 
1886(d)(9){C)(iv)  of  the  Act,  we  are 
applying  a  labor-related  share  of  62 
percent,  unless  application  of  that 
percentage  would  result  in  lower 
payments  to  a  hospital  than  would 
otherwise  be  made.  In  effect,  the 
statutory  provision  means  that  we  will 
apply  a  labor-related  share  of  62  percent 


for  all  hospitals  (other  than  those  in 
Puerto  Rico)  whose  wage  indices  are 
less  than  or  equal  to  1.0000. 

In  addition.  Tables  lA  and  IB  include 
the  standardized  amounts  reflecting  the 
applicable  percentage  increase  of  1.8 
percent  for  FY  2013,  and  an  update  of 
-  0.2  percent  for  hospitals  that  fail  to 
submit  quality  data  consistent  with 
section  1886(b)(3)(B)(viii)  of  the  Act. 

Under  section  1886(d)(9)(A)(ii)  of  the 
Act,  the  Federal  portion  of  the  Puerto 
Rico  payment  rate  is  based  on  the 
discharge-weighted  average  of  the 
national  large  urban  standardized 
amount  (this  amount  is  set  forth  in 
Table  lA).  The  labor-related  and 
nonlabor-related  portions  of  the  national 
average  standardized  amounts  for 
Puerto  Rico  hospitals  for  FY  2013  are  set 
forth  in  Table  IC  listed  and  published 
in  section  VI.  of  this  Addendum  (and 
available  via  the  Internet).  This  table 
also  includes  the  Puerto  Rico 
standardized  amounts.  The  labor-related 
share  applied  to  the  Puerto  Rico-specific 
standardized  amount  is  the  labor-related 
share  of  62.1  percent,  or  62  percent, 
depending  on  which  provides  higher 
payments  to  the  hospital.  (Section 
1886(d)(9)(C)(iv)  of  the  Act,  as  amended 


by  section  403(b)  of  Public  Law  108- 
173,  provides  that  the  labor-related 
share  for  hospitals  located  in  Puerto 
Rico  be  62  percent,  unless  the 
application  of  that  percentage  would 
result  in  lower  payments  to  the 
hospital.) 

The  following  table  illustrates  the 
changes  from  the  FY  2012  national 
standardized  amount.  The  second 
column  shows  the  changes  from  the  FY 
2012  standardized  amounts  for  hospitals 
that  satisfy  the  quality  data  submission 
requirement  and,  therefore,  receive  the 
full  update  of  1.8  percent.  The  third 
column  shows  the  changes  for  hospitals 
receiving  the  reduced  update  of  -  0.2 
percent.  The  first  row  of  the  table  shows 
the  updated  (through  FY  2012)  average 
standardized  amount  after  restoring  the 
FY  2012  offsets  for  outlier  payments, 
demonstration  budget  neutrality,  the 
geographic  reclassification  budget 
neutrality,  and  the  retrospective 
documentation  and  coding  adjustment 
under  section  7(b)(1)(B)  of  Public  Law 
110-90.  The  MS-DRG  reclassification 
and  recalibration  wage  index  budget 
neutrality  factors  are  cumulative. 
Therefore,  those  FY  2012  factors  are  not 
removed  from  this  table. 


Comparison  of  FY  2012  Standardized  Amounts  to  the  FY  2013  Standardized  Amount  With  Full  and  Reduced 

Update 


Full  update 
(1.8  percent):  wage 
index  is  greater  than 
1.0000 

Full  update 
(1 .8  percent);  wage 
index  is  less  than  or 
equal  to  1 .0000 

Reduced  update 
(-0.2  percent);  wage 
index  is  greater  than 
1.0000 

Reduced  Update 
(-0.2  percent);  Wage 
index  is  less  than  or 
equal  to  1 .0000 

FY  2012  Base  Rate,  after  removing  geo- 

Labor:  $4,060.65  . 

Labor:  $3,659.31  . 

Labor:  $4,060.65  . 

Labor:  $3,659.31. 

graphic  reclassification  budget  neutrality. 

Nonlabor;  $1 ,841 .46  .. 

Nonlabor:  $2,242.80  .. 

Nonlabor:  $1 ,841 .46  .. 

Nonlabor:  $2,242.80. 

rural  community  hospital  demonstration 
program  budget  neutrality,  cumulative  FY 
2008  and  FY  2009  documentation  and 
coding  adjustment,  FY  2012  documenta¬ 
tion  and  coding  recoupment,  and  outlier 
offset  (based  on  the  labor-related  share 
percentage  for  FY  2012). 

FY  2013  Update  Factor  . 

• 

1.018  . 

1.018  . 

0.998  . 

0.998. 

FY  2013  MS-DRG  Recalibration  and  Wage 

0.998761  . 

0.998761  . 

0.998761  . 

0.998761. 

Index  Budget  Neutrality  Factor. 

FY  2013  Reclassification  Budget  Neutrality 

0.991276  . 

i 

0.991276  . 

0.991276  . 

0.991276. 

Factor. 

FY  2013  Rural  Community  Demonstration 

0.999677  . 

0.999677  . 

0.999677  . 

0.999677. 

Program  Budget  Neutrality  Factor. 

FY  2013  Operating  Outlier  Factor  . 

0.948999  . 

0.948999  . 

0.948999  . 

0.948999. 

Documentation  and  coding  adjustments  re- 

0.9478  . 

0.9478  . 

0.9478  . 

0.9478. 

quired  under  sections  7(b)(1)(A)  and 
7(b)(1)(B)  of  Pub.  L.  110-90. 

National  Standardized  Amount  for  FY  2013  .. 

Labor:  $3,679.95  . 

Labor:  $3,316.23 '. . 

Labor:  $3,607.65  ........ 

Labor:  $3,251.08. 

Nonlabor:  $1,668.81  .. 

Nonlabor:  $2,032.53  .. 

Nonlabor:  $1,636.02  .. 

Nonlabor:  $1,992.59. 

The  following  table  illustrates  the 
changes  from  the  FY  2012  Puerto  Rico- 
specific  payment  rate  for  hospitals 
located  in  Puerto  Rico.  The  second 
column  shows  the  changes  from  the  FY 
2012  Puerto  Rico  specific  payment  rate 


for  hospitals  with  a  Puerto  Rico-specific 
wage  index  greater  than  1.0000.  The 
third  column  shows  the  changes  ft-om 
the  FY  2012  Puerto  Rico  specific 
payment  rate  for  hospitals  with  a  Puerto 
Rico-specific  wage  index  less  than 


1.0000.  The  first  row  of  the  table  shows 
the  updated  (through  FY  2012)  Puerto 
Rico-specific  payment  rate  after 
restoring  the  FY  2012  offsets  for  Puerto 
Rico-specific  outlier  payments,  rural 
community  hospital  demonstration 
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program  budget  neutrality,  and  the  budget  neutrality  factor  is  cumulative 

geographic  reclassification  budget  and  is  not  removed  from  this  table, 

neutrality.  The  MS-DRG  recalibration 

Comparison  of  FY  2012  Puerto  Rico-Specific  Payment  Rate  to  the  FY  2013  Puerto  Rico-Specific  Payment 

Rate 


- 

Update 

(1 .8  percent);  wage  index  is 
greater  than  1 .0000 

Update 
(1 .8  percent); 

wage  index  is  less  than  or  equal 
to  1.0000 

FY  2012  Puerto  Rico  Base  Rate,  after  removing  geographic  reclassi- 

Labor:  $1,643.77  . 

Labor:  $1,641.13 

fication  budget  neutrality,  the  rural  community  hospital  demonstra¬ 
tion  program  budget  neutrality,  Puerto  Rico  outlier  offset  (based  on 

Nonlabor:  $1,003.21  . 

Nonlabor:  $1,005.85. 

the  Puerto  Rico  specific  labor-related  share  percentage  for  FY 
2012). 

FY  2013  Update  Factor . 

1.018 . 

1.018. 

FY  2013  MS-DRG  Recalibration  Budget  Neutrality  Factor . 

0.998431  . 

0.998431. 

FY  2013  Reclassification  Budget  Neutrality  Factor  . 

0.991276  . 

0.991276. 

FY  2013  Rural  Community  Hospital  Demonstration  Program  Budget 

0.999677  . 

0.999677. 

Neutrality  Factor. 

FY  2013  Puerto  Rico  Operating  Outlier  Factor  . 

0.944760  . 

0.944760. 

Puerto  Rico-Specific  Payment  Rate  for  FY  2013  . 

Labor:  $1,564.17  . 

Nonlabor:  $954.62  . 

Labor:  $1,561.65 

Nonlabor:  $957.14. 

B.  Adjustments  for  Area  Wage  Levels 
and  Cost-of-Living 

Tables  lA  through  IC,  as  published  in 
section  VI.  of  this  Addendum  {and 
available  via  the  Internet),  contain  the 
labor-related  and  nonlabor-related 
shares  that  we  used  to  calculate  the 
prospective  payment  rates  for  hospitals 
located  in  the  50  States,  the  District  of 
Columbia,  and  Puerto  Rico  for  FY  2013. 
This  section  addresses  two  types  of 
adjustments  to  the  standardized 
amounts  that  are  made  in  determining 
the  prospective  payment  rates  as 
described  in  this  Addendum. 

1.  Adjustment  for  Area  Wage  Levels 

Sections  1886(d)(3)(E)  and 
1886(d)(9)(C)(iv)  of  the  Act  require  that 
we  make  an  adjustment  to  the  labor- 
related  portion  of  the  national  and 
Puerto  Rico  prospective  payment  rates, 
respectively,  to  account  for  area 
differences  in  hospital  wage  levels.  This 
adjustment  is  made  by  multiplying  the 
labor-related  portion  of  the  adjusted 
standardized  amounts  by  the 
appropriate  wage  index  for  the  area  in 
which  the  hospital  is  located.  In  section 
III.  of  the  preamble  of  this  final  rule,  we 
discuss  the  data  and  methodology  for 
the  FY  2013  wage  index. 

2.  Adjustment  for  Cost-of-Living  in 
Alaska  and  Hawaii 

Section  1886(d)(5)(H)  of  the  Act 
provides  discretionary  authority  to  the 
Secretary  to  make  “such  adjustments 
*  *  *  as  the  Secretary  deems 
appropriate”  to  take  into  account  the 
unique  circumstances  of  hospitals 
located  in  Alaska  and  Hawaii.  Higher 
labor-related  costs  for  these  two  States 


are  taken  into  account  in  the  adjustment 
for  area  wages  described  above.  To 
account  for  higher  nonlabor-related 
costs  for  these  two  States,  we  multiply 
the  nonlabor-related  portion  of  the 
standardized  amount  for  hospitals  in 
Alaska  and  Hawaii  by  an  adjustment 
factor.  For  FY  2011  and  in  prior  fiscal 
years,  we  used  the  most  recent  cost-of- 
living  adjustment  (COLA)  factors 
obtained  from  the  U.S.  Office  of 
Personnel  Management  (OPM)  Web  site 
at  http://w\\'w.opm.gov/oca/cola/rates. 
asp  to  update  this  nonlabor  portion. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28145  and  28146), 
we  explained  that  sections  1911  through 
1919  of  th.e  Nonforeign  Area  Retirement 
Equity  Assurance  Act,  as  contained  in 
subtitle  B  of  title  XIX  of  the  National 
Defense  Authorization  Act  (NDAA)  for 
Fiscal  Year  2010  (Pub.  L.  111-84, 
October  28,  2009),  transitions  the  Alaska 
and  Hawaii  COLAs  to  locality  pay.  We 
further  explained  in  the  proposed  rule 
that,  beginning  in  FY  2012,  as  OPM 
transitioned  away  from  COLAs,  we 
continued  to  use  the  same  “frozen” 
COLA  factors  (published  by  OPM)  that 
we  used  to  adjust  payments  in  FY  2011 
(which  were  based  on  OPM’s  2009 
COLA  factors)  to  adjust  the  nonlabor- 
related  portion  of  the  standardized 
amount  for  hospitals  located  in  Alaska 
and  Hawaii.  We  refer  readers  to  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  for 
a  more  detailed  discussion  of  our 
rationale  for  continuing  to  use  the 
frozen  COLAs. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule,  for  FY  2013,  we 
proposed  to  continue  to  use  the  same 
COLA  factors  that  are  used  to  adjust 


payments  in  FY  2012  (as  originally  used 
to  adjust  payments  in  FY  2011,  which 
are  based  on  OPM’s  2009  COLA  factors), 
and  we  also  proposed  a  methodology  to 
update  the  COLA  factors  published  by 
OPM  beginning  in  FY  2014. 

Specifically,  we  proposed  to  update  the 
COLA  factors  published  by  OPM  that 
we  used  to  adjust  payments  in  FY  2011 
(which  are  based  on  OPM’s  2009  COLA 
factors)  by  using  the  comparison  of  the 
growth  in  the  overall  CPI  relative  to  the 
growth  in  the  CPI  in  Anchorage  and 
Honolulu  to  update  the  COLA 
adjustment  factors  for  all  areas  in  Alaska 
and  Hawaii,  respectively.  We  noted  that 
OPM’s  COLA  factors  were  calculated 
with  a  statutorily  mandated  cap  of  25 
percent,  and  we  have  exercised  our 
discretionary  authority  to  adjust  Alaska 
and  Hawaii  payments  by  incorporating 
this  cap.  We  again  refer  readers  to  the 
FY  2013  IPPS/LTCH  PPS  proposed  rule 
for  a  more  detailed  discussion  of  our 
methodology.  Lastly,  as  we  stated  in  the 
proposed  rule,  we  are  updating  the 
COLA  factors  based  on  our  methodology 
every  4  years,  at  the  same  time  as  the 
update  to  the  labor-related  share  of  the 
IPPS  market  basket.  The  labor-related 
share  of  the  IPPS  market  basket  is 
currently  not  scheduled  to  be  updated 
until  FY  2014. 

We  did  not  receive  any  public 
comments  on  this  proposal.  Therefore, 
we  are  finalizing  our  proposals  without 
modification.  Specifically,  we  are 
adopting  as  final  our  proposed 
methodology  to  update  the  COLA 
factors  annually  beginning  in  FY  2014. 
We  also  are  finalizing  our  proposal  for 
FY  2013  to  continue  to  use  the  same 
COLA  factors  used  to  adjust  payments 
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in  FY  2012.  Therefore,  the  COLA  factors 
which  will  be  used  to  adjust  the 
nonlabor-related  portion  of  the 
standardized  amount  for  hospitals 
located  in  Alaska  and  Hawaii  for  FY 
2013  remain  unchanged  from  FY  2012. 
The  table  below  shows  the  COLA  factors 
that  we  are  establishing  for  FY  2013: 

FY  2013  Cost-of-Living  Adjust¬ 
ment  Factors;  Alaska  and  Hawaii 
•  Hospitals 


Area 

living  adjust¬ 
ment  factor 

Alaska: 

City  of  Anchorage  and  80-kil¬ 
ometer  (50-mile)  radius  by 
road  . 

1.23 

City  of  Fairbanks  and  80-kilo¬ 
meter  {50-mile)  radius  by 
road  . . 

1.23 

City  of  Juneau  and  80-kilo- 
meter  {50-mile)  radius  by 
road  . 

1.23 

Rest  of  Alaska . 

1.25 

Hawaii: 

City  and  County  of  Honolulu 

1.25 

County  of  Hawaii . 

1.18 

County  of  Kauai  . 

1.25 

County  of  Maui  and  County 
of  Kalawao . 

1.25 

C.  Calculation  of  the  Prospective 
Payment  Rates 

General  Formula  for  Calculation  of  the 
Prospective  Payment  Rates  for  FY  2013 

In  general,  the  operating  prospective 
payment  rate  for  all  hospitals  paid 
under  the  IPPS  located  outside  of  Puerto 
Rico,  except  SCHs,  for  FY  2013  equals 
the  Federal  rate.  (As  noted  above,  due 
to  the  expiration  of  the  MDH  program, 
beginning  with  FY  2013,  we  are  not 
including  MDHs  in  our  discussion  of 
the  update  of  the  hospital-specific  rates 
for  FY  2013.) 

Currently,  SCHs  are  paid  based  on 
whichever  of  the  following  rates  yields 
the  greatest  aggregate  payment:  The 
Federal  natiohal  rate;  the  updated 
hospital-specific  rate  based  on  FY  1982 
costs  per  discharge;  the  updated 
hospital-specific  rate  based  on  FY  1987 
costs  per  discharge;  the  updated 
hospital-specific  rate  based  on  FY  1996 
costs  per  discharge;  or  the  updated 
hospital-specific  rate  based  on  the  FY 
2006  costs  per  discharge  to  determine 
the  rate  that  yields  the  greatest  aggregate 
payment. 

The  prospective  payment  rate  for 
SCHs  for  FY  2013  equals  the  higher  of 
.the  applicable  Federal  rate,  or  the 
hospital-specific  rate  as  described 
below.  The  prospective  payment  rate  for 
hospitals  located  in  Puerto  Rico  for  FY 
2013  equals  25  percent  of  the  Puerto 


Rico-specific  payment  rate  plus  75 
percent  of  the  applicable  national  rate. 

1.  Federal  Rate 

The  Federal  rate  is  determined  as 
follows: 

Step  1 — Select  the  applicable  average 
standardized  amount  depending  on 
whether  the  hospital  submitted 
qualifying  quality  data  (full  update  for 
hospitals  submitting  quality  data; 
update  including  a  —  2.0  percent 
adjustment  for  hospitals  that  did  not 
submit  these  data). 

Step  2 — Multiply  the  labor-related 
portion  of  the  standardized  amount  by 
the  applicable  wage  index  for  the 
geographic  area  in  which  the  hospital  is 
located  or  the  area  to  which  the  hospital 
is  reclassified. 

Step  3 — For  hospitals  in  Alaska  and 
Hawaii,  multiply  the  nonlabor-related 
portion  of  the  standardized  amount  by 
the  applicable  cost-of-living  adjustment 
factor. 

Step  4 — Add  the  amount  from  Step  2 
and  the  nonlabor-related  portion  of  the 
standardized  amount  (adjusted,  if 
applicable,  under  Step  3). 

Step  5 — Multiply  the  final  amount 
from  Step  4  by  the  relative  weight 
corresponding  to  the  applicable  MS- 
DRG  (Table  5  listed  in  section  VI.  of  this 
Addendum  and  available  via  the 
Internet). 

The  Federal  rate  as  determined  in 
Step  5  may  then  be  further  adjusted  if 
the  hospital  qualifies  for  either  the  IME 
or  DSH  adjustment.  In  addition,  for 
hospitals  that  qualify  for  a  low-volume 
payment  adjustment  under  section 
1886(d)(12)  of  the  Act  and  42  CFR 
412.101(b),  the  payment  in  Step  5 
would  be  increased  by  the  formula 
described  in  section  IV.D.  of  the 
preamble  of  this  final  rule.  Finally,  the 
base-operating  DRG  payment  amount 
may  be  further  adjusted  by  the  hospital 
readmissions  payment  adjustment  and 
the  hospital  VHP  payment  adjustment  as 
described  under  sections  1886  (q)  and 
1886(o)  of  the  Act,  respectively. 

2.  Hospital-Specific  Rate  (Applicable 
Only  to  SCHs) 

a.  Calculation  of  Hospital-Specific  Rate 

Section  1886(b)(3)(C)  of  the  AcL 
provides  that  currently  SCHs  are  paid 
based  on  whichever  of  the  following 
rates  yields  the  greatest  aggregate 
payment:  The  Federal  rate;  the  updated 
hospital-specific  rate  based  on  FY  1982 
costs  per  discharge;  the  updated 
hospital-specific  rate  based  on  FY  1987 
costs  per  discharge;  the  updated 
hospital-specific  rate  based  on  FY  1996 
costs  per  discharge;  or  the  updated 
hospital-specific  rate  based  on  the  FY 


2006  costs  per  discharge  to  determine 
the  rate  that  yields  the  greatest  aggregate 
payment.  For  a  more  detailed  discussion 
of  the  calculation  of  the  hospital- 
specific  rates,  we  refer  readers  to  the  FY 
1984  IPPS  interim  final  rule  (48  FR 
39772);  the  April  20,  1990  final  rule 
with  comment  period  (55  FR  15150);  the 
FY  1991  IPPS  final  rule  (55  FR  35994); 
and  the  FY  2001  IPPS  final  rule  (65  FR 
47082). 

We  note  that,  in  the  FY  2012  IPPS/ 
LTCH  final  rule  (76  FR  51799),  we 
finalized  an  adjustment  of  0.9  percent  to 
the  hospital-specific  rate  (that  is,  a 
factor  of  1.009)  in  light  of  the  Cape  Cod 
decision.  The  adjustment  is  a  one-time 
permanent  adjustment  to  the  hospital- 
specific  rates. 

b.  Updating  the  FY  1982,  FY  1987,  FY 
1996  and  FY  2006  Hospital-Specific 
Rate  for  FY  2013 

Section  1886(b)(3)(B)(iv)  of  the  Act 
provides  that  the  applicable  percentage 
increase  applicable  to  the  hospital- 
specific  rates  for  SCHs  equals  the 
applicable  percentage  increase  set  forth 
in  section  1886(b)(3)(B)(i)  of  the  Act 
(that  is,  the  same  update  factor  as  for  all 
other  hospitals  subject  to  the  IPPS). 
Because  the  Act  sets  the  update  factor 
for  SCHs  equal  to  the  update  factor  for 
all  other  IPPS  hospitals,  the  update  to 
the  hospital-specific  rates  for  SCHs  is 
subject  to  the  amendments  to  section 
1886(b)(3)(B)  of  the  Act  made  by 
sections  3401(a)  and  10319(a)  of  the 
Affordable  Care  Act.  Accordingly,  the 
applicable  percentage  increase  to  the 
hospital-specific  rates  applicable  to 
SCHs  is  1.8  percent  (that  is,  the  FY  2013 
estimate  of  the  market  basket  rate-of- 
increase  of  2.6  percent  less  an 
adjustment  of  0.7  percentage  point  for 
MFP  and  less  0.1  percentage  point)  for 
hospitals  that  submit  quality  data  or 
-0.2  percent  (that  is,  the  FY  2013 
estimate  of  the  market  basket  rate-of- 
increase  of  2.6  percent,  less  2.0 
percentage  points  for  failure  to  submit 
data  under  the  Hospital  IQR  Program, 
less  an  adjustment  of  0.7  percentage 
point  for  MFP,  and  less  0.1  percentage 
point)  for  hospitals  that  fail  to  submit 
quality  data.  For  a  complete  discussion 
of  the  applicable  percentage  increase 
applicable  to  the  hospital-specific  rates 
for  SCHs,  we  refer  readers  to  section 
IV.B.  of  the  preamble  of  this  final  rule. 

In  addition,  because  SCHs  use  the 
same  MS-DRGs  as  other  hospitals  when 
they  are  paid  based  in  whole  or  in  part 
on  the  hospital-specific  rate,  the 
hospital-specific  rate  is  adjusted  by  a 
budget  neutrality  factor  to  ensure  that 
changes  to  the  MS-DRG  classifications 
and  the  recalibration  of  the  MS-DRG 
relative  weights  are  made  in  a  manner 
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so  that  aggregate  IPPS  payments  are 
unaffected.  Therefore,  a  SCH’s  hospital- 
specific  rate  is  adjusted  by  the  MS-DRG 
reclassification  and  recalibration  budget 
neutrality  factor  of  0.998431,  as 
discussed  in  section  III.  of  this 
Addendum.  The  resulting  rate  is  used  in 
determining  the  payment  rate  an  SCH 
will  receive  for  its  discharges  beginning 
on  or  after  October  1,  2012. 

c.  Documentation  and  Coding 
Adjustment  to  the  FY  2013  Hospital- 
Specific  Rate  for  SCHs 

As  discussed  in  section  Il.D.  of  the 
preamble  of  this  final  rule,  because 
hospitals  paid  based  in  whole  or  in  part 
on  the  hospital-specific  rate  (that  is, 
SCHs  and,  until  October  1,  2012,  MDHs) 
use  the  same  MS-DRG  system  as  other 
hospitals,  we  believe  they  have  the 
potential  to  realize  increased  payments 
from  documentation  and  coding 
changes  that  do  not  reflect  real  increases 
in  patients.’  severity  of  illness.  Under 
section  1886(d)(3)(A)(vi)  of  the  Act, 
Congress  stipulated  that  hospitals  paid 
based  on  the  standardized  amount 
should  not  receive  additional  payments 
based  on  the  effect  of  documentation 
and  coding  changes  that  do  not  reflect 
real  changes  in  case-mix.  Similarly,  we 
believe  that  hospitals  paid  based  on  the 
hospital-specific  rate  should  not  have 
the  potential  to  realize  increased 
payments  due  to  documentation  and 
coding  changes  that  do  not  reflect  real 
increases  in  patients’  severity  of  illness. 
Therefore,  as  discussed  in  the  FY  2011 
IPPS/LTCH  PPS  final  rule  (75  FR  50426) 
and  in  section  Il.D.  of  the  preamble  of 
this  final  rule,  we  believe  they  should 
be  equally  subject  to  a  prospective 
budget  neutrality  adjustment  that  w'e  are 
applying  for  adoption  of  the  MS-DRGs 
to  all  other  hospitals.  While  we 
continue  to  believe  that  section 
1886(d)(3)(A)(vi)  of  the  Act  does  not 
provide  explicit  authority  for 
application  of  the  documentation  and 
coding  adjustment  to  the  hospital- 
specific  rates,  we  believe  that  we  have 
the  authority  to  apply  the 
documentation  and  coding  adjustment 
to  the  hospital-specific  rates  to  ensure 
rates  are  not  increased  in  a  manner  that 
does  not  reflect  real  changes  in  case- 
mix,  and  using  our  special  exceptions 
and  adjustment  authority  under  section 
1886(d)(5)(l)(i)  of  the  Act. 

As  we  discuss  in  section  Il.D.  of  the 
preamble  of  this  final  rule,  we  have 
determined  that  a  cumulative 
adjustment  of  5.4  percent  is  required 
to  eliminate  the  full  effect  of  changes  in 
documentation  and  coding  that 
occurred  in  FY  2008  and  FY  2009  on 
future  payments  to  SCHs.  Currently,  we 
have  made  cumulative  adjustments  to 


the  hospital-specific  rates  to  account  for 
4.9  percent  of  the  5.4  percent  effect  of 
changes  in  documentation  and  coding 
that  occurred  in  FY  2008  and  FY  2009. 
(For  FY  2011,  we  established  a 
prospective  adjustment  of  —2.9  percent 
tq  the  hospital-specific  rates,  and,  for  FY 
2012,  we  established  a  prospective 
adjustment  to  the  hospital-specific  rates 
of  -2.0  percent.)  In  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51499),  we 
indicated  that,  because  the  —2.0  percent 
adjustment  we  made  in  FY  2012  did  not 
reflect  the  entire  remaining  required 
adjustment  amount  of  -  2.5  percent,  an 
additional  —  0.5  percent  adjustment  to 
the  hospital-specific  rates  would  be 
required  in  a  future  rulemaking. 

In  this  final  rule,  as  we  proposed,  we 
are  finalizing  a  -  0.5  percent 
prospective  adjustment  to  the  hospital- 
specific  rate  to  account  for  the 
remainder  of  the  5.4  percent  effect  of 
documentation  and  coding  that 
occurred  in  FY  2008  and  FY  2009.  We 
continue  to  believe  that  hospitals  paid 
based  on  their>hospital-specific  rate 
(that  is,  SCHs  and,  until  October  1, 

2012,  MDHs)  had  the  same  opportunity 
to  benefit  from  improvements  in 
documentation  and  coding  that  did  not 
reflect  an  increase  in  patient  severity, 
and  we  continue  to  believe  that  any 
resulting  adjustments  should  be  applied 
similarly  to  all  subsection  (d)  hospitals, 
when  possible. 

As  discussed  in  section  Il.D.  of  the 
preamble  of  this  final  rule,  consistent 
with  our  policy  for  IPPS  hospitals  based 
upon  a  review'  of  FY  2010  claims  data 
using  the  same  methodology,  we 
proposed  to  make  an  additional  -  0.8 
percent  adjustment  to  the  hospital- 
specific  rates  to  account  for 
documentation  and  coding  that  did  not 
reflect  an  actual  increase  in  case-mix  in 
FY  2010.  In  the  proposed  rule,  we  stated 
that  we  believe  that  a  full  prospective 
adjustment  is  the  most  appropriate 
means  to  take  into  account  the  effect  of 
documentation  and  coding  changes  on 
payments,  while  maintaining  equity  as 
much  as  possible  between  different  IPPS 
hospitals  paid  using  the  MS-DRG 
system.  Therefore,  as  discussed  in  more 
detail  in  the  preamble  of  this  final  rule, 
we  proposed  a  combined  adjustment  of 
-1.3  percent  (  —  0.5  percent  +  -0.8 
percent)  to  the  hospital-specific  rates, 
accounting  for  all  documentation  and 
coding  effects  observed  between  FY 
2008  though  FY  2010. 

As  discussed  in  section  Il.D.  of  the 
preamble  of  this  final  rule,  we  are  not 
finalizing  an  additional  —  0.8  percent 
adjustment  to  the  FY  2013  hospital- 
specific  rates  to  account  for 
documentation  and  coding  that  did  not 
reflect  an  actual  increase  in  case-mix  in 


FY  2010.  However,  as  stated  above,  we 
are  making  an  adjustment  of  -0.5 
percent  to  the  hospital-specific  rates, 
accounting  for  all  documentation  and 
coding  effects  observed  during  FY  2008 
and  FY  2009. 

3.  General  Formula  for  Calculation  of 
Prospective  Payment  Rates  for  Hospitals 
Located  in  Puerto  Rico  Beginning  on  or 
after  October  1,  2012,  and  before 
October  1,  2013 

Section  1886(d)(9)(E)(iv)  of  the  Act 
provides  that,  effective  for  discharges 
occurring  on  or  after  October  1,  2004, 
hospitals  located  in  Puerto  Rico  are  paid 
based  on  a  blend  of  75  percent  of  the 
national  prospective  payment  rate  and 
25  percent  of  the  Puerto  Rico-specific 
rate. 

a.  Puerto  Rico-Specific  Rate 

The  Puerto  Rico-specific  prospective 
payment  rate  is  determined  as  follows: 

Step  1 — Select  the  applicable  average 
standardized  amount  considering  the 
applicable  wage  index  (obtained  from 
Table  1C  published  in  section  ’VI.  of  this 
Addendum  and  available  via  the 
Internet). 

Step  2 — Multiply  the  labor-related 
portion  of  the  standardized  amount  by 
the  applicable  Puerto  Rico-specific  wage 
index.  '■ 

Step  3 — Add  the  amount  from  Step  2 
and  the  nonlabor-related  portion  of  the 
standardized  amount. 

Step  4 — Multiply  the  amount  from 
Step  3  by  the  applicable  MS-DRG 
relative  weight  (obtained  from  Table  5 
listed  in  section  VI.  of  this  Addendum 
and  available  via  the  Internet). 

Step  5 — Multiply  the  result  in  Step  4 
by  25  percent. 

b.  National  Prospective  Payment  Rate 

The  national  prospective  payment 
rate  is  determined  as  follows: 

Step  1 — Select  the  applicable  average 
standardized  amount. 

Step  2 — Multiply  the  labor-related 
portion  of  the  standardized  amount  by 
the  applicable  wage  index  for  the 
geographic  area  in  which  the  hospital  is 
located  iir  the  area  to  which  the  hospital 
is  reclassified. 

Step  3 — Add  the  amount  from  Step  2 
and  the  nonlabor-related  portion  of  the 
national  average  standardized  amount. 

Step  4 — Multiply  the  amount  from 
Step  3  by  the  applicable  MS-DRG 
relative  weight  (obtained  from  Table  5 
listed  in  section  VI.  of  this  Addendum 
and  available  via  the  Internet). 

Step  5 — Multiply  the  result  in  Step  4  . 
by  75  percent. 

The  sum  of  the  Puerto  Rico-specific 
rate  and  the  national  prospective 
payment  rate  computed  above  equals 
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the  prospective  payment  for  a  given 
discharge  for  a  hospital  located  in 
Puerto  Rico.  This  rate  is  then  further 
adjusted  if  the  hospital  qualifies  for 
either  the  IME  or  DSH  adjustment. 

III.  Changes  to  Payment  Rates  for  Acute 
Care  Hospital  Inpatient  Capital-Related 
Costs  for  FY  2013 

The  PPS  for  acute  care  hospital 
inpatient  capital-related  costs  was 
implemented  for  cost  reporting  periods 
beginning  on  or  after  October  1,  1991. 
Effective  with  that  cost  reporting  period, 
hospitals  were  paid  during  a  10-year 
transition  period  (which  extended 
through  FY  2001)  to  change  the 
payment  methodology  for  Medicare 
acute  care  hospital  inpatient  capital- 
related  costs  from  a  reasonable  cost- 
based  methodology  to  a  prospective 
methodology  (based  fully  on  the  Federal 
rate). 

The  basic  methodology  for 
determining  Federal  capital  prospective 
rates  is  set  forth  in  the  regulations  at  42 
CFR  412.308  through  412.352.  Below  we 
discuss  the  factors  that  we  used  to 
determine  the  capital  Federal  rate  for  FY 
2013,  which  is  effective  for  discharges 
occurring  on  or  after  October  1,  2012. 

The  10-year  transition  period  ended 
with  hospital  cost  reporting  periods 
beginning  on  or  after  October  1,  2001 
(FY  2002).  Therefore,  for  cost  reporting 
periods  beginning  in  FY  2002,  all 
hospitals  (except  “new”  hospitals  under 
§  412.304(c)(2))  are  paid  based  on  the 
capital  Federal  rate.  For  FY  1992,  we 
computed  the  standard  Federal  payment 
rate  for  capital-related  costs  under  the 
IPPS  by  updating  the  FY  1989  Medicare 
inpatient  capital  cost  per  case  by  an 
actuarial  estimate  of  the  increase  in 
Medicare  inpatient  capital  costs  per 
case.  Each  year  after  FY  1992,  we 
update  the  capital  standard  Federal  rate, 
as  provided  at  §  412.308(c)(1),  to 
account  for  capital  input  price  increases 
and  other  factors.  The  regulations  at 
§  412.308(c)(2)  also  provide  that  the 
capital  Federal  rate  be  adjusted  annually 
by  a  factor  equal  to  the  estimated 
proportion  of  outlier  payments  under 
the  capital  Federal  rate  to  total  capital 
payments  under  the  capital  Federal  rate. 
In  addition,  §  412.308(c)(3)  requires  that 
the  capital  Federal  rate  be  reduced  by  an 
adjustment  factor  equal  to  the  estimated 
proportion  of  payments  for  exceptions 
under  §412.348.  (We  note  that,  as 
discussed  below  in  section  III.A.4.  of 
this  Addendum,  there  is  no  longer  a 
need  for  an  exceptions  payment 
adjustment  factor.)  Section 
412.308(c)(4)(ii)  requires  that  the  capital 
standard  Federal  rate  be  adjusted  so  that 
the  effects  of  the  annual  DRG 
reclassification  and  the  recalibration  of 


DRG  weights  and  changes  in  the 
geographic  adjustment  factor  (GAF)  are 
budget  neutral. 

Section  412.374  provides  for  blended 
payments  to  hospitals  located  in  Puerto 
Rico  under  the  IPPS  for  acute  care 
hospital  inpatient  capital-related  costs. 
Accordingly,  under  the  capital  PPS,  we 
compute  a  separate  payment  rate 
specific  to  hospitals  located  in  Puerto 
Rico  using  the  same  methodology  used 
to  compute  the  national  Federal  rate  for 
capital-related  costs.  In  accordance  with 
section  1886(d)(9)(A)  of  the  Act,  under 
the  IPPS  for  acute  care  hospital 
operating  costs,  hospitals  located  in 
Puerto  Rico  are  paid  for  operating  costs 
under  a  special  payment  formula. 
Effective  October  1,  2004,  in  accordance 
with  section  504  of  Public  Law  108-173, 
the  methodology  for  operating  payments 
made  to  hospitals  located  in  Puerto  Rico 
under  the  IPPS  was  revised  to  make 
payments  based  on  a  blend  of  25 
percent  of  the  applicable  standardized 
amount  specific  to  Puerto  Rico  hospitals 
and  75  percent  of  the  applicable 
national  average  standardized  amount. 

In  conjunction  with  this  change  to  the 
operating  blend  percentage,  effective 
with  discharges  occurring  on  or  after 
October  1,  2004,  we  also  revised  the 
methodology  for  computing  capital 
payments  made  to  hospitals  located  in 
Puerto  Rico  to  be  based  on  a  blend  of 
25  percent  of  the  Puerto  Rico  capital 
rate  and  75  percent  of  the  national 
capital  Federal  rate  (69  FR  49185). 

A.  Determination  of  Federal  Hospital 
Inpatient  Capital-Related  Prospective 
Payment  Rate  Update 

In  the  discussion  that  follows,  we 
explain  the  factors  that  we  used  to 
determine  the  capital  Federal  rate  for  FY 
2013.  In  particular,  we  explain  why  the 
FY  2013  capital  Federal  rate  increases 
approximately  1.0  percent,  compared  to 
the  FY  2012  capital  Federal  rate.  As 
discussed  in  the  impact  analysis  in 
Appendix  A  to  this  final  rule,  we 
estimate  that  capital  payments  per 
discharge  will  increase  1.8  percent 
during  that  same  period.  Because  capital 
payments  constitute  about  10  percent  of 
hospital  payments,  a  percent  change  in 
the  capital  Federal  rate  yields  only 
about  a  0.1  percent  change  in  actual 
payments  to  hospitals. 

1.  Projected  Capital  Standard  Federal 
Rate  Update 

a.  Description  of  the  Update  Framework 

Under  §  412.308(c)(1),  the  capital 
standard  Federal  rate  is  updated  on  the 
basis  of  an  analytical  framework  that^ 
takes  into  account  changes  in  a  capital 
input  price  index  (CIPI)  and  several 


other  policy  adjustment  factors. 
Specifically,  we  adjust  the  projected 
CIPI  rate-of-increase  as  appropriate  each 
year  for  case-mix  index-related  changes, 
for  intensity,  and  for  errors  in  previous 
CIPI  forecasts.  The  update  factor  for  FY 
2013  under  that  framework  is  1.2 
percent  based  on  the  best  data  available 
at  this  time.  The  update  factor  under 
that  framework  is  based  on  a  projected 
1.2  percent  increase  in  the  CIPI,  a  0.0 
percent  adjustment  for  intensity,  a  0.0 
percent  adjustment  for  case-mix,  a  0.0 
percent  adjustment  for  the  FY  2011  DRG 
reclassification  and  recalibration,  and  a 
forecast  error  correction  of  0.0  percent. 
As  discussed  below  in  section  III.C.  of 
this  Addendum,  we  continue  to  believe 
that  the  CIPI  is  the  most  appropriate 
input  price  index  for  capital  costs  to 
measure  capital  price  changes  in  a  given 
year.  We  also  explain  the  basis  for  the 
FY  2013  CIPI  projection  in  that  same 
section  of  this  Addendum.  (We  note 
■  that,  as  discussed  in  section  V.C.  of  the 
preamble  of  this  final  rule,  at  this  time, 
we  are  not  finalizing  our  proposal  to 
apply  a  —0.8  percent  adjustment  to  the 
capital  Federal  rate  in  FY  2013  to 
account  for  the  effect  of  changes  in 
documentation  and  coding  under  the 
MS-DRGs  that  do  not  correspond  to 
changes  in  real  increases  in  patients’ 
severity  of  illness.)  Below  we  describe 
the  policy  adjustments  that  we  are 
applying  in  the  update  framework  for 
FY  2013. 

The  case-mix  index  is  the  measure  of 
the  average  DRG  weight  for  cases  paid 
under  the  IPPS.  Because  the  DRG  weight 
determines  the  prospective  payment  for 
each  case,  any  percentage  increase  in 
the  case-mix  index  corresponds  to  an 
equal  percentage  increase  in  hospital 
payments. 

The  case-mix  index  can  change  for 
any  of  several  reasons: 

•  The  average  resource  use  of 
Medicare  patients  changes  (“real”  case- 
mix  change); 

•  changes  in  hospital  documentation 
and  coding  of  patient  records  result  in 
higher  weighted  DRG  assignments 
(“coding  effects”);  and 

•  The  annual  DRG  reclassification 
and  recalibration  changes  may  not  be 
budget  neutral  (“reclassification 
effect”). 

We  define  real  case-mix  change  as 
actual  changes  in  the  mix  (and  resource 
requirements)  of  Medicare  patients  as 
opposed  to  changes  in  documentation 
and  coding  behavior  that  result  in 
assignment  of  cases  to  higher-weighted 
DRGs,  but  do  not  reflect  higher  resource 
requirements.  The  capital  update 
framework  includes  the  same  case-mix 
index  adjustment  used  in  the  former 
operating  IPPS  update  framework  (as 
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discussed  in  the  May  18,  2004  IPPS 
proposed  rule  for  FY  2005  (69  FR 
28816)).  (VVe  no  longer  use  an  update 
framework  to  make  a  recommendation 
for  updating  the  operating  IPPS 
standardized  amounts  as  discussed  in 
section  II.  of  Appendix  B  to  the  FY  2006 
IPPS  final  rule  (70  FR  47707).) 

For  FY  2013,  we  are  projecting  a  0.5 
percent  total  increase  in  the  case-mix 
index.  We  estimated  that  the  real  case- 
mix  increase  will  also  equal  0.5  percent 
for  FY  2013.  The  net  adjustment  for 
change  in  case-mix  is  the  difference 
between  the  projected  real  increase  in 
ca.se-mix  and  the  projected  total 
increase  in  case-mix.  Therefore,  the  net 
adjustment  for  case-mix  change  in  FY 
2013  is  0.0  percentage  point. 

The  capital  update  framework  also 
contains  an  adjustment  for  the  effects  of 
DRG  reclassification  and  recalibration. 
This  adjustment  is  intended  to  remove 
the  effect  on  total  payments  of  prior 
year’s  changes  to  the  DRG  classifications 
and  relative  weights,  in  order  to  retain 
budget  neutrality  for  all  case-mix  index- 
related  changes  other  than  those  due  to 
patient  severity  of  illness.  Due  to  the  lag 
time  in  the  availability  of  data,  there  is 
a  2-year  lag  in  data  used  to  determine 
the  adjustment  for  the  effects  of  DRG 
reclassification  and  recalibration.  For 
example,  we  have  data  available  to 
evaluate  the  effects  of  the  FY  2011  DRG 
reclassification  and  recalibration  as  part 
of  our  update  for  FY  2013.  We  estimate 
that  FY  2011  DRG  reclassification  and 
recalibration  resulted  in  no  change  in 
the  case-mix  when  compared  with  the 
case-mix  index  that  would  have  resulted 
if  we  had  not  made  the  reclassification 
and  recalibration  changes  to  the  DRGs. 
Therefore,  we  are  making  a  0.0  percent 
adjustment  for  reclassification  and 
recalibration  in  the  update  framework 
for  FY  2013. 

The  capital  update  framework  also 
contains  an  adjustment  for  forecast 
error.  The  input  price  index  forecast  is 
based  on  historical  trends  and 
relationships  ascertainable  at  the  time 
the  update  factor  is  established  for  the 
upcoming  year.  In  any  given  year,  there 
may  be  unanticipated  price  fluctuations 
that  may  result  in  differences  between 
the  actual  increase  in  prices  and  the 
forecast  used  in  calculating  the  update 
factors.  In  setting  a  prospective  payment 
rate  under  the  framework,  we  make  an 
adjustment  for  forecast  error  only  if  our 
estimate  of  the  change  in  the  capital 
input  price  index  for  any  year  is  off  by 
0.25  percentage  point  or  more.  There  is 
a  2-year  lag  between  the  forecast  and  the 
availability  of  data  to  develop  a 
measurement  of  the  forecast  error.  A 
forecast  error  of  0.0  percentage  point 
was  calculated  for  the  FY  2013  update. 


That  is,  current  historical  data  indicate 
that  the  forecasted  FY  2011  CIPI  (1.2 
percent)  used  in  calculating  the  FY  2011 
update  factor  is  the  same  as  the  actual 
realized  price  increases  (1.2  percent). 
Because  w'e  estimate  forecast  error  for 
the  FY  2011  CIPI,  we  are  making  a  0.0 
percent  adjustment  for  forecast  error  in 
the  update  for  FY  2013. 

Under  the  capital  IPPS  update 
framework,  we  also  make  an  adjustment 
for  changes  in  intensity.  Historically,  we 
calculated  this  adjustment  using  the 
same  methodology  and  data  that  were 
used  in  the  past  under  the  framework 
for  operating  IPPS.  The  intensity  factor 
for  the  operating  update  framework 
reflected  how  hospital  services  are 
utilized  to  produce  the  final  product, 
that  is,  the  discharge.  This  component 
accounts  for  changes  in  the  use  of 
quality-enhancing  services,  for  changes 
within  DRG  severity,  and  for  expected 
modification  of  practice  patterns  to 
remove  noncost-effective  services.  Our 
intensity  measure  is  based  on  a  5-year 
average. 

We  calculate  case-mix  constant 
intensity  as  the  change  in  total  cost  per 
discharge,  adjusted  for  price  level 
changes  (the  CIPI  for  hospital  and 
related  services)  and  changes  in  real 
case-mix.  Without  reliable  estimates  of 
the  proportions  of  the  overall  annual 
intensity  increases  that  are  due, 
respectively,  to  ineffective  practice 
patterns  and  the  combination  of  quality¬ 
enhancing  new  technologies  and 
complexity  within  the  DRG  system,  we 
assume  that  one-half  of  the  annual 
increase  is  due  to  each  of  these  factors. 
The  capital  update  framework  thus 
provides  an  add-on  to  the  input  price 
index  rate  of  increase  of  one-half  of  the 
estimated  annual  increase  in  intensity, 
to  allow  for  increases  within  DRG 
severity  and  the  adoption  of  quality¬ 
enhancing  technology. 

In  this  final  rule,  we  are  continuing  to 
use  a  Medicare-specific  intensity 
measure  that  is  based  on  a  5-year 
adjusted  average  of  cost  per  discharge 
for  FY  2013  (we  refer  readers  to  the  FY 
2011  IPPS/LTCH  PPS  final  rule  (75  FR 
50436)  for  a  full  description  of  our 
Medicare-specific  intensity  measure). 
Specifically,  for  FY  2013,  we  are  using 
an  intensity  measure  that  is  based  on  an 
average  of  cost  per  discharge  data  from 
the  5-year  period  beginning  with  FY 
2005  and  extending  through  FY  2010. 
Based  on  these  data,  we  estimated  that 
case-mix  constant  intensity  declined 
during  FYs  2005  through  2010.  In  the 
past,  when  we  found  intensity  to  be 
declining,  we  believed  a  zero  (rather 
than  a  negative)  intensity  adjustment 
was  appropriate.  Gonsistent  with  this 
approach,  because  we  estimate  that 


intensity  declined  during  that  5-year 
period,  we  believe  it  is  appropriate  to 
continue  to  apply  a  zero  intensity 
adjustment  for  FY  2013.  Therefore,  we 
are  making  a  0.0  percent  adjustment  for 
intensity  in  the  update  for  FY  2013. 

Above,  we  described  the  basis  of  the 
components  used  to  develop  the  1.2 
percent  capital  update  factor  under  the 
capital  update  framework  for  FY  2013  as 
shown  in  the  table  below. 


CMS  FY  2013  Update  Factor  to 
•  THE  Capital  Federal  Rate 


Capital  Input  Price  Index  ....: . 

1.2 

Intensity  . 

0.0 

Case-Mix  Adjustment  Factors: 

Real  Across  DRG  Change . 

-0.5 

Projected  Case-Mix  Change . 

0.5 

Subtotal  . 

1.2 

Effect  of  FY  2011  Reclassification 

and  Recalibration  . 

0.0 

Forecast  Error  Correction . 

0.0 

Total  Update . 

1.2 

b.  Comparison  of  CMS  and  MedPAC 
Update  Recommendation 

In  its  March  2012  Report  to  Congress, 
MedPAC  did  not  make  a  specific  update 
recommendation  for  capital  IPPS 
payments  for  FY  2013.  (We  refer  readers 
to  MedPAC’s  Report  to  the  Congress; 
Medicare  Payment  Policy,  March  2012, 
Chapter  3.) 

2.  Outlier  Payment  Adjustment  Factor 

Section  412.312(c)  establishes  a 
unified  outlier  payment  methodology 
for  inpatient  operating  and  inpatient 
capital-related  costs.  A  single  set  of 
thresholds  is  used  to  identify  outlier 
cases  for  both  inpatient  operating  and 
inpatient  capital-related  payments. 
Section  412.308(c)(2)  provides  that  the 
standard  Federal  rate  for  inpatient 
capital-related  costs  be  reduced  by  an 
adjustment  factor  equal  to  the  estimated 
proportion  of  capital-related  outlier 
payments  to  total  inpatient  capital- 
related  PPS  payments.  The  outlier 
thresholds  are  set  so  that  operating 
outlier  payments  are  projected  to  be  5.1 
percent  of  total  operating  IPPS  DRG 
payments. 

For  FY  2012,  we  estimated  that  outlier 
payments  for  capital  would  equal  6.18 
percent  of  inpatient  capital-related 
payments  based  on  the  capital  Federal 
rate  in  FY  2012.  Based  onthe  thresholds 
as  set  forth  in  section  II.  A.  of  this 
Addendum,  we  estimate  that  outlier 
payments  for  capital-related  costs  will 
equal  6.38  percent  for  inpatient  capital- 
related  payments  based  on  the  capital 
Federal  rate  in  FY  2013.  Therefore,  we 
are  applying  an  outlier  adjustment 
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factor  of  0.9362  in  determining  the 
capital  Federal  rate  for  FY  2013.  Thus, 
we  estimate  that  the  percentage  of 
capital  outlier  payments  to  total  capital 
Federal  rate  payments  for  FY  2013  will 
be  somewhat  higher  than  the  percentage 
for  FY  2012.  This  increase  in  estimated 
capital  outlier  payments  is  primarily 
due  to  the  decrease  in  the  outlier 
threshold  used  to  identify  outlier  cases 
for  both  inpatient  operating  and 
inpatient  capital-related  payments, 
which  is  discussed  in  section  II.A.  of 
this  Addendum.  That  is,  because  the 
outlier  threshold  used  to  identify  outlier 
cases  is  lower,  cases  will  receive  higher 
outlier  payments  and  more  cases  will 
qualify  for  outlier  payments. 

The  outlier  reduction  factors  are  not 
built  permanently  into  the  capital  rates; 
that  is,  they  are  not  applied 
cumulatively  in  determining  the  capital 
Federal  rate.  The  FY  2013  outlier 
adjustment  of  0.9362  is  a  -0.21  percent 
change  from  the  FY  2012  outlier 
adjustment  of  0.9382.  Therefore,  the  net 
change  in  the  outlier  adjustment  to  the 
capital  Federal  rate  for  FY  2013  is 
0.9976  (0.9362/0.9382).  Thus,  the 
outlier  adjustment  will  decrease  the  FY 
2013  capital  Federal  rate  by  0.21  percent 
compared  to  the  FY  2012  outlier 
adjustment. 

3.  Budget  Neutrality  Adjustment  Factor 
for  Changes  in  DRG  Classifications  and 
Weights  and  the  GAF 

Section  412.308(c)(4)(ii)  requires  that 
the  capital  Federal  rate  be  adjusted  so 
that  aggregate  payments  for  the  fiscal 
year  based  on  the  capital  Federal  rate 
after  any  changes  resulting  from  the 
annual  DRG  reclassification  and 
recalibration  and  changes  in  the  GAF 
are  projected  to  equal  aggregate 
payments  that  would  have  been  made 
on  the  basis  of  the  capital  Federal  rate 
without  such  changes.  Because  we 
implemented  a  separate  GAF  for  Puerto 
Rico,  we  apply  separate  budget 
neutrality  adjustments  for  the  national 
GAF  and  the  Puerto  Rico  GAF.  We 
apply  the  same  budget  neutrality  factor 
for  DRG  reclassifications  and 
recalibration  nationally  and  for  Puerto 
Rico.  Separate  adjustments  were 
unnecessary  for  FY  1998  and  earlier 
because  the  GAF  for  Puerto  Rico  was 
implemented  in  FY  1998. 

To  determine  the  factors  for  FY  2013, 
we  compared  (separately  for  the 
national  capital  rate  and  the  Puerto  Rico 
capital  rate)  estimated  aggregate  capital 
Federal  rate  payments  based  on  the  FY 
2012  MS-DRG  classifications  and 
relative  weights  and  the  FY  2012  GAF 
to  estimated  aggregate  capital  Federal 
rate  payments  based  on  the  FY  2012 
MS-DRG  classifications  and  relative 


weights  and  the  FY  2013  GAFs.  To 
achieve  budget  neutrality  for  the 
changes  in  the  national  GAFs,  based  on 
calculations  using  updated  data,  we  are 
applying  an  incremental  budget 
neutrality  adjustment  factor  of  1.0003 
for  FY  2013  to  the  previous  cumulative 
FY  2012  adjustment  factor  of  0.9908, 
yielding  an  adjustment  factor  of  0.9911, 
through  FY  2013.  For  the  Puerto  Rico 
GAFs,  we  are  applying  an  incremental 
budget  neutrality  adjustment  factor  of 
1.0056  for  FY  2013  to  the  previous 
cumulative  FY  2012  adjustment  factor 
of  1.0043,  yielding  a  cumulative 
adjustment  factor  of  1.0100  through  FY 
2013. 

We  then  compared  estimated 
aggregate  capital  Federal  rate  payments 
based  on  the  FY  2012  MS-DRG  relative 
weights  and  the  FY  2013  GAFs  to 
estimate  aggregate  capital  Federal  rate 
payments  based  on  the  cumulative 
effects  of  the  FY  2013  MS-DRG 
classifications  and  relative  weights  and 
the  FY  2013  GAFs.  The  incremental 
adjustment  factor  for  DRG 
classifications  and  changes  in  relative 
weights  is  0.9996  both  nationally  and 
for  Puerto  Rico.  The  cumulative 
adjustment  factors  for  MS-DRG 
classifications  and  changes  in  relative 
weights  and  for  changes  in  the  GAFs 
through  FY  2013  are  0.9904  nationally 
and  1.0095  for  Puerto  Rico.  We  note  that 
all  the  values  are  calculated  with 
unrounded  numbers. 

The  methodology  used  to  determine 
the  recalibration  and  geographic 
adjustment  factor  (GAF /DRG)  budget 
neutrality  adjustment  is  similar  to  the 
methodology  used  in  establishing 
budget  neutrality  adjustments  under  the 
IPPS  for  operating  costs.  One  difference 
is  that,  under  the  operating  IPPS,  the 
budget  neutrality  adjustments  for  the 
effect  of  geographic  reclassifications  are 
determined  separately  from  the  effects 
of  other  changes  in  the  hospital  wage 
index  and  the  MS-DRG  relative  weights. 
Under  the  capital  IPPS,  there  is  a  single 
GAF/DRG  budget  neutrality  adj,ustment 
factor  (the  national  capital  rate  and  the 
Puerto  Rico  capital  rate  are  determined 
separately)  for  changes  in  the  GAF 
(including  geographic  reclassification) 
and  the  MS-DRG  relative  weights.  In 
addition,  there  is  no  adjustment  for  the 
effects  that  geographic  reclassification 
has  on  the  other  payment  parameters, 
such  as  the  payments  for  DSH  or  IME. 

For  FY  2012,  we  established  a  GAF/ 
DRG  budget  neutrality  adjustment  factor 
of  1.0004  (76  FR  51803).  For  FY  2013, 
we  are  establishing  a  GAF/DRG  budget 
neutrality  adjustment  factor  of  0.9998. 
The  GAF/DRG  budget  neutrality 
'adjustment  factors  are  built  permanently 
into  the  capital  rates;  that  is,  they  are 


applied  cumulatively  in  determining  the 
capital  Federal  rate.  This  follows  the 
requirement  that  estimated  aggregate 
payments  each  year  be  no  moi'e  or  less 
fiian  they  would  have  been  in  the 
absence  of  the  annual  DRG 
reclassification  and  recalibration  and 
changes  in  the  GAFs.  The  incremental 
change  in  the  adjustment  factor  from  FY 
2012  to  FY  2013  is  0.9998.  The 
cumulative  change  in  the  capital 
Federal  rate  due  to  this  adjustment  is 
0.9904  (the  product  of  the  incremental 
factors  for  FYs  1995  through  2012  and 
the  incremental  factor  of  0.9998  for  FY 
2013).  (For  a  historical  listing  of  the 
DRG  and  GAF  budget  neutrality 
adjustment  factors,  we  refer  readers  to 
section  III.  of  the  Addendum  to  the  FY 
2012  IPPS/LTCH  PPS  finrl  rule  (76  FR 
51803).) 

The  factor  accounts  for  the  MS-DRG 
reclassifications  and  recalibration  and 
for  changes  in  the  GAFs.  It  also 
incorporates  the  effects  on  the  GAFs  of 
FY  2013  geographic  reclassification 
decisions  made  by  the  MGCRB 
compared  to  FY  2012  decisions. 
However,  it  does  not  account  for 
changes  in  payments  due  to  changes  in 
the  DSH  and  IME  adjustment  factors. 

4.  Exceptions  Payment  Adjustment 
Factor 

Section  412.308(c)(3)  of  our 
regulations  requires  that  the  capital 
standard  Federal  rate  be  reduced  by  an 
adjustment  factor  equal  to  the  estimated 
proportion  of  additional  payments  for 
both  regular  exceptions  and  special 
exceptions  under  §412.348  relative  to 
total  capital  PPS  payments. 

Since  FY  2002,  an  adjustment  for 
regular  exception  payments  was  no 
longer  necessary  in  determining  the 
capital  Federal  rate  because,  in 
accordance  with  §  412.348(b),  regular 
exception  payments  were  only  made  for 
cost  reporting  periods  beginning  on  or 
after  October  1, 1991,  and  before 
October  1,  2001.  Accordingly,  in  FY 
2002  and  subsequent  fiscal  years,  no 
payments  are  made  under  the  regular 
exceptions  provision  (66' FR  39949). 
Furthermore,  as  discussed  in  the  FY 
2012  IPPS/LTCH  PPS  final  rule  (76  FR 
51804),  there  are  no  longer  any 
remaining  hospitals  eligible  to  receive  a 
special  exceptions  payment  under 
§  412.348(g)  because  they  have  reached 
the  limitation  on  the  period  for 
exception  payments  under 
§  412.348(g)(7).  Therefore,  beginning 
with  FY  2012,  there  is  no  longer  a  need 
for  an  exceptions  payment  adjustment 
factor. 
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5.  Capital  Federal  Rate  for  FY  2013 

For  FY  2012,  we  established  a  capital 
Federal  rate  of  S421.42  (76  FR  51804). 
We  are  establishing  an  update  of  1.2 
percent  in  determining  the  FY  2013 
capital  Federal  rate  for  all  hospitals.  (As 
discussed  in  greater  detail  in  section 
V.E.  of  the  preamble  of  this  final  rule, 
at  this  time  we  are  not  adopting  our 
proposal  to  make  an  additional  —  0.8 
percent  adjustment  to  the  national 
capital  Federal  rate  in  FY  2013  to 
account  for  the  effect  of  changes  in  case- 
mix  resulting  from  documentation  and 
coding  changes  that  do  not  reflect  real 
changes  in  the  case-mix  in  light  of  the 
adoption  of  MS-DRGs.  However,  the 
cumulative  documentation  and  coding 
adjustment  factor  of  0.9479  applied  in 
determining  the  FY  2012  capital  Federal 
rate  remains  applied  to  that  rate.  As  a 
result  of  the  1.2  percent  update  and 
other  budget  neutrality  factors  discussed 
above,  we  are  establishing  a  national 


capital  Federal  rate  of  $425.49  for  FY 
2013.  The  national  capital  Federal  rate 
for  FY  2013  was  calculated  as  follows: 

•  The  FY  2013  update  factor  is 
1.0120,  that  is,  the  update  is  1.2  percent. 

•  The  FY  2013  budget  neutrality 
adjustment  factor  that  is  applied  to  the 
capital  Federal  rate  for  changes  in  the 
MS-DRG  classifications  and  relative 
weights  and  changes  in  the  GAFs  is 
0.9998. 

•  The  FY  2013  outlier  adjustment 
factor  is  0.9362. 

Because  the  capital  Federal  rate  has 
already  been  adjusted  for  differences  in 
case-mix,  wages,  cost-of-living,  indirect 
medical  education  costs,  and  payments 
to  hospitals  serving  a  disproportionate 
share  of  low-income  patients,  we  are  not 
making  additional  adjustments  in  the 
capital  Federal  rate  for  these  factors, 
other  than  the  budget  neutrality  factor 
for  changes  in  the  MS-DRG 
classifications  and  relative  weights  and 
for  changes  in  the  GAFs.  (As  discussed 


in  section  III.A.4.  of  this  Addendum, 
there  is  no  longer  a  need  for  an  ' 

exceptions  payment  adjustment  factor 
in  determining  the  capital  Federal  rate.) 

We  are  providing  the  following  chart 
that  shows  how  each  of  the  factors  and 
adjustments  for  FY  2013  affects  the 
computation  of  the  FY  2013  national 
capital  Federal  rate  in  comparison  to  the 
FY  2012  national  capital  Federal  rate. 
The  FY  2013  update  factor  has  the  effect 
of  increasing  the  capital  Federal  rate  by 
1.2  percent  compared  to  the  FY  2012 
capital  Federal  rate.  The  GAF/DRG 
budget  neutrality  adjustment  factor  has 
the  effect  of  decreasing  the  capital 
Federal  rate  by  0.02  percent.  The  FY 
2013  outlier  adjustment  factor  has  the 
effect  of  decreasing  the  capital  Federal 
rate  by  0.21  percent  compared  to  the  FY 
2012  capital  Federal  rate.  The  combined 
effect  of  all  the  changes  will  increase  the 
national  capital  Federal  rate  by  0.97 
percent  compared  to  the  FY  2012 
national  capital  Federal  rate. 


Comparison  of  Factors  and  Adjustments:  FY  2012  Capital  Federal  Rate  and  FY  2013  Capital  Federal  Rate 


FY  2012 

FY  2013 

Change 

Percent 

change 

Update  Factor  ^  . ! . 

1.0150 

1.0120 

1.20 

GAF/DRG  Adjustment  Factor  ^  . 

0.9998 

0.9998 

-0.02 

Outlier  Adjustment  Factor  2 . 

0.9382 

0.9362 

-0.21 

Capital  Federal  Rate . 

$421.42 

$425.49 

0.97 

’  The  update  factor  and  the  GAF/DRG  budget  neutrality  adjustment  factors  are  built  permanently  into  the  capital  Federal  rates.  Thus,  for  exam¬ 
ple,  the  incremental  change  from  FY  2012  to  FY  2013  resulting  from  the  application  of  the  0.9998  GAF/DRG  budget  neutrality  adjustment  factor 
for  FY  2013  is  a  net  change  of  0.9998  (or  -0.02  percent). 

2  The  outlier  reduction  factor  is  not  built  permanently  into  the  capital  Federal  rate;  that  is,  the  factor  is  not  applied  cumulatively  in  determining 
the  capital  Federal  rate.  Thus,  for  example,  the  net  change  resulting  from  the  application  of  the  FY  2013  outlier  adjustment  factor  is  0.9362/ 
0.9382,  or  0.9979  (or  -0.21  percent). 


In  this  final  rule,  we  also  are  Federal  rate  differs  from  the  proposed  presented  in  the  FY  2013  IPPS/LTCH 

providing  the  following  chart  that  FY  2013  capital  Federal  rate  as  PPS  proposed  rule, 

shows  how  the  final  FY  2013  capital 


Comparison  of  Factors  and  Adjustments:  Proposed  FY  2013  Capital  Federal  Rate  and  Final  FY  2013 

Capital  Federal  Rate 


- - 1 

Proposed  *  I 
FY2013  1 

Final  FY 
2013 

Change 

Percent 

change 

Update  Factor . . 

1.0130 

1.0120 

0.9990 

-0.10 

GAF/DRG  Adjustment  Factor . 

1.0002  1 

0.9998 

0.9997 

-0.03 

Outlier  Adjustment  Factor . 

0.9357 

‘  0.9362 

1.0005 

0.05 

MS-DRG  Documentation  and  Coding  Adjustment  Factor . 

0.9404 

0.9479 

1.0080 

0.80 

Capital  Federal  Rate . 

$422.47 

$425.49 

1.0071 

0.71 

•The  proposed  FY  2013  capital  Federal  rate  reflects  the  correction  to  the  outlier  adjustment  factor  presented  in  the  FY  2013  IPPS/LTCH  PPS 
correction  notice  (77  FR  34328). 


6.  Special  Capital  Rate  for  Puerto  Rico 
Hospitals 

Section  412.374  provides  for  the  use 
of  a  blended  payment  system  for  . 
payments  made  to  hospitals  located  in 
Puerto  Rico  under  the  PPS  for  acute  care 
hospital  inpatient  capital-related  costs. 
Accordingly,  under  the  capital  PPS,  we 


compute  a  separate  payment  rate 
specific  to  hospitals  located  in  Puerto 
Rico  using  the  same  methodology  used 
to  compute  the  national  Federal  rate  for 
capital-related  costs.  Under  the  broad 
authority  of  section  1886(g)  of  the  Act, 
beginning  with  discharges  occurring  on 
or  after  October  1,  2004,  capital 
payments  made  to  hospitals  located  in 


Puerto  Rico  are  based  on  a  blend  of  25 
percent  of  the  Puerto  Rico  capital  rate 
and  75  percent  of  the  capital  Federal 
rate.  The  Puerto  Rico  capital  rate  is 
derived  from  the  costs  of  Puerto  Rico 
hospitals  only,  while  the  capital  Federal 
rate  is  derived  from  the  costs  of  all  acute 
care  hospitals  participating  in  the  IPPS 
(including  Puerto  Rico). 
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To  adjust  hospitals’  capital  payments 
for  geographic  variations  in  capital 
costs,  we  apply  a  GAF  to  both  portions 
of  the  blended  capital  rate.  The  GAF  is 
calculated  using  the  operating  IPPS 
wage  index,  and  varies  depending  on 
the  labor  market  area  or  rural  area  in 
which  the  hospital  is  located.  We  use 
the  Puerto  Rico  wage  index  to  determine 
the  GAF  for  the  Puerto  Rico  part  of  the 
capital-blended  rate  and  the  national 
wage  index  to  determine  the  GAF  for 
the  national  part  of  the  blended  capital 
rate. 

Because  we  implemented  a  separate 
GAF  for  Puerto  Rico  in  FY  1998,  we  also 
apply  separate  budget  neutrality 
adjustment  factors  for  the  national  GAF 
and  for  the  Puerto  Rico  GAF.  However, 
we  apply  the  same  budget  neutrality 
adjustment  factor  for  MS-DRG 
reclassifications  and  recalibration 
nationally  and  for  Puerto  Rico.  The 
budget  neutrality  adjustment  factors  for 
the  national  GAF  and  for  the  Puerto 
Rico  GAF,  and  the  budget  neutrality 
factor  for  MS-DRG  reclassifications  and 
recalibration  (which  is  the  same 
nationally  and  for  Puerto  Rico)  is 
discussed  above  in  section  III. A.  3.  of 
this  Addendum. 

In  computing  the  payment  for  a 
particular  Puerto  Rico  hospital,  the 
Puerto  Rico  portion  of  the  capital  rate 
(25  percent)  is  multiplied  by  the  Puerto 
Rico-specific  GAF  for  the  labor  market 
area  in  which  the  hospital  is  located, 
and  the  national  portion  of  the  capital 
rate  (75  percent)  is  multiplied  by  the 
national  GAF  for  the  labor  market  area 
in  which  the  hospital  is  located  (which 
is  computed  from  national  data  for  all 
hospitals  in  the  United  States  and 
Puerto  Rico). 

For  FY  2012,  the  special  capital  rate 
for  hospitals  located  in  Puerto  Rico  was 
$203.86  (76  FR  51805).  With  the 
changes  we  are  making  to  the  other 
factors  used  to  determine  the  capital 
Federal  rate,  the  FY  2013  special  capital 
rate  for  hospitals  in  Puerto  Rico  is 
$207.25. 

B.  Calculation  of  the  Inpatient  Capital- 
Related  Prospective  Paymmts  for  FY 
2013 

For  purposes  of  calculating  payments 
for  each  discharge  during  FY  2013,  the 
capital  Federal  rate  is  adjusted  as 
follows:  (Standard  Federal  Rate)  x  (DRG 
weight)  X  (GAF)  x  (COLA  for  hospitals 
located  in  Alaska  and  Hawaii)  x  (1  + 
DSH  Adjustment  Factor  +  IMF 
Adjustment  Factor,  if  applicable).  The 
result  is  the  adjusted  capital  Federal 
rate. 

Hospitals  also  may  receive  outlier 
payments  for  those  cases  that  qualify 
under  the  thresholds  established  for 


each  fiscal  year.  Section  412.312(c) 
provides  for  a  single  set  of  thresholds  to 
identify  outlier  cases  for  both  inpatient 
operating  and  inpatient  capital-related 
payments.  The  outlier  thresholds  for  FY 
2013  are  in  section  II. A.  of  this 
Addendum.  For  FY  2013,  a  case  would 
qualify  as  a  cost  outlier  if  the  cost  for 
the  case  plus  the  (operating)  IMF  and 
DSH  payments  is  greater  than  the 
prospective  payment  rate  for  the  MS- 
DRG  plus  the  fixed-loss  amount  of 
$21,821. 

Currently,  as  provided  under 
§  412.304(c)(2),  we  pay  a  new  hospital 
85  percent  of  its  reasonable  costs  during 
the  first  2  years  of  operation  unless  it 
elects  to  receive  payment  based  on  100 
percent  of  the  capital  Federal  rate. 
Fffective  with  the  third  year  of 
operation,  we  pay  the  hospital  based  on 
100  percent  of  the  capital  Federal  rate 
(that  is,  the  same  methodology  used  to 
pay  all  other  hospitals  subject  to  the 
capital  PPS); 

C.  Capital  Input  Price  Index 

1.  Background 

Like  the  operating  input  price  index, 
the  capital  input  price  index  (CIPI)  is  a 
fixed-weight  price  index  that  measures 
the  price  changes  associated  with 
capital  costs  during  a  given  year.  The 
CIPI  differs  from  the  operating  input 
price  index  in  one  important  aspect — 
the  CIPI  reflects  the  vintage  nature  of 
capital,  which  is  the  acquisition  and  use 
of  capital  over  time.  Capital  expenses  in 
any  given  year  are  determined  by  the 
stock  of  capital  in  that  year  (that  is, 
capital  that  remains  on  hand  from  all 
current  and  prior  capital  acquisitions). 
An  index  measuring  capital  price 
changes  needs  to  reflect  this  vintage 
nature  of  capital.  Therefore,  the  CIPI 
was  developed  to  capture  the  vintage 
nature  of  capital  by  using  a  weighted- 
average  of  past  capital  purchase  prices 
up  to  and  including  the  current  year. 

We  periodically  update  the  base  year 
for  the  operating  and  capital  input  price 
indexes  to  reflect  the  changing 
composition  of  inputs  for  operating  and 
capital  expenses.  In  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  final  rule  (74  FR 
44021),  we  rebased  and  revised  the  CIPI 
to  a  FY  2006  base  year  to  reflect  the 
more  current  structure  of  capital  costs  in 
hospitals.  A  complete  discussion  of  this 
rebasing  is  provided  in  section  IV.  of  the 
preamble  of  that  final  rule. 

2.  Forecast  of  the  CIPI  for  FY  2013 

Based  on  the  latest  forecast  by  IHS 
Global  Insight,  Inc.  (second  quarter  of 
2012),  we  are  forecasting  the  FY  2006- 
based  CIPI  to  increase  1.2  percent  in  FY 
2013.  This  reflects  a  projected  1.8 


percent  increase  in  vintage-weighted 
depreciation  prices  (building  and  fixed 
equipment,  and  movable  equipment), 
and  a  projected  1.9  percent  increase  in 
other  capital  expense  prices  in  FY  2013, 
partially  offset  %  a  projected  2.3 
percent  decline  in  vintage-weighted 
interest  expenses  in  FY  2013.  The 
weighted  average  of  these  three  factors 
produces  the  1.2  percent  increase  for  the 
FY  2006-based  CIPI  as  a  whole  in  FY 
2013. 

IV.  Changes  to  Payment  Rates  for 
Excluded  Hospitals:  Rate-of-Increase 
Percentages 

Historically,  hospitals  and  hospital 
units  excluded  from  the  prospective 
payment  system  received  payment  for 
inpatient  hospital  services  they 
furnished  on  the  basis  of  reasonable 
costs,  subject  to  a  rate-of-increase 
ceiling.  An  annual  per  discharge  limit 
(the  target  amount  as  defined  in 
§  413.40(a))  was  set  for  each  hospital  or 
hospital  unit  based  on  the  hospital’s 
own  cost  experience  in  its  base  year, 
and  updated  annually  by  a  rate-of- 
increase  percentage.  The  updated  target 
amount  for  that  period  was  multiplied 
by  the  Medicare  discharges  during  that 
period  and  applied  as  an  aggregate 
upper  limit  (the  ceiling  as  defined  in 
§  413.40(a))  on  total  inpatient  operating 
costs  for  a  hospital’s  cost  reporting 
period.  Prior  to  October  1, 1997,  these 
payment  provisions  applied 
consistently  to  all  categories  of  excluded 
providers  (rehabilitation  hospitals  and 
units  (now  referred  to  as  IRFs), 
psychiatric  hospitals  and  units  (now 
referred  to  as  IPFs),  LTCHs,  children’s 
hospitals,  and  cancer  hospitals). 

Payments  for  services  furnished  in 
children’s  hospitals  and  cancer 
hospitals  that  are  excluded  from  the 
IPPS  continue  to  be  subject  to  the  rate- 
of-increase  ceiling  based  on  the 
hospital’s  own  historical  cost 
experience.  (We  note  that,  in  accordance 
with  §  403.752(a),  RNHGIs  are  also 
subject  to  the  rate-of-increase  limits 
established  under  §  413.40  of  the 
regulations.) 

In  the  FY  2013  IPPS/LTGH  PPS 
proposed  rule  (77  FR  27998),  we 
proposed  that  the  FY  2013  rate-of- 
increase  percentage  for  updating  the 
target  amounts  for  cancer  and  children’s 
hospitals  and  RNHGIs  would  be  the 
estimated  percentage  increase  in  the  FY 
2013  IPPS  operating  market  basket,  in 
accordance  with  applicable  regulations 
at  §  413.40.  In  the  proposed  rule,  we 
estimated  the  percentage  increase  in  the 
FY  2013  IPPS  operating  market  basket  to 
be  3.0  percent  (that  is,  the  estimate  of 
the  market  basket  rate-of-increase). 
Based  on  IHS  Global  Insight,  Inc.’s  2012 
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first  quarter  forecast,  with  historical 
data  through  the  2011  fourth  quarter,  w'e 
estimated  the  IPPS  operating  marke* 
basket  update  would  be  3.0  percent  for 
FY  2013.  However,  we  proposed  that  if 
more  recent  data  become  available  for 
the  final  rule,  we  would  use  them  to 
'  calculate  the  IPPS  operating  market 
basket  update  for  FY  2013.  Therefore, 
based  on  IHS  Global  Insight,  Inc.’s  2012 
second  quarter  forecast,  with  historical 
data  through  the  2012  first  quarter,  we 
estimate  that  the  final  FY  2013  update 
to  the  IPPS  operating  market  basket  is 
2.6  percent.  For  cancer  and  children's 
hospitals  and  RNHCIs,  the  final  FY  2013 
rat e-of- increase  percentage  that  will  be 
applied  to  the  FY  2012  target  amounts 
in  order  to  determine  the  final  FY  2013 
target  amount  is  2.6  percent. 

IRFs,  IPFs,  and  LTCHs  were 
previously  paid  under  the  reasonable 
cost  methodology.  However,  the  statute 
was  amended  to  provide  for  the 
implementation  of  prospective  payment 
systems  for  IRFs,  IPFs,  and  LTCHs.  In 
general,  the  prospective  payment 
systems  for  IRFs,  IPFs,  and  LTCHs 
provide  transitioning  periods  of  varying 
lengths  of  time  during  which  a  portion 
of  the  prospective  payment  was  based 
on  cost-based  reimbursement  rules 
under  42  CFR  Part  413  (certain 
providers  do  not  receive  a  transition 
period  or  may  elect  to  bypass  the 
transition  as  applicable  under  42  CFR 
Part  412,  Subparts  N,  O,  and  P).  We  note 
that  all  of  the  various  transitioning 
periods  provided  for  under  the  IRF  PPS, 
the  IPF  PPS,  and  the  LTCH  PPS  have 
ended. 

The  IRF  PPS,  the  IPF  PPS,  and  the 
LTCH  PPS  are  updated  annually.  We 
refer  readers  to  section  VII.  of  the 
preamble  and  section  V.  of  the 
Addendum  to  this  final  rule  for  the 
update  changes  to  the  Federal  payment 
rates  for  LTCHs  under  the  LTCH  PPS  for 
FY  2013.  The  annual  updates  for  the  IRF 
PPS  and  the  IPF  PPS  are  issued  by  the 
agency  in  separate  Federal  Register 
documents. 

V.  Changes  to  the  Pavment  Rates  for  the 
LTCH  PPS  for  FY  2013 

A.  LTCH  PPS  Standard  Federal  Rate  for 
FY  2013 

1.  Background 

In  section  VII.  of  the  preamble  of  this 
final  rule,  we  discuss  our  changes  to  the 
payment  rates,  factors,  and  specific 
policies  under  the  LTCH  PPS  for  FY 
2013. 

Under  §  412.523(c)(3)(ii)  of  the 
regulations,  for  LTCH  PPS  rate  years 
b^inning  RY  2004  through  RY  2006,  we 
updated  the  standard  Federal  rate 
annually  by  a  factor  to  adjust  for  the 


mo.st  recent  estimate  of  the  increases  in 
prices  of  an  appropriate  market  basket 
of  goods  and  services  for  LTCHs.  We 
established  this  policy  of  annually 
updating  the  standard  Federal  rate 
because,  at  that  time,  we  believed  that 
w’as  the  most  appropriate  method  for 
updating  the  LTCH  PPS  standard 
Federal  rate  for  years  after  the  initial 
implementation  of  the  LTCH  PPS  in  FY 
2003.  Thus,  under  §412.523{c)(3)(ii),  for 
RYs  2004  through  2006,  the  annual 
update  to  the  LTCH  PPS  standard 
Federal  rate  was  equal  to  the  previous 
rate  year’s  Federal  rate  updated  by  the 
most  recent  estimate  of  increases  in  the 
appropriate  market  basket  of  goods  and 
services  included  in  covered  inpatient 
LTCH  services. 

In  determining  the  annual  update  to 
the  standard  Federal  rate  for  RY  2007, 
based  on  our  ongoing  monitoring 
activity,  we  believed  that,  rather  than 
solely  using  the  most  recent  estimate  of 
the  LTCH  PPS  market  basket  update  as 
the  basis  of  the  annual  update  factor,  it 
was  appropriate  to  adjust  the  standard 
Federal  rate  to  account  for  the  effect  of 
documentation  and  coding  in  a  prior 
period  that  was  unrelated  to  patients’ 
severity  of  illness  (71  FR  27818). 
Accordingly,  we  established  under 
§412.523(c)(3)(iii)  that  the  annual 
update  to  the  standard  Federal  rate  for 
RY  2007  was  zero  percent  based  on  the 
most  recent  estimate  of  the  LTCH  PPS 
market  basket  at  that  time,  offset  by  an 
adjustment  to  account  for  changes  in 
case-mix  in  prior  periods  due  to  the 
effect  of  documentation  and  coding  that 
were  unrelated  to  patients’  severity  of 
illness.  For  RY  2008  through  FY  2011, 
we  also  made  an  adjustment  for  the 
effect  of  documentation  and  coding  that 
w'as  unrelated  to  patients’  severity  of 
illness  in  establishing  the  annual  update 
to  the  standard  Federal  rate  as  set  forth 
in  the  regulations  at  §§412.523(c)(3)(iv) 
through  (c)(3){vii).  For  FY  2012,  we 
updated  the  standard  Federal  rate  by  the 
most  recent  estimate  of  the  LTCH  PPS 
market  basket  at  that  time,  including 
additional  statutory  adjustments 
required  by  section  1886(m)(3)(A)  of  the 
Act. 

Section  1886(m)(3)(A)  of  the  Act,  as 
added  by  section  3401(c)  of  the 
Affordable  Care  Act,  specifies  that,  for 
rate  year  2010  and  each  subsequent  rate 
year,  any  annual  update  to  the  standard 
Federal  rate  shall  be  reduced: 

•  For  rate  year  2010  through  2019,  by 
the  other  adjustment  specified  in 
section  1886(m)(3)(A)(ii)  and  (m)(4)  of 
the  Act;  and 

•  For  rate  year  2012  and  each 
subsequent  year,  by  the  productivity 
adjustment  described  in  section 
1886(b)(3)(B)(xi)(II)  of  the  Act  (which 


we  refer  to  as  “the  multifactor 
productivity  (MFP)  adjustment”)  as 
discussed  in  section  VII.D.2.d.  of  the 
preamble  of  this  final  rule. 

Section  1886(m)(3)(B)  of  the  Act 
provides  that  the  application  of 
paragraph  (3)  of  section  1886(m)  of  the 
Act  may  result  in  the  annual  update 
being  less  than  zero  for  a  rate  year,  and 
may  result  in  payment  rates  for  a  rate 
year  being  less  than  such  payment  rates 
for  the  preceding  rate  year.  (As  noted  in 
section  VII.D.2.d.  of  the  preamble  of  this 
final  rule,  the  annual  update  to  the 
LTCH  PPS  occurs  on  October  1  and  we 
have  adopted  the  term  “fiscal  year”  (FY) 
rather  than  “rate  year”  (RY)  under  the 
LTCH  PPS  beginning  October  1,  2010. 
Therefore,  for  purposes  of  clarity,  when 
discussing  the  annual  update  for  the 
LTCH  PPS,  including  the  provisions  of 
the  Affordable  Care  Act,  we  use  the  term 
“fiscal  year”  rather  than  “rate  year”  for 
2011  and  subsequent  years.) 

For  FY  2012,  consistent  with  our 
historical  practice,  we  established  an 
update  to  the  LTCH  PPS  standard 
Federal  rate  based  on  the  full  estimated 
LTCH  PPS  market  basket  increase  of  2.9 
percent  and  the  1.1  percentage  point 
reductions  required  by  sections 
1886(m)(3)(A)(i)  and  (m)(4)(C)  of  the 
Act.  Accordingly,  at  §412.523(c)(3)(viii) 
of  the  regulations,  we  established  an 
annual  update  of  1.8  percent  to  the 
standard  Federal  rate  for  FY  2012  (76  FR 
51769  through  51771  and  51807). 

In  this  final  rule,  for  FY  2013,  as 
discussed  in  greater  detail  in  section 
VII.D.2.  of  the  preamble  of  this  final 
rule,  we  are  establishing  an  annual 
update  to  the  LTCH  PPS  standard 
Federal  rate  based  on  the  full  estimated 
increase  in  the  LTCH  PPS  market 
basket,  less  the  MFP  adjustment 
consistent  with  section  1886(m)(3)(A)(i) 
of  the  Act  and  less  the  0.1  percentage 
point  required  by  sections 
1886(m)(3)(A)(ii)  and  (m)(4)(C)  of  the 
Act.  Specifically,  in  this  final  rule, 
based  on  the  best  available  data,  we  are 
establishing  an  annual  update  to  the 
standard  Federal  rate  of  1.8  percent, 
which  is  based  on  the  full  estimated 
increase  in  thS  LTCH  PPS  market  basket 
of  2.6  percent,  less  the  MFP  adjustment 
of  0.7  percentage  point  consistent  with 
section  1886(m)(3)(A)(i)  of  the  Act  and 
less  the  0.1  percentage  point  required  by 
sections  1886(m)(3)(A)(ii)  and  (m)(4)(C) 
of  the  Act. 

2.  Development  of  the  FY  2013  LTCH 
PPS  Standard  Federal  Rate 

We  continue  to  believe  that  the 
annual  update  to  the  LTCH  PPS 
standard  Federal  rate  should  be  based 
on  the  most  recent  estimate  of  the 
increase  in  the  LTCH  PPS  market 
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basket,  including  any  statutory 
adjustments.  Consistent  with  our 
historical  practice,  we  applied  the 
annual  update  to  the  LTCH  PPS 
standard  Federal  rate  from  the  previous 
year.  In  determining  the  standard 
Federal  rate  for  FY  2013,  we  also  made 
certain  regulatory  adjustments. 
Specifically,  we  made  a  one-time 
prospective  adjustment  to  the  standard 
Federal  rate  under  §  412.523(d)(3),  as 
discussed  in  greater  detail  in  section 
VII.E.4.  of  the  preamble  of  this  final  rule 
(which  will  not  he  applicable  to 
payments  for  discharges  occurring  prior 
to  December  29,  2012,  consistent  with 
the  statute.  In  addition,  in  determining 
the  FY  2013  standard  Federal  rate,  we 
applied  a  budget  neutrality  adjustment 
factor  for  the  changes  related  to  the  area 
wage  adjustment  (that  is,  changes  to  the 
wage  data  and  labor-related  share)  in 
accordance  with  §  412.523(d)(4). 

In  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51769  through  51771  and 
51807),  we  established  an  annual 
update  to  the  LTCH  PPS  standard 
Federal  rate  of  1.8  percent  for  FY  2012 
based  on  the  full  estimated  LTCH  PPS 
market  basket  increase  of  2.9  percent, 
less  the  MFP  adjustment  of  1.0 
percentage  point  consistent  with  section 
1886(m)(3)(A)(i)  of  the  Act  and  less  the 
0.1  percentage  point  required  by 
sections  1886(m)(3)(A)(ii)  and  (m)(4)(C) 
of  the  Act.  Accordingly,  at 
§  412.523(c)(3)(viii),  we  established  an 
annual  update  to  the  standard  Federal 
rate  for  FY  2012  of  1.8  percent.  That  is, 
we  applied  an  update  factor  of  1.018  to 
the  FY  2011  Federal  rate  of  $39,599.95 
to  determine  the  FY  2012  standard  * 
Federal  rate.  Furthermore,  for  FY  2012, 
we  applied  an  area  wage  level  budget 
neutrality  factor  of  0.99775  to  the 
standard  Federal  rate  to  ensure  that  any 
changes  to  the  area  wage  level 
adjustment  (that  is,  the  annual  update  of 
the  wage  index  values  and  lahor-related 
share)  would  not  result  in  any  change 
(increase  or  decrease)  in  estimated 
aggregate  LTCH  PPS  payments. 
Consequently,  we  established  a  standard 
Federal  rate  for  FY  2012  of  $40,222.05 
(calculated  as  $39,599.95  x  1.018  x 
0.99775),  which  is  applicable  to  LTCH 
PPS  discharges  occurring  on  or  after 
October  1,  2011,  through  September  30, 
2012. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28153),  we 
proposed  to  establish  an  annual  update 
to  the  LTCH  PPS  standard  Federal  rate 
of  2.1  percent  for  FY  2013,  based  on  the 
full  estimated  increase  in  the  proposed 
LTCH  PPS  market  basket  of  3.0  percent 
less  the  proposed  MFP  adjustment  of  0.8 
percentage  point,  consistent  with 
section  1886(m)(3)(A)(i)  of  the  Act,  and 


less  the  0.1  percentage  point  required  by 
sections  1886(m)(3)(A)(ii)  and(m)(4)(C) 
of  the  Act.  Therefore,  under  proposed 
§412.523(c)(3)(ix)(A),  we  proposed  to 
apply  a  factor  of  1.021  to  the  FY  2012 
standard  Federal  rate  of  $40,222.05  (as 
established  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51807))  to 
determine  the  proposed  FY  2013 
standard  Federal  rate.  In  that  same 
proposed  rule,  we  also  proposed  that 
the  standard  Federal  rate  for  FY  2013 
would  be  further  adjusted  by  the 
proposed  one-time  prospective 
adjustment  factor  for  FY  2013  of 
0.98734  under  proposed  §  412.523(d)(3) 
(ii)(which  would  not  be  applicable  to 
payments  for  discharges  occurring  prior 
to  December  29,  2012,  consistent  with 
the  statute).  In  addition,  for  FY  2013,  we 
proposed  to  apply  an  area  wage  level 
budget  neutrality  factor  of  0.99903  to 
the  standard  Federal  rate  to  ensure  that 
any  changes  to  the  area  wage  level 
adjustment  (that  is,  the  proposed  annual 
update  of  the  wage  index  values  and 
labor-related  share)  would  not  result  in 
any  change  (increase  or  decrease)  in 
estimated  aggregate  LTCH  PPS 
payments.  Consequently,  that  same 
proposed  rule,  we  proposed  to  establish 
a  standard  Federal  rate  for  FY  2013  of 
$40,507.48  (calculated  as  $40,222.05  x 
1.021  x0.98734x0.99903). 

Furthermore,  consistent  with  the 
statute,  the  proposed  one-time 
prospective  adjustment  to  the  standard 
Federal  rate  for  FY  2013  of  0.98734 
would  not  apply  to  payments  for 
discharges  occurring  before  December 
29,  2012.  Therefore,  we  proposed  that 
payment  for  discharges  occurring  on  or 
after  October  1,  2012  and  on  or  before 
December  28,  2012,  would  not  reflect 
that  proposed  adjustment  and  instead 
would  be  paid  based  on  a  standard 
Federal  rate  of  $41,026.88  (calculated  as 
$40,507.48  divided  by  0.98734). 

Comment:  One  commenter  stated  that 
the  proposed  update  to  the  standard 
Federal  rate  for  FY  2013  did  not  take 
into  account  the  expected  “across  the 
board  2-percent  payment  cut' or 
sequester”  that  will  he  effective  in 
January  2013  under  current  law.  In  light 
of  the  impending  sequester,  the 
commenter  recommended  that  CMS 
vacate  the  implementation  of  the 
proposed  MFP  adjustment  and  the  0.1 
percentage  point  reduction  required  by 
sections  1886(m)(3)(A)(ii)  and(m)(4)(C) 
of  the  Act,  as  well  as  the  proposed  one¬ 
time  prospective  adjustment  of 
approximately  —1.3  percent.  Another 
commenter  requested  that  CMS  provide 
guidance  on  how  CMS  will  implement 
the  2-percent  sequestration  reduction  to 
Medicare  payment  to  LTCHs  that  will 


take  effective  in  January  2013,  as 
required  under  current  law. 

Response:  Section  1886(m)(3)(A)  of 
the  Act  specifies  that,  for  rate  year  2010 
and  each  subsequent  rate  year  through 
2019,  any  annual  update  to  the  standard 
Federal  rate  shall  be  reduced: 

•  For  rate  year  2010  through  2019,  by 
the  “other  adjustment”  specified  in 
sections  1886(m)(3)(A)(ii)  and 
1886(m)(4)  of  the  Act;  and 

•  For  rate  year  2012  and  each 
subsequent  year,  by  the  productivity 
adjustment  (which  we  refer  to  as  “the 
multifactor  productivity  (MFP) 
adjustment”)  described  in  section 
1886(b)(3)(B)(xi)(II)  of  the  Act. 

Specifically,  for  FY  2013,  section 
1886(m)(3)(A)(i)  of  the  Act  requires  that 
any  annual  update  to  the  standard 
Federal  rate  be  reduced  by  the 
productivity  adjustment  (“the  MFP 
adjustment”)  described  in  section 
1886(b)(3)(B)(xi)(II)  of  the  Act,  and 
sections  1886(m)(3)(A)(ii)  and 
1886(m)(4)(C)  of  the  Act  require  that  any 
annual  update  to  the  standard  Federal 
rate  be  reduced  by  0.1  percentage  point. 
Therefore,  we  are  not  adopting  the 
commenter’s  suggestion  to  not  apply 
these  statutorily  required  adjustments  in 
determining  the  FY  2013  standard 
Federal  rate.  In  section  VII.E.4.  of  the 
preamble  of  this  final  rule,  we  discuss 
and  provide  responses  to  the  public 
comments  we  received  on  our  proposal 
to  apply  a  one-time  prospective 
adjustment  of  approximately  - 1.3 
percent  in  determining  the  FY  2013 
standard  Federal  rate.  For  the  reasons 
discussed  in  that  section,  we  continue 
to  believe  it  is  appropriate  to  apply  a 
one-time  prospective  adjustment  to  the 
standard  Federal  rate  for  FY  2013,  and 
therefore  are  not  adopting  the 
commenter’s  suggestion  to  vacate  the 
application  of  that  adjustment. 

We  are  not  addressing  the 
implementation  of  the  spending 
reductions  (sequestration  order) 
required  by  Public  Law  112-25  (the 
Budget  Control  Act  of  2011)  in  this  final 
rule  as  those  provisions  would  impact 
Medicare  payments  across  settings,  and 
not  just  affect  LTCH  PPS  payments. 

In  this  final  rule,  for  FY  2013,  as 
noted  above  and  as  discussed  in  greater 
detail  in  section  VII.D.2.  of  the  preamble 
of  this  final  rule,  consistent  with  our 
historical  practice,  we  are  establishing 
an  annual  update  to  the  LTCH  PPS 
standard  Federal  rate  of  1.8  percent, 
based  on  the  full  estimated  increase  in 
the  LTCH  PPS  market  basket  of  2.6 
percent  less  the  MFP  adjustment  of  0.7 
percentage  point  consistent  with  section 
1886(m)(3)(A)(i)  and  less  the  0.1 
percentage  point  required  by  sections 
1886(m)(3)(A)(ii)  and(m)(4)(C)  of  the 
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Act.  Furthermore,  as  discussed  in 
section  VII.E.4.  of  the  preamble  of  this 
final  rule,  in  determining  the  standard 
Federal  rate  for  FY  2013,  we  are  making 
a  one-time  prospective  adjustment  to 
the  standard  Federal  rate  under 
§412.523(d){3)  of  approximately  —1.3 
percent  (which  will  not  be  applicable  to 
payments  for  discharges  occurring  prior 
to  December  29,  2012,  consistent  with 
the  statute). 

In  this  final  rule,  under 
§412.523(c){3)(ix)(A),  we  applied  a 
factor  of  1.018  to  the  FY  2012  standard 
Federal  rate  of  $40,222.05  (as 
established  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51807))  to 
determine  the  FY  2013  standard  Federal 
rate.  In  addition,  as  discussed  in  section 
VII.E.4.  of  the  preamble  of  this  final 
rule,  the  standard  Federal  rate  is  further 
adjusted  by  the  one-time  prospective 
adjustment  factor  of  0.98734  for  FY 
2013  under  §412.523(d)(3)(ii).  However, 
consistent  with  the  statute,  we  specify  at 
§412.523(c)(3)(ix)(B)  that,  for  payments 
for  discharges  occurring  on  or  after 
October  1,  2012,  and  before  December 
29,  2012,  payments  are  based  on  the 
standard  Federal  rate  in  paragraph 
(c)(3)(ix)(A)  of  this  section  without 
regard  to  the  one-time  prospective 
adjustment  provided  for  under 
§412.523(d)(3)(ii).  In  addition,  as 
discussed  in  greater  detail  in  section 
V.B.5.  of  this  Addendum,  for  FY  2013, 
we  applied  an  area  wage  level  budget 
neutrality  factor  of  0.999265  to  the 
standard  Federal  rate  to  ensure  that  any 
changes  to  the  area  wage  level 
adjustment  (that  is,  the  annual  update  of 
the  wage  index  values  and  labor-related 
share)  would  not  result  in  any  change 
(increase  or  decrease)  in  estimated 
aggregate  LTCH  PPS  payments. 
Consequently,  in  this  final  rule,  under 
§412.523(c)(3)(ix){A),  we  established  a 
standard  Federal  rate  for  FY  2013  of 
$40,397.96  (calculated  as  $40,222.05  x 
1.018  X  0.98734  x  0.999265). 
Furthermore,  consistent  with  section 
114(c)(4)  of  the  MMSEA,  as  amended  by 
sections  3106(a)  and  10312  of  the 
Affordable  Care  Act,  th^  one-time 
prospective  adjustment  to  the  standard 
Federal  rate  for  FY  2013  of  0.98734  will 
not  be  applied  to  payments  for 
discharges  occurring  before  December 
29,  2012.  Therefore,  payment  for 
discharges  occurring  on  or  after  October 
1,  2012,  and  on  or  before  December  28, 
2012,  will  not  reflect  this  adjustment 
and  instead  will  be  paid  based  on  a 
standard  Federal  rate  of  $40,915.95 
(calculated  as  $40,397.96  divided  by 
0.98734). 


B.  Adjustment  for  Area  Wage  Levels 
Under  the  LTCH  PPS  for  FY  2013 

1.  Background 

Under  the  authority  of  section  123  of 
the  BBRA  as  amended  by  section  307(b) 
of  the  BIPA,  we  established  an 
adjustment  to  the  LTCH  PPS  standard 
Federal  rate  to  account  for  differences  in 
LTCH  area  wage  levels  at  §  412.525(c). 
The  labor-related  share  of  the  LTCH  PPS 
standard  Federal  rate  is  adjusted  to 
account  for  geographic  differences  in 
area  wage  levels  by  applying  the 
applicable  LTCH  PPS  wage  index.  The 
applicable  LTCH  PPS  wage  index  is 
computed  using  wage  data  from 
inpatient  acute  care  hospitals  without 
regard  to  reclassification  under  section 
1886(d)(8)  or  section  1886(d)(10)  of  the 
Act. 

When  we  implemented  the  LTCH 
PPS,  we  established  a  5-year  transition 
to  the  full  area  wage  index  level 
adjustment.  The  area  wage  level 
adjustment  was  completely  phased-in 
for  cost  reporting  periods  beginning  in 
FY  2007.  Therefore,  for  cost  reporting 
periods  beginning  on  or  after  October  1, 
2006,  the  applicable  LTCH  wage  index 
values  are  the  full  LTCH  PPS  wage 
index  values  calculated  based  on  acute 
care  hospital  inpatient  wage  index  data 
without  taking  into  account  geographic 
reclassification  under  section  1886(d)(8) 
and  section  1886(d)(10)  of  the  Act.  For 
additional  information  on  the  phase-in 
of  the  area  wage  level  adjustment  under 
the  LTCH  PPS,  we  refer  readers  to  the 
August  30,  2002  LTCH  PPS  final  rule 
(67  FR  56015  through  56019)  and  the 
RY  2008  LTCH  PPS  final  rule  (72  FR 
26891). 

2.  Geographic  Classifications/Labor 
Market  Area  Definitions 

As  discussed  in  the  August  30.  2002 
LTCH  PPS  final  rule,  which 
implemented  the  LTCH  PPS  (67  FR 
56015  through  56019),  in  establishing 
an  adjustment  for  area  wage  levels,  the 
labor-related  portion  of  a  LTCH’s 
Federal  prospective  payment  is  adjusted 
by  using  an  appropriate  wage  index 
based  on  the  labor  market  area  in  which 
the  LTCH  is  located.  Specifically,  the 
application  of  the  LTCH  PPS  area  wage 
level  adjustment  at  existing  §  412.525(c) 
is  made  on  the  basis  of  the  location  of 
the  LTCH  in  either  an  urban  area  or  a 
rural  area  as  defined  in  §412.503. 
Currently  under  the  LTCH  PPS  at 
§412.503,  an'“urban  area”  is  defined  as 
a  Metropolitan  Statistical  Area  (which 
would  include  a  metropolitan  division, 
where  applicable)  as  defined  by  the 
Executive  OMB  and  a  “rural  area”  is 
defined  as  any  area  outside  of  an  urban 
area. 


In  the  RY  2006  LTCH  PPS  final  rule 
(70  FR  24184  through  24185),  in 
regulations  at  §  412.525(c),  we  revised 
the  labor  market  area  definitions  used 
under  the  LTCH  PPS  effective  for 
discharges  occurring  on  or  after  July  1, 
2005,  based  on  the  Executive  OMB’s 
CBSA  designations,  which  are  based  on 
2000  Census  data.  We  made  this 
revision  because  we  believe  that  the 
CBSA-based  labor  market  area 
definitions  will  ensure  that  the  LTCH 
PPS  wage  index  adjustment  most 
appropriately  accounts  for  and  reflects 
the  relative  hospital  wage  levels  in  the 
geographic  area  of  the  hospital  as 
compared  to  the  national  average 
hospital  wage  level.  We  note  that  these 
are  the  same  CBSA-based  designations 
implemented  for  acute  care  hospitals 
under  the  IPPS  at  §  412.64(b)  (69  FR 
49026  through  49034).  (For  further 
discussion  of  the  CBSA-based  labor 
market  area  (geographic  classification) 
definitions  currently  used  under  the 
LTCH  PPS,  we  refer  readers  to  the  RY 
2006  LTCH  PPS  final  rule  (70  FR  24182 
through  24191).)  We  have  updated  the 
LTCH  PPS  CBSA-based  labor  market 
area  definitions  annually  since  they 
were  adopted  for  RY  2006  (73  FR  26812 
through  26814,  74  FR  44023  through 
44204,  and  75  FR  50444  through  50445). 

In  OMB  Bulletin  No.  10-2,  issued  on 
December  1,  2009,  OMB  announced  that 
the  CBSA  changes  in  that  bulletin 
would  be  the  final  update  prior  to  the 
2010  Census  of  Population  and  Housing. 
(The  OMB  bulletin  is  available  on  the 
OMB  Web  site  at  http:// 
\vww.whitehouse.gov/OMB.  Go  to 
•Agency  Information”  and  click  on 
“Bulletins”.)  We  adopted  those  changes 
under  the  LTCH  PPS  in  the  FY  2011 
IPPS/LTCH  PPS  final  rule  (75  FR  50444 
through  50445),  effective  beginning 
October  1,  2010,  and  adopted  their 
continued  use  for  FY  2012  (76  FR 
51808). 

In  2013,  OMB  plans  to  announce  new 
area  delineations  based  on  its  2010 
standards  (75  FR  37246)  and  the  2010 
Census  data.  We  did  not  receive  any 
public  comments  on  our  proposal. 
Therefore,  in  this  final  rule,  consistent 
with  our  proposal,  for  the  FY  2013  area 
wage  adjustment,  we  will  continue  to 
use  the  same  labor  market  areas  that  we 
adopted  for  FY  2012. 


Under  the  adjustment  for  differences 
in  area  wage  levels  at  §  412.525(c),  the 
labor-related  share  of  a  LTCH’s  PPS 
Federal  prospective  payment  is  adjusted 
by  the  applicable  wage  index  for  the 
labor  market  area  in  which  the  LTCH  is 
located.  The  LTCH  PPS  labor-related 
share  currently  represents  the  sum  of 


3.  LTCH  PPS  Labor-Related  Share 
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the  labor-related  portion  of  operating 
costs  (Wages  and  Salaries,  Employee 
Benefits,  Professional  Fees:  Labor- 
Related,  Administrative  and  Business 
Support  Services,  and  All-Other:  Labor- 
Related  Services)  and  a  labor-related 
portion  of  capital  costs  using  the 
applicable  LTCH  PPS  market  basket. 

For  FY  2012,  we  revised  and  rebased 
the  market  basket  used  under  the  LTCH 
PPS  by  adopting  the  newly  created  FY 
2008-based  RPL  market  basket. 
Accordingly,  the  current  LTCH  PPS 
labor-related  share  is  based  on  the 
relative  importance  of  the  labor-related 
share  of  operating  costs  and  capital 
costs  of  the  RPL  market  basket  based  on 
FY  2008  data,  as  those  were  the  best 
available  data  at  that  time  that  reflected 
the  cost  structure  of  LTCHs.  For  FY 
2012,  we  established  a  labor-related 
share  of  70.199  percent  based  on  the 
best  available  data  at  that  time  from  the 
FY  2008-based  RPL  market  basket  for 
FY  2012  (76  FR  51766  through  51769 
and  51808).  (Additional  background 
information  on  the  historical 
development  of  the  labor-related  share 
under  the  LTCH  PPS  and  the 
development  of  the  RPL  market  basket 
can  be  found  in  the  RY  2007  LTCH  PPS 
final  rule  (71  FR  27810  through  27817 
and  27829  through  27830).) 

As  discussed  in  section  VII.C.  of  the 
preamble  of  this  final  rule,  we  are 
revising  and  rebasing  the  market  basket 
used  under  the  LTCH  PPS  by  adopting 
the  newly  created  FY  2009-based  LTCH- 
specific  market  basket.  As  we  proposed, 
in  this  final  rule,  we  determined  the 
labor-related  share  for  FY  2013  as  the 
sum  of  the  FY  2013  relative  importance 
of  each  labor-related  cost  category  of  the 
FY  2009-based  LTCH-specific  market 
basket.  Consistent  with  the  current 
labor-related  share  determined  from  the 
relative  importance  of  each  labor-related 
cost  category  of  the  FY  2008-based  RPL 
market  basket,  we  determined  the  LTCH 
PPS  labor-related  share  for  FY  2013 
based  on  the  relative  importance  of  the 
labor-related  share  of  operating  costs 
(Wages  and  Salaries,  Employee  Benefits, 
Professional  Fees:  Labor-Related, 
Administrative  and  Business  Support 
Services,  and  All  Other:  Labor-Related 
Services)  and  the  labor-related  share  of 
capital  costs  of  the  LTCH-specific 
market  basket  based  on  FY  2009  data,  as 
we  believe  these  are  currently  the  best 
data  available  to  reflect  the  cost 
structure  of  LTCHs. 

In  this  final  rule,  consistent  with  our 
proposal  to  use  the  most  recent 
available  data  to  determine  the  labor- 
related  share  for  FY  2013,  we  are 
establishing  a  labor-related  share  under 
the  LTCH  PPS  for  FY  2013  based  on 
Id’s  second  quarter  2012  forecast  of  the 


FY  2009-based  LTCH-specific  market 
basket  for  FY  2013,  as  these  are  the  most 
recent  available  data  at  this  time  that 
reflect  the  cost  structure  of  LTCHs.  As 
discussed  in  greater  detail  in  section 
VII.D.3.f.  of  this  preamble,  the  sum  of 
the  relative  importance  for  FY  2013  for 
operating  costs  (Wages  and  Salaries, 
Employee  Benefits,  Professional  Fees: 
Labor-Related,  Administrative  and 
Business  Support  Services,  and  All- 
Other:  Labor-Related  Services)  is  58.843 
percent  and  the  labor-related  share  of 
capital  costs  is  4.253  percent.  Therefore, 
in  this  final  rule,  under  the  authority  set 
forth  in  section  123  of  the  BBRA  as 
amended  by  section  307(b)  of  the  BIPA, 
we  are  establishing  a  labor-related  share 
of  63.096  percent  (58.843  percent  plus 
4.253  percent)  under  the  LTCH  PPS  for 
FY  2013,  which  will  be  effective  for 
discharges  occurring  on  or  after  October 
1,  2012,  and  through  September  30, 

2013.  (For  additional  details  on  the 
development  of  the  LTCH  PPS  labor- 
related  share  for  FY  2013,  we  refer 
readers  to  section  VII.D.3.f.  of  the 
preamble  of  this  final  rule.) 

4.  LTCH  PPS  Wage  Index  for  FY  2013 

Historically,  under  the  LTCH  PPS,  we 
have  established  LTCH  PPS  wage  index 
values  calculated  from  acute  care  IPPS 
hospital  wage  data  without  taking  into 
account  geographic  reclassification 
under  sections  1886(d)(8)  and 
1886(d)(10)  of  the  Act  (67  FR  56019). 
The  area  wage  level  adjustment 
established  under  the  LTCH  PPS  is 
based  on  a  LTCH’s  actual  location 
without  regard  to  the  urban  or  rural 
designation  of  any  related  or  affiliated 
provider. 

In  the  FY  2012  LTCH  PPS  final  rule 
(76  FR  51808  through  51809),  we 
calculated  the  FY  2012  LTCH  PPS  wage 
index  values  using  the  same  data  used 
for  the  FY  2012  acute  care  hospital  IPPS 
(that  is,  data  from  cost  reporting  periods 
beginning  during  FY  2008),  without 
taking  into  account  geographic 
reclassification  under  sections 
1886(d)(8)  and  1886(d)(10)  of  the  Act,  as 
these  were  the  most  recent  complete 
data  available  at  that  time.  In  that  same 
final  rule,  we  indicated  that  we 
computed  the  FY  2012  LTCH  PPS  wage 
index  values  consistent  with  the  urban 
and  rural  geographic  classifications 
(labor  market  areas)  and  consistent  with 
the  pre-reclassified  IPPS  wage  index 
policy  (that  is,  our  historical  policy  of 
not  taking  into  account  IPPS  geographic 
reclassifications  in  determining 
payments  under  the  LTCH  PPS).  As 
with  the  IPPS  wage  index,  wage  data  for 
multicampus  hospitals  with  campuses 
located  in  different  labor  market  areas 
(CBSAs)  are  apportioned  to  each  CBSA 


where  the  campus  (or  campuses)  are 
located  (as  discussed  in  section  III.D.  of 
the  preamble  of  this  final  rule).  We  also 
continued  to  use  our  existing  policy  for 
determining  wage  index  values  in  areas 
where  there  are  no  IPPS  wage  data. 

Consistent  with  our  historical 
methodology,  to  determine  the 
applicable  wage  index  values  under  the 
LTCH  PPS  for  FY  2013,  under  the  broad 
authority  conferred  upon  the  Secretary 
by  section  123  of  the  BBRA,  as  amended 
by  section  307(b)  of  BIPA,  to  determine 
appropriate  adjustments  under  the 
LTCH  PPS,  as  we  proposed,  we  used 
wage  data  collected  from  cost  reports 
sulnnitted  by  IPPS  hospitals  for  cost  , 
reporting  periods  beginning  during  FY 
2009,  without  taking  into  account 
geographic  reclassification  under 
sections  1886(d)(8)  and  1886(d)(10)  of 
the  Act.  We  used  FY  2009  data  because 
these  data  are  the  most  recent  complete 
data  available.  These  are  the  same  data 
used  to  compute  the  FY  2013  acute  care 
hospital  inpatient  wage  index,  as 
discussed  in  section  III.  of  the  preamble 
of  this  final  rule.  (For  our  rationale  for 
using  IPPS  hospital  wage  data  as  a 
proxy  for  determining  the  wage  index 
values  used  under  the  LTCH  PPS,  we 
refer  readers  to  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  final  rule  (74  FR  44024 
through  44025).) 

As  we  proposed,  the  FY  2013  LTCH 
PPS  wage  index  values  we  are 
presenting  in  this  final  rule  are 
computed  consistent  with  the  urban  and 
rural  geographic  classifications  (labor 
market  areas)  discussed  above  in  section 
V.B.2.  of  the  Addendum  to  this  final 
rule  and  consistent  with  the  pre- 
reclassified  IPPS  wage  index  policy 
(that  is,  our  historical  policy  of  not 
taking  into  account  IPPS  geographic 
reclassifications  under  sections 
1886(d)(8)  and  1886(d)(10)  of  the  Act  in 
determining  payments  under  the  LTCH 
PPS).  As  with  the  IPPS  wage  index, 
wage  data  for  multicampus  hospitals 
with  campuses  located  in  different  labor 
market  areas  (CBSAs)  are  apportioned  to 
each  CBSA  where  the  campus  or 
campuses  are  located  (as  discussed  in 
section  III.G.  of  the  preamble  of  this 
final  rule).  Furthermore,  in  determining 
the  FY  2013  LTCH  PPS  wage  index 
values  in  this  final  rule,  as  we  proposed, 
we  continued  to  use  our  existing  policy 
for  determining  wage  index  values  in 
« areas  where  there  are  no  IPPS  wage 
data. 

As  discussed  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28154), 
we  established  a  methodology  for 
determining  LTCH  PPS  wage  index 
values  for  areas  that  have  no  IPPS  wage 
data  in  the  RY  2009  LTCH  PPS  final 
rule,  and  as  we  proposed,  we  are 
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continuing  to  use  this  methodology  for 
FY  2013.  (We  refer  readers  to  the  RY 
2009  LTCH  PPS  final  rule  (73  FR  26817 
through  26818)  for  an  explanation  of 
and  rationale  for  our  policy  for 
determining  LTCH  PPS  wage  index 
values  for  areas  that  have  no  IPPS  wage 
data.) 

There  are  currently  no  LTCHs  located 
in  labor  areas  without  IPPS  hospital 
wage  data  (or  IPPS  hospitals)  for  FY 
2013.  However,  we  calculate  LTCH  PPS 
wage  index  values  for  these  areas  using 
our  established  methodology  in  the 
event  that,  in  the  future,  a  LTCH  should 
open  in  one  of  those  areas.  Under  our 
existing  methodology,  the  LTCH  PPS 
w'age  index  value  for  urban  CBSAs  with 
no  IPPS  W'age  data  is  determined  by 
using  an  average  of  all  of  the  urban  areas 
within  the  State,  and  the  LTCH  PPS 
wage  index  value  for  rural  areas  with  no 
IPPS  wage  data  is  determined  by  using 
the  unweighted  average  of  the  wage 
indices  from  all  of  the  CBSAs  that  are 
contiguous  to  the  rural  counties  of  the 
State. 

Based  on  the  FY  2009  IPPS  wage  data 
that  w’e  used  to  determine  the  FY  2013 
LTCH  PPS  wage  index  values  in  this 
final  rule,  there  are  no  IPPS  wage  data 
for  the  urban  area  Hinesville-Fort 
Stewart.  GA  (CBSA  25980).  Consistent 
with  the  methodology  discussed  above, 
we  calculated  the  FY  2013  wage  index 
value  for  CBSA  25980  as  the  average  of 
the  wage  index  values  for  all  of  the 
other  urban  areas  within  the  State  of 
Georgia  (that  is,  CBSAs  10500,  12020, 
12060,  12260,  15260,  16860,  17980, 
19140, 23580,  31420,  40660,  42340, 
46660,  and  47580),  as  show'n  in  Table 
12  A,  which  is  listed  in  section  VI.  of  the 
Addendum  to  this  final  rule  and 
available  via  the  Internet  on  the  CMS 
Web  site).  We  note  that,  as  IPPS  w'age 
data  are  dynamic,  it  is  possible  that 
urban  areas  without  IPPS  wage  data  will 
vary  in  the  future. 

Based  on  FY  2009  IPPS  wage  data  that 
we  used  to  determine  the  FY  2013 
LTCH  PPS  W'age  index  values  in  this 
final  rule,  there  are  no  rural  areas 
without  IPPS  hospital  wage  data. 
Therefore,  it  is  not  necessary  to  use  our 
established  methodology  to  calculate  a 
LTCH  PPS  wage  index  value  for  rural 
areas  with  no  IPPS  wage  data  for  FY 
2013.  We  note  that,  as  IPPS  wage  data 
are  dynamic,  it  is  possible  that  rural 
areas  without  IPPS  wage  data  will  vary 
in  the  future. 

The  FY  2013  LTCH  wage  index  values 
that  will  be  applicable  for  LTCH 
discharges  occurring  on  or  after  October 
1,  2012,  through  September  30,  2013, 
are  presented  in  Table  12A  (for  urban 
areas)  and  Table  12B  (for  rural  areas), 
which  are  listed  in  section  VI.  of  the 


Addendum  of  this  final  rule  and 
available  via  the  Internet  on  the  CMS 
Web  site. 

5.  Budget  Neutrality  Adjustment  for 
Changes  to  the  Area  Wage  Level 
Adjustment 

Historically,  the  LTCH  PPS  wage 
index  and  labor-related  share  are 
updated  annually  based  on  the  latest 
available  data.  In  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51771 
through  51773  and  51809),  under 
§  412.525(c)(2),  we  established  that  any 
changes  to  the  wage  index  values  or 
labor-related  share  will  be  made  in  a 
budget  neutral  manner  such  that 
estimated  aggregate  LTCH  PPS 
payments  are  unaffected:  that  is,  will  be 
neither  greater  than  nor  less  than 
estimated  aggregate  LTCH  PPS 
payments  without  such  changes  to  the 
area  w'age  level  adjustment.  Under  this 
policy,  we  determine  an  area  wage  level 
adjustment  budget  neutrality  factor  that 
will  be  applied  to  the  standard  Federal 
rate  to  ensure  that  any  changes  to  the 
area  w'age  level  adjustment  are  budget 
neutral  such  that  any  changes  to  the 
wage  index  values  or  labor-related  share 
will  not  result  in  any  change  (increase 
or  decrease)  in  estimated  aggregate 
LTCH  PPS  payments.  Accordingly, 
under  §  412.523(d)(4),  we  established 
that  w'e  will  apply  an  area  wage  level 
adjustment  budget  neutrality  factor  in 
determining  the  standard  Federal  rate, 
and  we  also  established  a  methodology 
for  calculating  an  area  wage  level 
adjustment  budget  neutrality  factor. 

For  FY  2013,  in  accordance  w'ith 
§  412.523(d)(4),  we  applied  an  area  wage 
level  adjustment  budget  neutrality  factor 
to  adjust  the  standard  Federal  rate  to 
account  for  the  estimated  effect  of  any 
adjustments  or  updates  to  the  area  wage 
level  adjustment  under  §  412.525(c)(1) 
on  estimated  aggregate  LTCH  PPS  ’ 
payments  using  the  methodology  we 
established  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule  (76  FR  51773). 
Specifically,  as  we  proposed,  we 
determined  an  area  wage  level 
adjustment  budget  neutrality  factor  that 
will  be  applied  to  the  standard  Federal 
rate  under  at  §  412.523(d)(4)  for  FY  2013 
using  the  following  methodology: 

Step  1 — We  simulated  estimated 
aggregate  LTCH  PPSvpayments  using  the 
,  FY  2012  wage  index  values  (as 
established  in  Tables  12A  and  12B 
listed  in  the  Addendum  to  the  FY  2012 
IPPS/LTCH  PPS  final  rule  and  available 
via  the  Internet  on  the  CMS  Web  site) 
and  the  FY  2012  labor-related  share  of 
70.199  percent  (as  established  in  the  FY 
2012  IPPS/LTCH  PPS  final  rule  (76  FR 
51767  and  51808). 


Step  2 — We  simulated  estimated 
aggregate  LTCH  PPS  payments  using  the 
FY  2013  wage  index  values  (as  shown 
in  Tables  12A  and  12B  listed  in  the 
Addendum  to'this  final  rule  and 
available  via  the  Internet  on  the  CMS 
Web  site)  and  the  FY  2013  labor  related 
share  of  63.096  percent  (based  on  the 
latest  available  data  as  discussed  in 
section  VII.C.3.f.  of  this  preamble). 

Step  3 — We  calculated  the  ratio  of 
these  estimated  total  LTCH  PPS 
payments  by  dividing  the  estimated 
total  LTCH  PPS  payments  using  the  FY 

2012  area  wage  level  adjustments 
(calculated  in  Step  1)  by  the  estimated 
total  LTCH  PPS  payments  using  the  FY 

2013  area  wage  level  adjustments 
(calculated  in  Step  2)  to  determine  the 
area  wage  level  adjustment  budget 
neutrality  factor  for  FY  2013. 

Step  4 — We  then  applied  the  FY  2013 
area  wage  level  adjustment  budget 
neutrality  factor  from  Step  3  to 
determine  the  FY  2013  LTCH  PPS 
standard  Federal  rate  after  the 
application  of  the  FY  2013  annual 
update  (di.scussed  in  section  V.A.2.  of 
the  Addendum  to  this  final  rule).  For 
this  final  rule,  using  the  steps  in  the 
methodology  described  above,  we 
determined  a  FY  2013  area  wage  level 
adjustment  budget  neutrality  factor  of 
0.999265.  Accordingly,  in  section  V.A.2. 
of  the  Addendum  to  this  final  rule,  to 
determine  the  FY  2013  LTCH  PPS 
standard  Federal  rate,  we  applied  an 
area  wage  level  adjustment  budget 
neutrality  factor  of  0.099265,  in 
accordance  with  §  412.523(d)(4).  The  FY 
2013  LTCH  PPS  standard  Federal  rate 
shown  in  Table  lE  of  the  Addendum  to 
this  final  rule  reflects  this  adjustment 
factor. 

C.  LTCH  PPS  Cost-of-Living  Adjustment 
for  LTCHs  Located  in  Alaska  and 
Hawaii 

Under  §  412.525(b),  a  cost-of-living 
adjustment  (COLA)  is  provided  for 
LTCHs  located  in  Alaska  and  Hawaii  to 
account  for  the  higher  costs  incurred  in 
those  States.  Specifically,  we  apply  a 
COLA  to  payments  to  LTCHs  located  in 
Alaska  and  Hawaii  by  multiplying  the 
nonlabor-related  portion  of  the  standard 
Federal  payment  rate  by  the  applicable 
COLA  factors  established  annually  by 
CMS.  Higher  labor-related  costs  for 
LTCHs  located  in  Alaska  and  Hawaii  are 
taken  into  account  in  the  adjustment  for 
area  wage  levels  described  above. 

Historically,  we  used  the  most  recent 
updated  COLA  factors  obtained  ft'om  the 
U.S.  Office  of  Personnel  Management 
(OPM)  Web  site  at  http://www.opm.gov/ 
oca/cola/rates.asp  to  adjust  the  LTCH 
PPS  payments  for  LTCHs  in  Alaska  and 
Hawaii.  Recent  statutory  changes 
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transition  the  Alaska  and  Hawaii  COLAs 
to  locality  pay  (phased  in  over  a  3-year 
period  beginning  in  January  2010,  with 
COLA  rates  being  frozen  as  of  October 
28,  2009,  and  then  proportionately 
reduced  to  reflect  the  phase-in  of 
locality  pay).  As  stated  previously,  we 
do  not  believe  it  is  appropriate  to  use 
either  the  2010  or  2011  reduced  COLA 
factors  to  adjust  the  nonlabor-related 
portion  of  the  standard  Federal  rate  for 
LTCHs  in  Alaska  and  Hawaii  for 
Medicare  payment  purposes.  Therefore, 
for  FY  2012,  we  continued  to  use  the 
same  COLA  factors  (published  by  OPM) 
that  we  used  to  adjust  payments  in  FY 
2011  (which  were  based  on  OPM’s  2009 
COLA  factors)  to  adjust  the  nonlabor- 
related  portion  of  the  standard  Federal 
rate  for  LTCHs  located  in  Alaska  and 
Hawaii. 

As  we  discuss  in  section  VILD.4.  of 
the  preamble  of  this  final  rule,  we 
believe  it  was  appropriate  to  use 
“frozen”  COLA  factors  to  adjust 
payments  in  FY  2012,  while  we 
explored  alternatives  for  updating  the 
COLA  factors  in  the  future.  In  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28019  through  28020  and  28155),  we 
proposed  to  continue  tc  use  the  same 
“frozen”  COLA  factors  used  in  FY  2012 
to  adjust  the  nonlabor-related  portion  of 
the  standard  Federal  rate  for  LTCHs  in 
Alaska  and  Hawaii  in  FY  2013  under 
§  412.525(b).  In  that  same  proposed  rule, 
we  also  proposed  a  methodology  to 
update  the  COLA  factors  for  Alaska  and 
Hawaii,  beginning  in  FY  2014,  based  on 
a  comparison  of  the  growth  in  the  CPIs 
for  Anchorage,  Alaska  and  Honolulu, 
Hawaii  relative  to  the  growth  in  the  CPI 
for  the  average  U.S.  city  as  published  by 
the  Bureau  of  Labor  Statistics  (BLS).  As 
discussed  in  section  VILD.4.  of  the 
preamble  of  this  final  rule,  we  did  not 
receive  any  public  comments  on  these 
proposals  and  we  are  adopting  them  as 
final,  without  modification,  in  this  final 
rule.  As  explained  previously,  we 
believe  using  these  COLA  factors  will 
appropriately  adjust  the  nonlabor- 
related  portion  of  the  standard  Federal 
rate  for  LTCHs  in  Alaska  and  Hawaii. 
(For  additional  details  on  the 
methodology  we  are  adopting  in  this 
final  rule  to  update  the  COLA  factors  for 
Alaska  and  Hawaii  beginning  in  FY 
2014,  we  refer  readers  to  section  VII.D.4. 
of  the  preamble  of  this  final  rule.) 

In  this  final  rule,  for  FY  2013,  under 
the  broad  authority  conferred  upon  the 
Secretary  by  section  123  of  the  BBRA, 
as  amended  by  section  307(b)  of  BIPA, 
to  determine  appropriate  adjustments 
under  the  LTCH  PPS,  consistent  with 
our  current  policy,  we  are  applying  a 
COLA  to  the  LTCH  PPS  payments  to 
LTCHs  located  in  Alaska  and  Hawaii  by 


multiplying  the  nonlabor-related 
portion  of  the  standard  Federal  payment 
rate  by  the  factors  listed  in  the  chart 
below.  These  factors  are  the  same  COLA 
factors  used  to  adjust  payments  in  FY 
2012  (which  are  based  on  OPM’s  2009 
COLA  factors).  As  stated  above,  we 
believe  using  these  COLA  factors  will 
appropriately  adjust  the  nonlabor- 
related  portion  of  the  standard  Federal 
rate  for  LTCHs  in  Alaska  and  Hawaii 
under  §412. 525(b). 

Cost-of-Living  Adjustment  Fac¬ 
tors  FOR  Alaska  and  Hawaii  Hos¬ 
pitals  FOR  THE  LTCH  PPS  FOR  FY 
2013 


Alaska; 

City  of  Anchorage  and  80-kilometer 
(50-mile)  radius  by  road  . 

1.23 

City  of  Fairbanks  and  80-kilometer. 
(50-mile)  radius  by  road  . 

1.23 

City  of  Juneau  and  80-kilometer 
(50-mile)  radius  by  road  . 

1.23 

All  other  areas  of  Alaska . 

1.25 

Hawaii; 

City  and  County  of  Honolulu . 

1.25 

County  of  Hawaii . 

1.18 

County  of  Kauai  . 

1.25 

County  of  Maui  and  County  of 
Kalawao . 

1.25 

(The  above  factors  are  based  on  data  ob¬ 
tained  from  the  U.S.  Office  of  Personnel  Man¬ 
agement  Web  site  at;  http://www.opm.gov/oca/ 
cola/rates.asp.) 

D.  Adjustment  for  LTCH  PPS  High-Cost 
Outlier  (HCO)  Cases 

1.  Background 

Under  the  broad  authority  conferred 
upon  the  Secretary  by  section  123  of  the 
BBRA  as  amended  by  section  307(b)  of 
BIPA,  in  the  regulations  at  §  412.525(a), 
we  established  an  adjustment  for 
additional  payments  for  outlier  cases 
that  have  extraordinarily  high  costs 
relative  to  the  costs  of  most  discharges. 
We  refer  to  these  cases  as  high  cost 
outliers  (HCOs).  Providing  additional 
payments  for  outliers  strongly  improves 
the  accuracy  of  the  LTCH  PPS  in 
determining  resource  costs  at  the  patient 
and  hospital  level.  These  additional 
payments  reduce  the  financial  losses 
that  would  otherwise  be  incurred  when 
treating  patients  who  require  more 
costly  care  and,  therefore,  reduce  the 
incentives  to  underserve  these  patients. 
We  set  the  outlier  threshold  before  the 
beginning  of  the  applicable  rate  year  so 
that  total  estimated  outlier  payments  are 
projected  to  equal  8  percent  of  total 
estimated  payments  under  the  LTCH 
PPS. 

Under  §  412.525(a)  in  the  regulations 
(in  conjunction  with  §412.503),  we 
make  outlier  payments  for  any 
discharges  if  the  estimated  cost  of  a  case 


exceeds  the  adjusted  LTCH  PPS 
payment  for  the  MS-LTC-DRG  plus  a 
fixed-loss  amount.  Specifically,  in 
accordance  with  §  412.525(a)(3)  (in 
conjunction  with  §412.503),  we  make 
an  additional  payment  for  an  HCO  case 
that  is  equal  to  80  percent  of  the 
difference  between  the  estimated  cost  of 
the  patient  case  and  the  outlier 
threshold,  which  is  the  sum  of  the 
adjusted  Federal  prospective  payment 
for  the  MS-LTC-DRG  and  the  fixed-loss 
amount.  The  fixed-loss  amount  is  the 
amount  used  to  limit  the  loss  that  a 
hospital  will  incur  under  the  outlier 
policy  for  a  case  with  unusually  high 
costs.  This  results  in  Medicare  and  the 
LTCH  sharing  financial  risk  in  the 
treatment  of  extraordinarily  costly  cases. 
Under  the  LTCH  PPS  HCO  policy,  the 
LTCH’s  loss  is  limited  to  the  fixed-loss 
amount  and  a  fixed  percentage  of  costs 
above  the  outlier  threshold  (adjusted 
MS-LTC-DRG  payment  plus  the  fixed- 
loss  amount).  The  fixed  percentage  of 
costs  is  called  the  marginal  cost  factor. 
We  calculate  the  estimated  cost  of  a  case 
by  multiplying  the  Medicare  allowable 
covered  charge  by  the  hospital’s  overall 
hospital  cost-to-charge  ratio  (CCR). 

Under  the  LTCH  PPS  HCO  policy  at 
§  412.525(a),  we  determine  a  fixed-loss 
amount,  that  is,  the  maximum  loss  that 
a  LTCH  can  incur  under  the  LTCH  PPS 
for  a  case  with  unusually  high  costs 
before  the  LTCH  will  receive  any 
additional  payments.  We  calculate  the 
fixed-loss  amount  by  estimating 
aggregate  payments  with  and  without  an 
outlier  policy.  The  fixed-loss  amount 
results  in  estimated  total  outlier 
payments  being  projected  to  be  equal  to 
8  percent  of  projected  total  LTCH  PPS 
payments.  Currently,  MedPAR  claims 
data  and  CCRs  based  on  data  from  the 
most  recent  Provider-Specific  File  (PSF) 
(or  from  the  applicable  statewide 
average  CCR  if  a  LTCH’s  CCR  data  are 
faulty  or  unavailable)  are  used  to 
establish  a  fixed-loss  threshold  amount 
under  the  LTCH  PPS. 

2.  Determining  LTCH  CCRs  Under  the 
LTCH  PPS 

a.  Background 

The  following  is  a  discussion  of  CCRs 
that  are  used  in  determining  payments 
for  HCO  and  SSO  cases  under  the  LTCH 
PPS,  at  §  412.525(a)  and  §412.529, 
respectively.  Although  this  section  is 
specific  to  HCO  cases,  because  CCRs 
and  the  policies  and  methodologies 
pertaining  to  them  are  used  in 
determining  payments  for  both  HCO 
and  SSO  cases  (to  determine  the 
estimated  cost  of  the  case  at 
§  412.529(d)(2)),  we  are  discussing  the 
determination  of  CCRs  under  the  LTCH 
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PPS  for  both  of  these  types  of  cases 
simultaneously. 

In  determining  both  HCO  payments 
(at  §  412.525(a))  and  SSO  payments  (at 
§412.529),  we  calculate  the  estimated 
cost  of  the  case  by  multiplying  the 
LTCH’s  overall  CCR  by  the  Medicare 
allowable  charges  for  the  case.  In 
general,  we  use  the  LTCH’s  overall  CCR, 
which  is  computed  based  on  either  the 
most  recently  settled  cost  report  or  the 
most  recent  tentatively  settled  cost 
report,  whichever  is  from  the  latest  cost 
reporting  period,  in  accordance  with 
§412.525(a)(4)(iv)(B)  and 
§  412.529(f)(4)(ii)  for  HCOs  and  SSOs, 
respectively.  (VVe  note  that,  in  some 
instances,  we  use  an  alternative  CCR, 
such  as  the  statewide  average  CCR  in 
accordance  with  the  regulations  at 
§412.525(a)(4)(iv)(C)  and 
§412.529(f)(4)(iii),  or  a  CCR  that  is 
specified  by  CMS  or  that  is  requested  by 
the  hospital  under  the  provisions  of  the 
regulations  at  §  412.525(a)(4)(iv)(A)  and 
§412.529(f)(4)(i).)  Under  the  LTCH  PPS. 
a  single  prospective  payment  per 
discharge  is  made  for  both  inpatient 
operating  and  capital-related  costs. 
Therefore,  we  compute  a  single 
“overall”  or  “total”  LTCH-specific  CCR 
based  on  the  sum  of  LTCH  operating 
and  capital  costs  (as  described  in 
Section  150.24,  Chapter  3,  of  the 
Medicare  Claims  Processing  Manual 
(Pub.  100—4))  as  compared  to  total 
charges.  Specifically,  a  LTCH’s  CCR  is 
calculated  by  dividing  a  LTCH’s  total 
Medicare  costs  (that  is,  the  sum  of  its  - 
operating  and  capital  inpatient  routine 
and  ancillary  costs)  by  its  total  Medicare 
charges  (that  is,  the  sum  of  its  operating 
and  capital  inpatient  routine  and 
ancillary  charges). 

b.  LTCH  Total  CCR  Ceiling 

Generally,  a  LTCH  is  assigned  the 
applicable  statewide  average  CCR  if, 
among  other  things,  a  LTCH’s  CCR  is 
found  to  be  in  excess  of  the  applicable 
maximum  CCR  threshold  (that  is,  the 
LTCH  CCR  ceiling).  This  is  because 
CCRs  above  this  threshold  are  most 
likely  due  to  faulty  data  reporting  or 
entry,  and,  therefore,  CCRs  based  on 
erroneous  data  should  not  be  used  to 
identify  and  make  payments  for  outlier 
cases.  Thus,  under  our  established 
policy,  generally,  if  a  LTCH’s  calculated 
CCR  is  above  the  applicable  ceiling,  the 
applicable  LTCH  PPS  statewide  average 
CCR  is  assigned  to  the  LTCH  instead  of 
the  CCR  computed  ft’om  its  most  recent 
(settled  or  tentatively  settled)  cost  report 
data. 

In  accordance  with 
§412.525(a)(4)(iv)(C)(2)  for  HCOs  and 
§412.529(f)(4)(iii)(B)  for  SSOs,  in  the 
proposed  rule,  using  our  established 


methodology  for  determining  the  LTCH 
total  CCR  ceiling  (described  above), 
based  on  IPPS  total  CCR  data  from  the 
December  2011  update  of  the  PSF,  we 
proposed  to  establish  a  total  CCR  ceiling 
of  1.210  under  the  LTCH  PPS  that 
would  be  effective  for  discharges 
occurring  on  or  after  October  1,  2012, 
through  September  30,  2013.  Consistent 
with  our  historical  policy  of  using  the 
best  available  data,  we  also  proposed 
that  if  more  recent  data  became 
available,  we  would  use  such  data  to 
establish  a  total  CCR  ceiling  for  FY  2013 
in  the  final  rule.  We  did  not  receive  any 
public  comments  on  our  proposals 
related  to  determining  the  LTCH  total 
CCR  ceiling  for  FY  2013,  and  are 
adopting  them  as  final,  without 
modification,  in  this  final  rule. 

In  accordance  with 
§  412.525(a)(4)(iv)(C)(2)  for  HCOs  and 
§412.529(0(4)(iii)(B)  for  SSOs,  in  this 
final  rule,  as  we  proposed,  using  our 
established  methodology  for 
determining  the  LTCH  total  CCR  ceiling 
(described  above),  based  on  IPPS  total 
CCR  data  from  the  latest  available  data 
(that  is,  the  March  2012  update  of  the 
PSF),  we  are  establishing  a  total  CCR 
ceiling  of  1.212  under  the  LTCH  PPS 
that  will  be  effective  for  discharges 
occurring  on  or  after  October  1,  2012, 
through  September  30,  2013. 

c.  LTCH  Statewide  Average  CCRs 

Our  general  methodology  established 
for  determining  the  statewide  average 
CCRs  used  under  the  LTCH  PPS  is 
similar  to  our  established  methodology 
for  determining  the  LTCH  total  CCR 
ceiling  (described  above)  because  it  is 
based  on  “total”  IPPS  CCR  data.  Under 
the  LTCH  PPS  HCO  policy  at 
§412.525(a)(4)(iv)(C)  and  the  SSO 
policy  at  §412.529(f)(4)(iii),  the  fiscal 
intermediary  or  MAC  may  use  a 
statewide  average  CCR,  which  is 
established  annually  by  CMS,  if  it  is 
unable  to  determine  an  accurate  CCR  for 
a  LTCH  in  one  of  the  following 
circumstances;  (1)  New  LTCHs  that  have 
not  yet  submitted  their  first  Medicare 
cost  report  (for  this  purpose,  consistent 
with  current  policy,  a  new  LTCH  is 
defined  as  an  entity  that  has  not 
accepted  assignment  of  an  existing 
hospital’s  provider  agreement  in 
accordance  with  §489.18);  (2)  LTCHs 
whose  CCR  is  in  excess  of  the  LTCH 
CCR  ceiling;  and  (3)  other  LTCHs  for 
whom  data  with  which  to  calculate  a 
CCR  are  not  available  (for  example, 
missing  or  faulty  data).  (Other  sources  of 
data  that  the  fiscal  intermediary  or  MAC 
may  consider  in  determining  a  LTCH’s 
CCR  include  data  from  a  different  cost 
reporting  period  for  the  LTCH,  data 
from  the  cost  reporting  period  preceding 


the  period  in  which  the  hospital  began  <■ 
to  be  paid  as  a  LTCH  (that  is,  the  period 
of  at  least  6  months  that  it  was  paid  as 
a  short-term,  acute  care  hospital),  or 
data  from  other  comparable  LTCHs, 
such  as  LTCHs  in  the  same  chain  or  in 
the  same  region.) 

In  the  proposed  rule,  using  our 
established  methodology  for 
determining  the  LTCH  statewide 
average  CCRs,  based  on  the  most  recent 
complete  IPPS  total  CCR  data  from  the 
December  2011  update  of  the  PSF,  we 
proposed  LTCH  PPS  statewide  average 
total  CCRs  for  urban  and  rural  hospitals 
that  would  be  effective  for  discharges 
occurring  on  or  after  October  1,  2012, 
through  September  30,  2013,  in  Table 
8C  listed  in  section  VI.  of  the 
Addendum  to  that  proposed  rule  and 
available  via  the  Internet.  We  did  not 
receive  any  public  comments  on  our 
proposals  related  to  determining  the 
LTCH  PPS  statewide  average  CCRs  for 
FY  2013,  and  are  adopting  them  as  final, 
without  modification,  in  this  final  rule. 

Consistent  with  our  historical  practice 
of  using  the  best  available  data,  in  this 
final  rule,  using  our  established 
methodology  for  determining  the  LTCH 
statewide  average  CCRs,  based  on  the 
most  recent  complete  IPPS  “total  CCR” 
data  from  the  March  2012  update  of  the 
PSF,  we  are  establishing  LTCH  PPS 
statewide  average  total  CCRs  for  urban 
and  rural  hospitals  that  will  be  effective 
for  discharges  occurring  on  or  after 
October  1,  2012,  through  September  20, 
2013,  in  Table  8C  listed  in  section  VI. 
of  the  Addendum  to  this  final  rule  (and 
available  via  the  Internet). 

All  areas  in  the  District  of  Columbia, 
New  Jersey,  and  Rhode  Island  are 
classified  as  urban.  Therefore,  there  are 
no  rural  statewide  average  total  CCRs 
listed  for  those  jurisdictions  in  Table 
8C.  This  policy  is  consistent  with  the 
policy  that  we  established  vyhen  we 
revised  our  methodology  for 
determining  the  applicable  LTCH 
statewide  average  CCRs  in  the  FY  2007 
IPPS  final  rule  (71  FR  48119  through 
48121)  and  is  the  same  as  the  policy 
applied  under  the  IPPS. 

In  addition,  as  we  proposed, 
consistent  with  our  existing 
methodology,  in  determining  the  urban 
and  rural  statewide  average  total  CCRs 
for  Maryland  LTCHs  paid  under  the 
LTCH  PPS,  in  this  final  rule,  we 
continue  to  use,  as  a  proxy,  the  national 
average  total  CCR  for  urban  IPPS 
hospitals  and  the  national  average  total 
CCR  for  rural  IPPS  hospitals, 
respectively.  We  use  this  proxy  because 
we  believe  that  the  CCR  data  on  the  PSF 
for  Maryland  hospitals  may  not  be 
entirely  accurate  (as  discussed  in  greater 
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detail  in  the  FY  2007  IPPS  final  rule  (71 
FR  48120)). 

d.  Reconciliation  of  LTCH  HCO  and 
SSO  Payments 

We  note  that  under  the  LTCH  PPS 
HCO  policy  at  §  412.525(a)(4)(iv)(D)  and 
the  LTCH  PPS  SSO  policy  at 
§  412.529(f)(4)(iv),  the  payments  for 
HCO  and  SSO  cases,  respectively,  are 
subject  to  reconciliation.  Specifically, 
any  reconciliation  of  outlier  payments  is 
based  on  the  CCR  that  is  calculated 
based  on  a  ratio  of  cost-to-charge  data 
computed  from  the  relevant  cost  report 
determined  at  the  time  the  cost  report 
coinciding  with  the  discharge  is  settled. 
For  additional  information,  we  refer 
readers  to  sections  150.26  through 
150.28  of  the  Medicare  Claims 
Processing  Manual  (Pub.  100—4)  as 
added  by  Change  Request  7192 
(Transmittal  2111;  December  3,  2010) 
and  the  RY  2009  LTCH  PPS  final  rule 
(73  FR  26820  through  26821). 

3.  Establishment  of  the  LTCH  PPS 
Fixed-Loss  Amount  for  FY  2013 

When  we  implemented  the  LTCH 
PPS,  as  discussed  in  the  August  30, 

2002  LTCH  PPS  final  rule  (67  FR  56022 
through  56026),  under  the  broad 
authority  of  section  123  of  the  BBRA  as 
amended  by  section  307(b)  of  BIPA,  we 
established  a  fixed-loss  amount  so  that 
total  estimated  outlier  payments  are 
projected  to  equal  8  percent  of  total 
estimated  payments  under  the  LTCH 
PPS.  To  determine  the  fixed-loss 
amount,  we  estimate  outlier  payments 
and  total  LTCH  PPS  payments  for  each 
case  using  claims  data  from  the 
MedPAR  files.  Specifically,  to 
determine  the  outlier  payment  for  each 
case,  we  estimate  the  cost  of  the  case  by 
multiplying  the  Medicare  covered 
charges  from  the  claim  by  the  LTCH’s 
CCR.  Under  §412. 525(a)(3)  (in 
conjunction  with  §412.503),  if  the 
estimated  cost  of  the  case  exceeds  the 
outlier  threshold,  we  make  an  outlier 
payment  equal  to  80  percent  of  the 
difference  between  the  estimated  cost  of 
the  case  and  the  outlier  threshold  (that 
is,  the  sum  of  the  adjusted  Federal 
prospective  payment  for  the  MS-LTC- 
DRG  and  the  fixed-loss  amount). 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28175),  we 
presented  our  proposals  regarding  the 
methodology  and  data  we  would  use  to 
calculate  the  fixed-loss  amount  for  FY 
2013.  In  general,  we  proposed  to 
continue  to  use  our  existing 
methodology  to  calculate  a  fixed-loss 
amount  for  FY  2013  using  the  best 
available  data  that  would  maintain 
estimated  HCO  payments  at  the 
projected  8  percent  of  total  estimated 


LTCH  PPS  payments  (based  on  the  rates 
and  policies  presented  in  that  proposed 
rule).  (For  additional  detail  on  the 
rationale  for  setting  the  HCO  payment 
“target”  at  8  percent  of  total  estimated 
LTCH  PPS  payments,  we  refer  readers  to 
the  to  the  FY  2003  LTCH  PPS  final  rule 
(67  FR  56022  through  56024).)  Using 
our  existing  methodology,  we  proposed 
a  fixed-loss  amount  of  $15,728  for  FY 
2013.  (We  refer  readers  to  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule  for 
additional  details  on  our  proposals 
related  to  the  development  of  the  fixed- 
loss  amount  for  FY  2013  (77  FR  28157).) 

Comment:  A  few  commenters 
expressed  support  for  the  proposed 
fixed-loss  amount  for  FY  2013,  stating 
that  the  lower  fixed-loss  amount 
calculated  using  our  proposed 
methodology  would  maintain  estimated 
HCO  payments  at  the  projected  8 
percent  of  total  estimated  LTCH  PPS 
payments,  consistent  with  current 
policy. 

Response:  We  appreciate  the 
commenters’  support  for  our  proposed 
methodology. 

In  this  final  rule,  we  are  adopting  our 
proposal  as  final  without  modification. 
However,  consistent  with  our  historical 
practice  of  using  the  best  available  data, 
and  our  proposal  to  use  more  recent 
data  if  they  become  available,  we  used 
the  most  recent  available  LTCH  claims 
data  and  CCR  data  at  this  time  to 
calculate  the  fixed-loss  amount  for  FY 
2013  for  this  final  rule. 

In  this  final  rule,  we  continued  to  use 
our  existing  methodology  to  calculate 
the  fixed-loss  amount  for  FY  2013 
(based  on  the  data  and  the  rates  and 
policies  presented  in  this  final  rule)  in 
order  to  maintain  estimated  HCO 
payments  at  the  projected  8  percent  of 
total  estimated  LTCH  PPS  payments. 
Consistent  with  our  historical  practice 
of  using  the  best  data  available,  in 
determining  the  fixed-loss  amount  for 
FY  2013,  we  used  the  most  recent 
available  LTCH  claims  data  and  CCR 
data  at  this  time.  Specifically,  for  this 
final  rule,  we  used  LTCH  claims  data 
from  the  March  2012  update  of  the  FY 
2011  MedPAR  file  and  CCRs  from  the 
March  2012  update  of  the  PSF  to 
determine  a  fixed-loss  amount  that 
would  result  in  estimated  outlier 
payments  projected  to  be  equal  to  8 
percent  of  total  estimated  payments  in 
FY  2013  because  these  data  are  the  most 
recent  complete  LTCH  data  available  at 
this  time. 

Under  the  broad  authority  of  section 
123(a)(1)  of  the  BBRA  and  section 
307(b)(1)  of  BIPA,  we  established  a 
fixed-loss  amount  of  $17,931  for  FY 
2012.  For  this  final  rule,  we  are 
establishing  a  fixed-loss  amount  of 


$15,408  for  FY  2013.  Thus,  we  will 
make  an  additional  payment  for  an  HCO 
case  that  is  equal  to  80  percent  of  the 
difference  between  the  estimated  cost  of 
the  case  and  the  outlier  threshold  (the 
sum  of  the  adjusted  Federal  LTCH 
payment  for  the  MS-LTC-DRG  and  the 
fixed-loss  amount  of  $15,408).  We  also 
note  that  the  fixed-loss  amount  of 
$15,408  for  FY  2013  is  lower  than  the 
FY  2012  fixed-loss  amount  of  $17,931 
and  slightly  lower  than  the  proposed  FY 
2013  fixed-loss  amount  of  $15,728. 

Based  on  our  payment  simulations 
using  the  most  recent  available  data  at 
this  time,  the  decrease  in  the  fixed-loss 
amount  for  FY  2013  is  necessary  to 
maintain  the  existing  requirement  that 
estimated  outlier  payments  would  equal 
8  percent  of  estimated  total  LTCH  PPS 
payments.  (For  further  information  on 
the  existing  8  percent  HCO  "target” 
requirement,  we  refer  readers  to  the 
August  30,  2002  LTCH  PPS  final  rule 
(67  FR  56022  through  56024). 
Maintaining  the  fixed-loss  amount  at  the 
current  level  would  result  in  HCO 
payments  that  are  less  than  the  current 
regulatory  8-percent  requirement 
because  a  higher  fixed-loss  amount 
would  result  in  fewer  cases  qualifying 
as  outlier  cases.  In  addition, 
maintaining  the  higher  fixed-loss 
amount  would  result  in  a  decrease  in 
the  amount  of  the  additional  payment 
for  an  HCO  case  because  the  maximum 
loss  that  a  LTCH  must  incur  before 
receiving  an  HCO  payment  (that  is,  the 
fixed-loss  amount)  would  be  larger.  For 
these  reasons,  we  believe  that  lowering 
the  fixed-loss  amount  is  appropriate  and 
necessary  to  maintain  that  estimated 
outlier  payments  would  equal  8  percent 
of  estimated  total  LTCH  PPS  payments 
as  required  under  §  412.525(a). 

4.  Application  of  Outlier  Policy  to  SSO 
Cases 

As  we  discussed  in  the  August  30, 
2002  final  rule  (67  FR  56026),  under 
some  rare  circumstances,  a  LTCH 
discharge  could  qualify  as  an  SSO  case 
(as  defined  in  the  regulations  at 
§412.529  in  conjunction  with  §412.503) 
and  also  as  an  HCO  case.  Iq  this 
scenario,  a  patient  could  be  hospitalized 
for  less  than  five-sixths  of  the  geometric 
average  length  of  stay  for  the  specific 
MS-LTC-DRG,  and  yet  incur 
extraordinarily  high  treatment  costs,  if 
the  estimated  costs  exceeded  the  HCO 
threshold  (that  is,  the  SSO  payment  plus 
the  fixed-loss  amount),  the  discharge  is 
eligible  for  payment  as  an  HCO.  Thus, 
for  an  SSO  case  in  FY  2013,  the  HCO 
payment  would  be  80  percent  of  the 
difference  between  the  estimated  cost  of 
the  case  and  the  outlier  threshold  (the 
sum  of  the  fixed-loss  amount  of  $15,408 
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and  the  amount  paid  under  the  SSO 
policy  as  specified  in  §412.529). 

E.  Computing  the  Adjusted  LTCH  PPS 
Federal  Prospective  Payments  for  FY 
2013 

Section  412.525  sets  forth  the 
adjustments  to  the  LTCH  PPS  standard 
Federal  rate.  Under  §  412.525(c),  the 
standard  Federal  rate  is  adjusted  to 
account  for  differences  in  area  wages  by 
multiplying  the  labor-related  share  of 
the  standard  Federal  rate  by  the 
applicable  LTCH  PPS  wage  index  (FY 
2013  values  shown  in  Tables  12A  and 
12B  listed  in  section  VI.  of  the 
Addendum  of  this  final  rule  and 
available  via  the  Internet).  The  standard 
Federal  rate  is  also  adjusted  to  account 
for  the  higher  costs  of  hospitals  in 
Alaska  and  Hawaii  by  multiplying  the 
nonlabor-related  portion  of  the  standard 
Federal  rate  by  the  applicable  cost-of- 
living  factor  (FY  2013  factors  shown  in 
the  chart  in  section  V.C.  of  the 


Addendum  of  this  final  rule)  in 
accordance  with  §  412.525(b).  In  this 
final  rule,  we  are  establishing  a  standard 
Federal  rate  for  FY  2013  of  $40,397.96 
(however,  payment  for  discharges 
occurring  on  or  after  October  1,  2012, 
and  before  December  29,  2012  will  not 
reflect  that  adjustment  consistent  with 
the  statute,  and  instead  will  be  paid 
based  on  a  standard  Federal  rate  of 
$40,915.95),  as  discussed  above  in 
section  V.A.2.  of  the  Addendum  of  this 
final  rule.  We  illustrate  the  methodology 
to  adjust  the  LTCH  PPS  Federal 
standard  rate  for  FY  2013  in  the 
following  example: 

Example: 

During  FY  2013,  a  Medicare  patient  is  in 
a  LTCH  located  in  Chicago,  Illinois  (CBSA 
16974)  and  discharged  on  Januarj'  1,  2013. 
The  FY  2013  LTCH  PPS  wage  index  value  for 
CBSA  16974  is  1.0600  (obtained  from  Table 
12A  listed  in  section  VI.  of  the  Addendum 
of  this  final  rule  and  available  via  the 
Internet  on  the  CMS  Web  site).  The  Medicare 


patient  is  classified  into  MS-LTC-DRG  28 
(Spinal  Procedures  with  MCC).  which  has  a 
relative  weight  for  FY  2013  of  1.1124 
(obtained  from  Table  11  listed  in  section  VI. 
of  the  Addendum  of  this  final  rule  and 
available  via  the  Internet  on  the  CMS  Web 
site). 

To  calculate  the  LTCH’s  total  adjusted 
Federal  prospective  payment  for  this 
Medicare  patient  in  FY  2013,  we  computed 
the  wage-adjusted  Federal  prospective 
payment  amount  by  multiplying  the 
unadjusted  FY  2013  standard  Federal  rate 
($40,397.96)  by  the  labor-related  share 
(63.096  percent)  and  the  wage  index  value 
(1.0600).  This  wage-adjusted  amount  is  then 
added  to  the  nonlabor-related  portion  of  the 
unadjusted  standard  Federal  rate  (36.904 
percent;  adjusted  for  cost  of  living,  if 
applicable)  to  determine  the  adjusted  Federal 
rate,  which  is  then  multiplied  by  the  MS- 
LTC-DRG  relative  weight  (1.1124)  to 
calculate  the  total  adjusted  Federal  LTCH 
PPS  prospective  payment  for  FY  2013 
($46,693.95).  The  table  below  illustrates  the 
components  of  the  calculations  in  this 
example. 


Unadjusted  Standard  Federal  Prospective  Payment  Rate  . 

Labor-Related  Share  . 

Labor-Related  Portion  of  the  Federal  Rate  . .: .  = 

Wage  Index  (CBSA  16974)  . 

Wage-Adjusted  Labor  Share  of  Federal  Rate . 

Nonlabor-Related  Portion  of  the  Federal  Rate  ($40,397.96  x  0.36904) .  + 

Adjusted  Federal  Rate  Amount  . .  = 

MS-LTC-DRG  28  Relative  Weight  . 


Total  Adjusted  Federal  Prospective  Payment 


$40,397.96 
X  0.63096 
$25,489.49 

X  1.0600 

=  $27,018.6 
$14,908.46 
$41,927.32 
X  1.1124 


$46,639.95 


VI.  Tables  Referenced  in  this  Final  Rule 
and  Available  Only  Through  the 
Internet  on  the  CMS  Web  Site 

This  section  lists  the  tables  referred  to 
throughout  the  preamble  of  this  final 
rule  and  in  this  Addendum.  In  the  past, 
a  majority  of  these  tables  were 
published  in  the  Federal  Register  as 
part  of  the  annual  proposed  and  final 
rules.  However,  similar  to  FY  2012,  for 
the  FY  2013  rulemaking  cycle,  the  IPPS 
and  LTCH  tables  will  not  be  published 
as  part  of  the  annual  IPPS/LTCH  PPS 
proposed  and  final  rulemakings  and 
will  be  available  only  through  the 
Internet.  Specifically,  IPPS  Tables  2,  3A, 
3B,  4A,  4B,  4C.  4D,  4E,  4F,  4J,  5,  6A,  6B, 
6C,  6D,  6E,  6F,  6G,  61,  61.1,  6.1.2,  6J,  6).l, 
6K,  7A,  7B,  8A,  8B,  9A,  9C,  10  and  new 
Tables  15  and  16  and  LTCH  PPS  Tables 
8C,  11, 12A,  12B,  13A,  and  13B  will  be 
available  only  through  the  Internet.  IPPS 
Tables  lA,  IB,  IC,  and  ID,  and  LTCH 
PPS  table  lE,  displayed  at  the  end  of 
this  section,  will  continue  to  be 
published  in  the  Federal  Register  as 
part  of  the  annual  proposed  and  final 
rules.  As  discussed  in  section  I1.C.9.  of 
the  preamble  of  this  final  rule,  for  FY 
2013,  there  will  be  one  change  to  the 
ICD-9-CM  coding  system,  efective 


October  1,  2012.  We  are  creating  new 
procedure  code  00.95  (Injection  or 
infusion  of  glucarpidase).  The  new 
procedure  code  is  listed  in  Table  6B 
(New  Procedure  Codes)  for  this  final 
rule,  which  is  available  via  the  Internet. 
There  are  no  new,  revised,  or  deleted 
diagnosis  codes  and  no  revised  or 
deleted  procedure  codes  effective 
October  1,  2012,  that  are  usually 
announced  in  Tables  6A  (New  Diagnosis 
Codes),  6C  (Invalid  Diagnosis  Codes), 

6D  (Invalid  Procedure  Codes),  6E 
(Revised  Diagnosis  Code  Titles),  and  6F 
(Revised  Procedure  Codes).  Therefore, 
IPPS  Tables  6A,  6C,  6D,  6E  and  6F  are 
not  being  published  as  part  of  this  FY 
2013  rulemaking  cycle.  As  discussed  in 
section  IV.E.  of  the  preamble  of  this 
final  rule,  effective  FY  2013  and 
forward,  the  low-volume  hospital 
definition  and  payment  adjustment 
methodology  under  section  1886(d)(12) 
of  the  Act  returns  to  the  pre-Affordable 
Care  Act  definition  and  payment 
adjustment  methodology  (we  refer 
readers  to  section  IV.E.  for  complete 
details  on  the  low-volume  hospital 
payment  adjustment).  Therefore,  we  are 
no  longer  including  a  table  (previously 


Table  14)  in  this  final  rule  that  lists  the 
low-volume  payment  adjustments. 

Readers  who  experience  any  problems 
accessing  any  of  the  tables  that  are 
posted  on  the  CMS  Web  sites  identified 
below  should  contact  Michael  Treitel  at 
(410) 786-4552. 

The  following  IPPS  tables  for  this  FY 
2013  final  rule  are  available  only 
through  the  Internet  on  the  CMS  Web 
site  at:  http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Senice-Payment/ 
AcuteInpatientPPS/ index.html.  Click  on 
the  link  on  the  left  side  of  the  screen 
titled,  “FY  2013  IPPS  Final  Rule  Home 
Page”  or  “Acute  Inpatient — Files  for 
Download”. 

Table  2. — Acute  Care  Hospitals  Case- 
Mix  Indexes  for  Discharges  Occurring 
in  Federal  Fiscal  Year  2011;  Hospital 
Wage  Indexes  for  Federal  Fiscal  Year 
2013;  Hospital  Average  Hourly  Wages 
for  Federal  Fiscal  Years  2011  (2007 
Wage  Data),  2012  (2008  Wage  Data), 
and  2013  (2009  Wage  Data);  and  3- 
Year  Average  of  Hospital  Average 
Hourly  Wages 

Table  3A. — FY  2013  and  3-Year* 
Average  Hourly  Wage  for  Acute  Care 
Hospitals  in  Urban  Areas  by  CBSA 
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Table  3B. — FY  2013  and  3-Year* 

Average  Hourly  Wage  for  Acute  Care 
Hospitals  in  Rural  Areas  by  CBSA 

Table  4A. — Wage  Index  and  Capital 
Geographic  Adjustment  Factor  (GAF) 
for  Acute  Care  Hospitals  in  Urban 
Areas  by  CBSA  and  by  State — FY 
2013 

Table  4B. — Wage  Index  and  Capital 
Geographic  Adjustment  Factor  (GAF) 
for  Acute  Care  Hospitals  in  Rural 
Areas  by  CBSA  and  by  State — FY 
2013 

Table  4C. — Wage  Index  and  Capital 
Geographic  Adjustment  Factor  (GAF) 
for  Acute  Care  Hospitals  That  Are 
Reclassified  by  CBSA  and  by  State — 
FY  2013 

Table  4D. — States  Designated  as 
Frontier,  with  Acute  Care  Hospitals 
Receiving  at  a  Minimum  the  Frontier 
State  Floor  Wage  Index  Urban  Areas 
with  Acute  Care  Hospitals  Receiving 
the  Statewide  Rural  Floor  or  Imputed 
Floor  Wage  Index — FY  2013 

Table  4E. — Urban  CBSAs  and 

Constituent  Counties  for  Acute  Care 
Hospitals — FY  2013 

Table  4F. — Puerto  Rico  Wage  Index  and 
Capital  Geographic  Adjustment  Factor 
(GAF)  for  Acute  Care  Hospitals  by 
CBSA— FY  2013 

Table  4J. — Out-Migration  Adjustment 
for  Acute  Care  Hospitals — FY  2013 

Table  5. — List  of  Medicare  Severity 
Diagnosis-Related  Groups  (MS- 
DRGs),  Relative  Weighting  Factors, 


and  Geometric  and  Arithmetic  Mean 
Length  of  Stay — FY  2013 
Table  6B. — New  Procedure  Codes — FY 
2013" 

Table  6G. — Additions  to  the  CC 
Exclusions  List-FY  2013 
Table  61. — Major  CC  List — FY  2013 
Table  61.2. — Summary  of  Deletions  from 
the  MS-DRG  MCC  List— FY  2013 
Table  6J. — Complete  CC  List — FY  2013 
Table  6J.1. — Summary  of  Additions  to 
the  MS-DRG  CC  List — FY  2013 
Table  6K. — Complete  List  of  CC 
Exclusions — FY  2013 
Table  7A. — Medicare  Prospective 
Payment  System  Selected  Percentile 
Lengths  of  Stay;  FY  2011  MedPAR 
Update — March  2012  GROUPER 
V29.0  MS-DRGs 

Table  7B. — Medicare  Prospective 
Payment  System  Selected  Percentile 
Lengths  of  Stay:  FY  2011  MedPAR 
Update — March  2012  GROUPER 
V30.0  MS-DRGs 

Table  8A. — FY  2013  Statewide  Average 
Operating  Cost-to-Charge  Ratios 
(GCRs)  for  Acute  Care  Hospitals 
(Urban  and  Rural) 

Table  8B. — FY  2013  Statewide  Average 
Capital  Cost-to-Charge  Ratios  (CCRs) 
for  Acute  Care  Hospitals 
Table  9A. — Hospital  Reclassifications 
and  Redesignations — FY  2013 
Table  9C. — Hospitals  Redesignated  as 
Rural  under  Section  1886(d)(8)(E)  of 
the  Act— FY  2013 

Table  10. — New  Technology  Add-On 
Payment  Thresholds  for  Applications 
for  FY  2014 


Table  15. — FY  2013  Final  Readmissions 
Adjustment  Factors 
Table  16. — Proxy  Hospital  Inpatient 
Value-Based  Purchasing  (VBP) 

Program  Adjustment  Factors  for  FY 
2013 

The  following  LTCH  PPS  tables  for 
this  FY  2013  final  rule  are  available 
only  through  the  Internet  on  the  CMS 
Web  site  at  http://www.cins.gov/ 
Medicare/Medicare-Fee-for-Service- 
Paym  ent/LongT erm  CareHos  pi  taIPPS/ 
index.html  under  the  list  item  for 
Regulation  Number  CMS-1588-F. 

Table  8C. — FY  2013  Statewide  Average 
Total  Cost-to-Charge  Ratios  (CCRs)  for 
LTCHs  (Urban  and  Rural) 

Table  11. — MS— LTC-DRGs,  Relative 
Weights,  Geometric  Average  Length  of 
Stay,  and  Short-Stay  Outlier  (SSO) 
Threshold  for  Discharges  Occurring 
from  October  1,  2012  through 
September  30,  2013  under  the  LTCH 
PPS 

Table  12A. — LTCH  PPS  Wage  Index  for 
Urban  Areas  for  Discharges  Occurring 
from  October  1,  2012  through  - 
September  30,  2013 
Table  12B.— LTCH  PPS  Wage  Index  for 
Rural  Areas  for  Discharges  Occurring 
from  October  1,  2012  through 
September  30,  2013 
Table  13 A. — Composition  of  Low- 
Volume  Quintiles  for  MS-LTC- 
DRGs— FY  2013 

Table  13B.— No-Volume  MS-LTC-DRG 
Crosswalk  for  FY  2013 


Table  1  A— National  Adjusted  Operating  Standardized  Amounts,  Labor/Nonlabor  (68.8  Percent  Labor 
Share/31.2  Percent  Nonlabor  Share  if  Wage  Index  Is  Greater  Than  1)— FY  2013 


Full  update  (1 .8  percent) 

Reduced  update 
( -  0.2  percent) 

Labo,. related  |  ! 

1 

I  I 

Labor-related  ^ 

Nonlabor- 

related 

.  1 

$3,679.95  .  1  $1,668.81 

$3,607.65 

$1,636.02 

Table  IB — National  Adjusted  Operating  Standardized  Amounts,  Labor/Nonlabor  (62  Percent  Labor  Share/ 
38  Percent  Nonlabor  Share  if  Wage  Index  Is  Less  Than  or  Equal  to  1)— FY  2013 


Full  update  (1 .8  percent) 

Reduced  update 
( -  0.2  percent) 

Labor-related  .  , 

Nonlabor- 

related 

i 

Labor-related  i 

Nonlat^r- 

related 

$3,316.23  . 

$2,032.53 

$3,251.08 

$1,992.59 

Table  1C— Adjusted  Operating  Standardized  Amounts  for  Puerto  Rico,  Labor/Nonlabor— FY  2013 


Rates  if  wage  index  is  greater 

Rates  if  wage  index  is  less 

than  1 

than  or  equal  to  1 

Labor 

Nonlabor 

Labor  j  Nonlabor 
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Table  1 D— Capital  Standard 
Federal  Payment  Rate— FY  2013 


Rate 

Nationa! . 

$425.49 

Puer  j  Rico . 

207.25 

Table  1E— LTCH  Standard  Fed¬ 
eral  Prospective  Payment 
Rate— FY  2013 


Rate 

Standard  Federal  Rate  *  . 

i  $40,397.96 

'Consistent  with  section  114(c)(4)  of  the 
MMSEA  as  amended  by  sections  3106(a)  and 
10312  of  the  Affordable  Care  Act,  the  one¬ 
time  prospective  adjustment  to  the  standard 
Federal  rate  for  FY  201 3  of  0.98734  is  not  ap¬ 
plied  to  payments  for  discharges  occurring  be¬ 
fore  December  29,  2012.  Therefore,  payment 
for  discharges  occurring  on  or  after  October  1 , 
2012,  and  on  or  before  December  28,  2012, 
does  not  reflect  that  adjustment  and  instead 
such  discharges  are  paid  based  on  a  standard 
Federal  rate  of  $40,915.95  (calculated  as 
$40,397.96  divided  by  0.98734). 

Appendix  A:  Economic  Analyses 

I.  Regulatory  Impact  Analysis 

A.  Introduction 

We  have  examined  the  impacts  of  this  final 
rule  as  required  by  Executive  Order  12866  on 
Regulatory  Planning  and  Review  (September 
30. 1993),  Executive  Order  13563  on 
Improving  Regulation  and  Regulatory  Review 
(February  2,  2011)  the  Regulatory  Flexibility' 
Act  (RFA)  (September  19, 1980,  Pub.  L.  96- 
354),  section  1102(b)  of  the  Social  Security 
Act,  section  202  of  the  Unfunded  Mandates 
Reform  Act  of  1995  (March  22,  1995,  Pub.  L. 
104-4),  Executive  Order  13132  on  Federalism 
(August  4, 1999),  and  the  Congressional 
Review  Act  (5  U.S.C.  804(2)). 

Executive  Orders  12866  and  13563  direct 
agencies  to  assess  all  costs  and  benefits  of 
available  regulatory  alternatives  and,  if 
regulation  is  necessary,  to  select  regulatory 
approaches  that  maximize  net  benefits 
(including  potential  economic, 
environmental,  public  health  and  safety- 
effects.  distributive  impacts,  and  equity). 
Executive  Order  13563  emphasizes  the 
importance  of  quantifying  both  costs  and 
benefits,  of  reducing  costs,  of  harmonizing 
rules,  and  of  promoting  flexibility.  A 
regulatory'  impact  analysis  (RIA)  must  be 
prepared  for  major  rules  with  economically 
sign!Tlr.ant  effects  (SlOO  million  or  more  in 
any  1  year). 

\Ve  have  determined  that  this  final  rule  is 
a  major  rule  as  defined  in  5  U.S.C.  804(2).  We 
estimate  that  the  changes  for  FY  2013  acute 
care  hospital  operating  and  capital  payments 
will  redistribute  amounts  in  excess  of  SlOO 
million  to  acute  care  hospitals.  The 
applicable  percentage  increase  to  the  IPPS 
rates  required  by  the  statute,  in  conjunction 
with  other  payment  changes  in  this  final  rule, 
will  result  in  an  estimated  $2.45  billion 
increase  in  FY  2013  operating  payments  (or 
2.3  percent  change)  and  an  estimated  S154 
million  increase  in  FY  2013  capital  payments 


(or  1 .8  percent  change).  These  changes  are 
relative  to  payments  made  in  FY  2012.  The 
impact  analysis  of  the  capital  payments  can 
be  found  in  section  I.I.  of  this  Appendix.  In 
addition,  as  described  in  section  I.J.  of  this 
Appendix,  LTCHs  are  expected  to  experience 
an  increase  in  payments  by  $92  million  in  FY 
2013  relative  to  FY  2012. 

Our  operating  impact  estimate  includes  the 
1.0  percent  documentation  and  coding 
adjustment  applied  to  the  IPPS  standardized 
amounts  (which  accounts  for  the  - 1.9 
percent  documentation  and  coding 
adjustment  and  +2.9  percent  adjustment  to 
restore  the  one-time  recoupment  adjustment 
made  to  the  national  standardized  amount  for 
FY  2012).  In  addition,  our  operating  impact 
estimate  includes  the  1.8  percent  hospital 
update  to  the  standardized  amount  (which 
includes  the  2.6  percent  market  basket 
update  less  0.7  percentage  point  for  the 
multifactor  productivity  adjustment  and  less 
0.1  percentage  point  required  under  the 
Affordable  Care  Act).  The  estimates  of  IPPS 
operating  payments  to  acute  care  hospitals  do 
not  reflect  any  changes  in  hospital 
admissions  or  real  case-mix  intensity,  which 
will  also  affect  overall  payment  changes. 

The  analysis  in  this  Appendix,  in 
conjunction  with  the  remainder  of  this 
document,  demonstrates  that  this  final  rule  is 
consistent  with  the  regulatory  philosophy 
and  principles  identified  in  Executive  Orders 
12866  and  13563,  the  RFA,  and  section 
1102(b)  of  the  Act.  This  final  rule  will  affect 
payments  to  a  substantial  number  of  small 
rural  hospitals,  as  well  as  other  classes  of 
hospitals,  and  the  effects  on  some  hospitals 
may  be  significant. 

B.  Need 

This  final  rule  is  necessary  in  order  to 
make  payment  and  policy  changes  under  the 
Medicare  IPPS  for  Medicare  acute  care 
hospital  inpatient  serv'ices  for  operating  and 
capital-related  costs  as  well  as  for  certain 
hospitals  and  hospital  units  excluded  from 
the  IPPS.  This  final  rule  also  is  necessary  to 
make  payment  and  policy  changes  for 
Medicare  hospitals  under  the  LTCH  PPS 
payment  system. 

C.  Objectives  of  the  IPPS 

The  primary  objective  of  the  IPPS  is  to 
create  incentives  for  hospitals  to  operate 
efficiently  and  minimize  unnecessary  costs 
while  at  the  same  time  ensuring  that 
payments  are  sufficient  to  adequately 
compensate  hospitals  for  their  legitimate 
costs  in  delivering  necessary  care  to 
Medicare  beneficiaries.  In  addition,  we  share 
national  goals  of  preserving  the  Medicare 
Hospital  Insurance  Trust  Fund. 

We  believe  the  changes  in  this  final  rule 
will  further  each  of  these  goals  while 
maintaining  the  financial  viability  of  the 
hospital  industry  and  ensuring  access  to  high 
quality  health  care  for  Medicare 
beneficiaries.  We  expect  that  these  changes 
will  ensure  that  the  outcomes  of  the 
prospective  payment  systems  are  reasonable 
and  equitable  while  avoiding  or  minimizing 
unintended  adverse  consequences. 

D.  Limitations  of  Our  Analysis 

The  following  quantitative  analysis 
presents  the  projected  effects  of  our  policy 


changes,  as  well  as  statutory  changes 
effective  for  FY  2013,  on  various  hospital 
groups.  We  estimate  the  effects  of  individual 
policy  changes  by  estimating  payments  per 
case  while  holding  all  other  payment  policies 
constant.  We  use  the  best  data  available,  but, 
generally,  we  do  not  attempt  to  make 
adjustments  for  future  changes  in  such 
variables  as  admissions,  lengths  of  stay,  or 
case-mix. 

E.  Hospitals  Included  in  and  Excluded  From 
the  IPPS 

The  prospective  payment  systems  for 
hospital  inpatient  operating  and  capital- 
related  costs  of  acute  care  hospitals 
encompass  most  general  short-term,  acute 
care  hospitals  that  participate  in  the 
Medicare  program.  There  were  32  Indian 
Health  Service  hospitals  in  our  database, 
which  we  excluded  from  the  analysis  due  to 
the  special  characteristics  of  the  prospective 
payment  methodology  for  these  hospitals. 
Among  other  short-term,  acute  care  hospitals, 
only  the  45  such  hospitals  in  Maryland 
remain  excluded  from  the  IPPS  pursuant  to 
the  waiver  under  section  1814(b)(3)  of  the 
Act. 

As  of  July  2012,  there  are  3,423  IPPS  acute 
care  hospitals  included  in  our  analysis.  This 
represents  about  67  percent  of  all  Medicare- 
participating  hospitals.  The  majority  of  this 
impact  analysis  focuses  on  this  set  of 
hospitals.  There  also  are  approximately  1,328 
CAHs.  These  small,  limited  service  hosjjitals 
are  paid  on  the  basis  of  reasonable  costs 
rather  than  under  the  IPPS.  There  are  also 
1,268  IPPS-excluded  hospitals  and  2,063 
IPPS-excluded  hospital  units.  These  IPPS- 
excluded  hospitals  and  units  include  IPFs, 
IRFs,  LTCHs,  RNHCIs,  children’s  hospitals, 
and  cancer  hospitals,  which  are  paid  under 
separate  payment  systems.  Changes  in  the 
prospective  payment  systems  for  IPFs  and 
IRFs  are  made  through  separate  rulemaking. 
Payment  impacts  for  these  IPPS-excluded 
hospitals  and  units  are  not  included  in  this 
final  rule.  The  impact  of  the  update  and 
policy  changes  to  the  LTCH  PPS  for  FY  2013 
is  discussed  in  section  I.J.  of  this  Appendix. 

F.  Effects  on  Hospitals  and  Hospital  Units 
Excluded  From  the  IPPS 

As  of  July  2012,  there  were  3,331  hospitals 
and  hospital  units  excluded  from  the  IPPS. 

Of  these,  94  children’s  hospitals,  11  cancer 
hospitals,  and  18  RNHCIs  are  being  paid  on 
a  reasonable  cost  basis  subject  to  the  rate-of- 
increase  ceiling  under  §  413.40.  The 
remaining  providers,  231  rehabilitation 
hospitals  and  908  rehabilitation  units,  and 
442  LTCHs,  are  paid  the  Federal  prospective 
per  discharge  rate  under  the  IRF  PPS  and  the 
LTCH  PPS,  respectively,  and  472  psychiatric 
hospitals  and  1,155  psychiatric  units  are  paid 
the  Federal  per  diem  amount  under  the  IPF 
PPS.  As  stated  above,  IRFs  and  IPFs  are  not 
affected  by  the  rate  updates  discussed  in  this 
final  rule.  The  impacts  of  the  changes  on 
LTCHs  are  discussed  in  section  I.J.  of  this 
Appendix. 

In  the  past,  certain  hospitals  and  units 
excluded  from  the  IPPS  have  been  paid  based 
on  their  reasonable  costs  subject  to  limits  as 
established  by  the  Tax  Equity  and  Fiscal 
Responsibility  Act  of  1982  (TEFRA).  Cancer 
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and  children’s  hospitals  continue  to  be  paid 
on  a  reasonable  cost  basis  subject  to  TEFRA 
limits  for  FY  2013.  For  these  hospitals 
(cancer  and  children’s  hospitals),  consistent 
with  the  authority  provided  in  section 
1886(b)(3)(B)(ii)  of  the  Act,  the  update  is  the 
estimated  FY  2013  percentage  increase  in  the 
IPPS  operating  market  basket.  In  compliance 
with  section  404  of  the  MMA,  in  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  final  rule  (74  FR 
43930),  we  replaced  the  FY  2002-based  IPPS 
operating  and  capital  market  baskets  with  the 
revised  and  rebased  FY  2006-based  IPPS 
operating  and  capital  market  baskets. 
Therefore,  consistent  with  current  law,  based 
on  IHS  Global  Insight,  Inc.’s  2012  second 
quarter  forecast,  with  historical  data  through 
the  2012  first  quarter,  we  are  estimating  that 
the  FY  2013  update  based  on  the  IPPS 
operating  market  basket  is  2.6  percent  (that 
is,  the  current  estimate  of  the  market  basket 
rate-of-increase).  However,  the  Affordable 
Care  Act  requires  an  adjustment  for 
multifactor  productivity  (currently  0.7 
percentage  point)  and  a  0.1  percentage  point 
reduction  to  the  market  basket  update 
resulting  in  a  1.8  percent  applicable 
percentage  increase  for  IPPS  hospitals  subject 
to  a  reduction  of  2.0  percentage  points  if  the 
hospital  fails  to  submit  quality  data  under 
rules  established  by  the  Secretary  in 
accordance  with  section  1886(b)(3)(B)(viii)  of 
the  Act.  RNCHIs,  children’s  hospitals  and 
cancer  hospitals  are  not  subject  to  the 
reductions  in  the  applicable  percentage 
increase  required  under  the  Affordable  Care 
Act.  In  accordance  with  §  403.752(a)  of  the 
regulations,  RNHCIs  are  paid  under  §413.40. 
Therefore,  for  RNHCIs,  the  update  is  the 
same  as  for  children’s  and  cancer  hospitals, 
which  is  the  percentage  increase  in  the  FY 
2013  IPPS  operating  market  basket,  estimated 
at  2.6  percent,  withput  the  reductions 
required  under  the  Affordable  Care  Act. 

The  impact  of  the  update  in  the  rate-of- 
increase  limit  on  those  excluded  hospitals 
depends  on  the  cumulative  cost  increases 
experienced  by  each  excluded  hospital  since 
its  applicable  base  period.  For  excluded 
hospitals  that  have  maintained  their  cost 
increases  at  a  level  below  the  rate-of-increase 
limits  since  their  base  period,  the  major  effect 
is  on  the  level  of  incentive  payments  these 
excluded  hospitals  receive.  Conversely,  for 
excluded  hospitals  with  cost  increases  above 
the  cumulative  update  in  their  rate-of- 
increase  limits,  the  major  effect  is  the  amount 
of  excess  costs  that  will  not  be  paid. 

We  note  that,  under  §  413.40(d)(3),  an 
excluded  hospital  that  continues  to  be  paid 
under  the  TEFRA  system  and  whose  costs 
exceed  110  percent  of  its  rate-of-increase 
limit  receives  its  rate-of-increase  limit  plus 
the  lesser  of  50  percent  of  its  reasonable  costs 
in  excess  of  110  percent  of  the  limit,  or  10 
percent  of  its  limit.  In  addition,  under  the 
various  provisions  set  forth  in  §413.40, 
cancer  and  children’s  hospitals  can  obtain 
payment  adjustments  for  justifiable  increases 
in  operating  costs  that  exceed  the  limit. 

G.  Quantitative  Effects  of  the  Policy  Changes 
,  Under  the  IPPS  for  Operating  Costs 
1.  Basis  and  Methodology  of  Estimates 

In  this  final  rule,  we  are  announcing  policy 
changes  and  payment  rate  updates  for  the 


IPPS  for  FY  2013  for  operating  costs  of  acute 
care  hospitals.  The  FY  2013  updates  to  the 
capital  payments  to  acute  care  hospitals  are 
discussed  in  section  I.I.  of  this  Appendix. 

Based  on  the  overall  percentage  change  in 
payments  per  case  estimated  using  our 
payment  simulation  model,  we  estimate  that 
total  FY  2013  operating  payments  will 
increase  by  2.3  percent  compared  to  FY  2012. 
In  addition  to  the  applicable  percentage 
increase,  this  amount  reflects  the  FY  2013 
adjustments  for  documentation  and  coding 
described  in  section  II. D.  of  the  preamble  of 
this  final  rule;  1.0  percent  for  the  IPPS 
national  standardized  amounts  and  -0.5 
percent  for  the  IPPS  hospital-specific  rates. 

The  impacts  do  not  reflect  changes  in  the 
number  of  hospital  admissions  or  real  case- 
mix  intensity,  which  will  also  affect  overall 
payment  changes. 

We  have  prepared  separate  impact  analyses 
of  the  changes  to  each  system.  This  section 
deals  with  the  changes  to  the  operating 
inpatient  prospective  payment  system  for 
acute  care  hospitals.  Our  payment  simulation 
model  relies  on  the  most  recent  available 
data  to  enable  us  to  estimate  the  impacts  on 
payments  per  case  of  certain  changes  in  this 
final  rule.  However,  there  are  other  changes 
for  which  we  do  not  have  data  available  that 
will  allow  us  to  estimate  the  payment 
impacts  using  this  model.  For  those  changes, 
we  have  attempted  to  predict  the  payment 
impacts  based  upon  our  experience  and  other 
more  limited  data. 

The  data  used  in  developing  the 
quantitative  analyses  of  changes  in  payments 
per  case  presented  below  are  taken  from  the 
FY  2011  MedPAR  file  and  the  most  current 
Provider-Specific  File  (PSF)  that  is  used  for 
payment  purposes.  Although  the  analyses  of 
the  changes  to  the  operating  PPS  do  not 
incorporate  cost  data,  data  from  the  most 
recently  available  hospital  cost  reports  were 
used  to  categorize  hospitals.  Our  analysis  has 
several  qualifications.  First,  in  this  analysis, 
we  do  not  make  adjustments  for  future 
changes  in  such  variables  as  admissions, 
lengths  of  stay,  or  underlying  growth  in  real 
case-mix.  Second,  due  to  the  interdependent 
nature  of  the  IPPS  payment  components,  it  is 
very  difficult  to  precisely  quantify  the  impact 
associated  with  each  change.  Third,  we  use 
various  data  sources  to  categorize  hospitals 
in  the  tables.  In  some  cases,  particularly  the 
number  of  beds,  there  is  a  fair  degree  of 
variation  in  the  data  from  the  different 
sources.  We  have  attempted  to  construct 
these  variables  with  the  best  available  source 
overall.  However,  for  individual  hospitals, 
some  miscategorizations  are  possible. 

Using  cases  from  the  FY  2011  MedPAR 
file,  we  simulated  payments  under  the 
operating  IPPS  given  various  combinations  of 
payment  parameters.  As  described  above, 
Indian  Health  Service  hospitals  and  hospitals 
in  Maryland  were  excluded  from  the 
simulations.  The  impact  of  payments  under 
the  capital  IPPS,  or  the  impact  of  payments 
for  costs  other  than  inpatient  operating  costs, 
are  not  analyzed  in  this  section.  Estimated 
payment  impacts  of  the  capital  IPPS  for  FY 
2013  are  discussed  in  section  I.I.  of  this 
Appendix. 

We  discuss  the  following  changes  below: 

•  The  effects  of  the  application  of  the 
documentation  and  coding  adjustment  and 


applicable  percentage  increase  (including  the 
market  basket  update,  the  multifactor 
productivity  adjustment  and  the  applicable 
percentage  reduction  in  accordance  with  the 
Affordable  Care  Act)  to  the  standardized 
amount  and  hospital-specific  rates. 

•  The  effects  of  the  annual  reclassification 
of  diagnoses  and  procedures,  full 
implementation  of  the  MS— DRG  system  and 
100  percent  cost-based  MS-DRG  relative 
weights. 

•  The  effects  of  the  changes  in  hospitals’ 
wage  index  values  reflecting  updated  wage 
data  from  hospitals’  cost  reporting  periods 
beginning  during  FY  2009,  compared  to  the 
FY  2008  wage  data. 

•  The  effects  of  the  recalibration  of  the 
MS-DRG  relative  weights  as  required  by 
section  1886(d)(4)(C)  of  the  Act,  including 
the  wage  and  recalibration  budget  neutrality 
factors. 

•  The  effects  of  the  geographic 
reclassifications  by  the  MGCRB  that  will  be 
effective  in  FY  2013. 

•  The  effects  of  the  rural  floor  and  imputed 
floor  with  the  application  of  the  national 
budget  neutrality  factor  applied  to  the  wage 
index,  as  required  by  the  Affordable  Care 
Act. 

•  The  effects  of  the  frontier  State  wage 
index  provision  that  requires  that  hospitals 
located  in  States  that  qualify  as  frontier 
States  cannot  have  a  wage  index  less  than 
1.0.  This  provision  is  not  budget  neutral. 

•  The  effects  of  the  implementation  of 
section  505  of  Public  Law  108—173,  which 
provides  for  an  increase  in  a  hospital’s  wage 
index  if  the  hospital  qualifies  by  meeting  a 
threshold  percentage  of  residents  of  the 
county  where  the  hospital  is  located  who 
commute  to  work  at  hospitals  in  counties 
with  higher  wage  indexes. 

•  The  effects  of  the  policies  for 
implementation  of  the  Hospital  Readmissions 
Reduction  Program  under  section  3025  of  the 
Affordable  Care  Act,  that  adjusts  hospital’s 
base  operating  DRG  amount  by  an  adjustment 
factor  to  account  for  a  hospital’s  excess 
readmissions. 

•  The  effects  of  the  expiration  of  the 
special  payment  status  for  MDHs  under 
section  3124  of  the  Affordable  Care  Act 
under  which  MDHs  that  currently  receive  the 
higher  of  payments  made  under  the  Federal 
standardized  amount  or  the  payments  made 
under  the  Federal  standardized  amount  plus 
75  percent  of  the  difference  between  the 
Federal  standardized  amount  and  the 
hospital-specific  rate  will  be  paid  based  on 
the  Federal  standardized  amount  starting  in 
FY  2013. 

•  The  total  estimated  change  in  payments 
based  on  the  FY  2013  policies  relative  to 
payments  based  on  FY  2012  policies  that 
include  the  applicable  percentage  increase  of 
1.8  percent  (or  2.6  percent  market  basket 
update  with  a  reduction  of  0.7  percentage 
point  for  the  multifactor  productivity 
adjustment,  and  a  0.1  percentage  point 
reduction,  as  required  under  the  Affordable 
Care  Act). 

To  illustrate  the  impact  of  the  FY  2013 
changes,  our  analysis  begins  with  a  FY  2012 
baseline  simulation  model  using:  The  FY 
2013  applicable  percentage  increase  of  1.8 
percent  and  the  documentation  and  coding 
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adjustment  of  1.0  percent  to  the  Federal 
standardized  amount  and  the  -0.5  percent 
documentation  and  coding  adjustment  to  the 
hospital-specific  rate;  the  FY  2012  MS-DRG 
GROUPER  (Version  29.0);  the  most  current 
CBSA  designations  for  hospitals  based  on 
OMB’s  MSA  definitions;  the  FY  2012  wage 
index;  and  no  MGCRB  reclassifications. 
Outlier  payments  are  set  at  5.1  percent  of 
total  operating  MS-DRG  and  outlier 
payments  for  modeling  purposes. 

Section  1886(b)(3)(B)(viii)  of  the  Act,  as 
added  by  section  5001(a)  of  Public  Law  109- 
171,  as  amended  by  section  4102(b)(1)(A)  of 
the  ARRA  (Pub.  L.  111-5)  and  by  section 
3401(a)(2)  of  the  Affordable  Care  Act  (Pub.  L. 
111-148),  provides  that,  for  FY  2007  and 
each  subsequent  year,  the  update  factor  will 
include  a  reduction  of  2.0  percentage  points 
for  any  subsection  (d)  hospital  that  does  not 
submit  data  on  measures  in  a  form  and 
manner  and  at  a  time  specified  by  the 
Secretary’.  (Beginning  in  FY  2015,  the 
reduction  is  one-quarter  of  such  applicable 
percentage  increase  determined  without 
regard  to  section  1886(b)(3)(B)(ix),  (xi),  or 
(xii)  of  the  Act.)  At  the  time  that  this  impact 
was  prepared,  52  hospitals  did  not  receive 
tlie  full  market  basket  rate-of-increase  for  FY 
2012  because  they  failed  the  quality  data 
submission  process  or  did  not  choose  to 
participate.  For  purposes  of  the  simulations 
shown  below’,  we  modeled  the  payment 
changes  for  FY  2013  using  a  reduced  update 
for  these  52  hospitals.  However,  we  do  not 
have  enough  information  at  this  time  to 
determine  w’hich  hospitals  will  not  receive 
the  full  update  factor  for  FY  2013. 

Each  policy  change,  statutory  or  otherwise, 
is  then  added  incrementally  to  this  baseline, 
finally  arriving  at  an  FY  2013  model 
incorporating  all  of  the  changes.  This 
simulation  allows  us  to  isolate  the  effects  of 
each  change. 

Our  final  comparison  illustrates  the 
percent  change  in  payments  per  case  from  FY 
2012  to  FY  2013.  Three  factors  not  discussed 
separately  have  significant  impacts  here.  The 
first  factor  is  the  update  to  the  standardized 
amount.  In  accordance  with  section 
1886(b)(3)(B)(i)  of  the  Act,  we  are  updating 
the  standardized  amounts  for  FY  2013  using 
an  applicable  percentage  increase  of  1.8 
percent.  This  includes  our  forecasted  IPPS 
operating  hospital  market  basket  increase  of 
2.6  percent  with  a  reduction  of  0.7 
percentage  point  for  the  multifactor 
productivity  adjustment  and  a  0.1  percentage 
point  reduction  as  required  under  the 
Affordable  Gare  Act.  (Hospitals  that  fail  to 
comply  with  the  quality  data  submission 
requirements  will  receive  an  update  of  -  0.2 
percent  (this  update  includes  the  2.0 
percentage  point  reduction  for  failure  to 
submit  these  data)).  Under  section 
1886(b)(3)(B)(iv)  of  the  Act,  the  updates  to 
the  hospital-specific  amounts  for  SCHs  are 
also  equal  to  the  applicable  percentage 


increase,  or  1.8  percent.  In  addition,  we  are 
updating  the  Puerto  Rico-specific  amount  by 
an  applicable  percentage  increase  of  1.8 
percent. 

A  second  significant  factor  that  affects  the 
changes  in  hospitals'  payments  per  case  from 
FY  2012  to  FY  2013  is  the  change  in 
hospitals'  geographic  reclassification  status 
from  one  year  to  the  next.  That  is,  payments 
may  be  reduced  for  hospitals  reclassified  in 
FY  2012  that  are  no  longer  reclassified  in  FY 
2013.  Gonversely,  payments  may  increase  for 
hospitals  not  reclassified  in  FY  2012  that  are 
reclassified  in  FY  2013. 

A  third  significant  factor  is  that  we 
currently  estimate  that  actual  outlier 
payments  during  FY  2012  will  be  5.0  percent 
of  total  MS-DRG  payments.  Our  updated  FY 
2012  outlier  estimate  accounts  for  changes  to 
the  FY  2012  IPPS  payments  required  under 
the  Affordable  Care  Act.  When  the  FY  2012 
final  rule  was  published,  we  projected  FY 
2012  outlier  payments  would  be  5.1  percent 
of  total  MS-DRG  plus  outlier  payments;  the 
average  standardized  amounts  were  offset 
correspondingly.  The  effects  of  the  lower 
than  expected  outlier  payments  during  FY 

2012  (as  discussed  in  the  Addendum  to  this 
final  rule)  are  reflected  in  the  analyses  below 
comparing  our  current  estimates  of  FY  2012 
payments  per  case  to  estimated  FY  2013 
payments  per  case  (with  outlier  payments 
projected  to  equal  5.1  percent  of  total  MS- 
DRG  payments). 

Comment:  Some  commenters  stated  that 
CMS'  FY  2013  IPPS/LTCH  PPS  proposed  rule 
show'ed  an  increase  in  operating  payments  of 
0.9  percent  or  S904  million  by  2013,  but  that 
the  estimated  0.9  percent  increase  failed  to 
account  for  a  decrease  in  IME  payments 
which  will  be  the  consequence  of  changes 
CMS  makes  in  calculating  the  number  of 
beds  to  be  included  in  its  bed-to-resident 
ratio,  as  well  as  the  expiration  of  temporary 
increases  arising  from  the  Affordable  Care 
Act. 

Response:  Section  H  of  the  Addendum 
provides  the  impacts  of  other  policy  changes 
that  we  are  not  able  to  model  in  the  IPPS 
payment  simulation  model  in  the  IPPS 
Operating  Impact  statement.  Finally,  all 
estimates  due  to  policy  changes  in  the  FY 

2013  IPPS/LTCH  PPS  final  rule  are  included 
in  the  Accounting  Statement. 

2.  Analysis  of  Table  1 

Table  I  displays  the  results  of  our  analysis 
of  the  changes  for  FY  2013.  The  table 
categorizes  hospitals  by  various  geographic 
and  special  payment  consideration  groups  to 
illustrate  the  varying  impacts  on  different 
types  of  hospitals.  The  top  row  of  the  table 
shows  the  overall  impact  on  the  3,423  acute 
care  hospitals  included  in  the  analysis. 

The  next  four  rows  of  Table  1  contain 
hospitals  categorized  according  to  their 
geographic  location:  All  urban,  which  is 
further  divided  into  large  urban  and  other 


urban;  and  rural.  There  are  2,497  hospitals 
located  in  urban  areas  included  in  our 
analysis.  Among  these,  there  are  1,373 
hospitals  located  in  large  urban  areas 
(populations  over  1  million),  and  1,124 
hospitals  in  other  urban  areas  (populations  of 
1  million  or  fewer).  In  addition,  there  are  926 
hospitals  in  rural  areas.  The  next  two 
groupings  are  by  bed-size  categories,  shown 
separately  for  urban  and  rural  hospitals.  The 
final  groupings  by  geographic  location  are  by 
census  divisions,  also  shown  separately  for 
urban  and  rural  hospitals. 

The  second  part  of  Table  I  shows  hospital 
groups  based  on  hospitals'  FY  2012  payment 
classifications,  including  any 
reclassifications  under  section  1886(d)(10)  of 
the  Act.  For  example,  the  rows  labeled  urban, 
large  urban,  other  urban,  and  rural  show  that 
the  numbers  of  hospitals  paid  based  on  these 
categorizations  after  consideration  of 
geographic  reclassifications  (including 
reclassifications  under  sections  1886(d)(8)(B) 
and  1886(d)(8)(E)  of  the  Act  that  have 
implications  for  capital  payments)  are  2,512; 
1,383;  1,129;  and  911,  respectively. 

The  next  three  groupings  examine  the 
impacts  of  the  changes  on  hospitals  grouped 
by  whether  or  not  they  have  GME  residency 
programs  (teaching  hospitals  that  receive  an 
IME  adjustment)  or  receive  DSH  payments,  or 
some  combination  of  these  two  adjustments. 
There  are  2,392  nonteaching  hospitals  in  our 
analysis,  789  teaching  hospitals  with  fewer 
than  100  residents,  and  242  teaching 
hospitals  with  100  or  more  residents. 

In  the  DSH  categories,  hospitals  are 
grouped  according  to  their  DSH  payment 
status,  and  whether  they  are  considered 
urban  or  rural  for  DSH  purposes.  The  next 
category  groups  together  hospitals  considered 
urban  or  rural,  in  terms  of'Whether  they 
receive  the  IME  adjustment,  the  DSH 
adjustment,  both,  or  neither. 

The  next  five  rows  examine  the  impacts  of 
the  changes  on  rural  hospitals  by  special 
payment  groups  (SCHs,  RRCs,  and  MDHs). 
There  were  203  RRCs,  326  SCHs,  195  former 
MDHs,  and  118  hospitals  that  are  both  SCHs 
and  RRCs,  and  18  hospitals  that  were  former 
MDHs  and  RRCs. 

The  next  series  of  groupings  are  based  on 
the  type  of  ownership  and  the  hospital’s 
Medicare  utilization  expressed  as  a  percent 
of  total  patient  days.  These  data  were  taken 
from  the  FY  2009  or  FY  2008  Medicare  cost 
reports. 

The  next  two  groupings  concern  the 
geographic  reclassification  status  of 
hospitals.  The  first  grouping  displays  all 
urban  hospitals  that  were  reclassified  by  the 
MGCRB  for  FY  2013.  The  second  grouping 
shows  the  MGCRB  rural  reclassifications. 

The  final  category  shows  the  impact  of  the 
policy  changes  on  the  19  cardiac  hospitals. 
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a.  Effects  of  the  Hospital  Update  and 
Documentation  and  Coding  Adjustment 
(Column  2) 

As  discussed  in  section  II. D.  of  the 
preamble  of  this  final  rule,  this  column 
includes  the  hospital  update,  including  the 
2.6  percent  market  basket  update,  the 
reduction  of  0.7  percentage  point  for  the 
multifactor  productivity  adjustment,  and  the 
0.1  percentage  point  reduction  in  accordance 
with  the  Affordable  Care  Act.  In  addition, 
this  column  includes  the  FY  2013 
documentation  and  coding  adjustment  of  1.0 
percent  on  the  national  standardized  amount, 
which  includes  the  -1.9  percent  prospective 
adjustment  for  documentation  and  coding 
and  a  2.9  percent  adjustment  to  restore  the 
one-time  recoupment  adjustment  made  to  the 
national  standardized  amount  for  FY  2012. 

As  a  result,  we  are  making  a  2.8  percent 
update  to  the  national  standardized  amount. 

This  column  also  includes  the  1.3  percent 
update  to  the  hospital-specific  rates,’ which 
includes  the  1.8  percent  for  the  hospital 
update  and  —0.5  percent  documentation  and 
coding  adjustment. 

Overall,  hospitals  will  experience  a  2.7 
percent  increase  in  payments  primarily  due 
to  the  effects  of  the  hospital  update  and 
documentation  and  coding  adjustment  on  the 
national  standardized  amount.  Hospitals  that 
are  paid  under  the  hospital-specific  rate, 
namely  SCHs,  will  see  a  1.3  percent  increase 
in  payments;  therefore,  hospital  categories 
with  SCHs  paid  under  the  hospital-specific 
rate  will  see  increases  in  payments  less  than 
2.8  percent. 

b.  Effects  of  the  Changes  to  the  MS-DRG 
Reclassifications  and  Relative  Cost-Based 
Weights  with  Recalibration  Budget  Neutrality 
(Column  3) 

Column  3  shows  the  effects  of  the  changes 
to  the  MS-DRGs  and  relative  weights  with 
the  application  of  the  recalibration  budget 
neutrality  factor  to  the  standardized  amounts. 
Section  1886(d)(4)(C)(i)  of  the  Act  requires  us 
annually  to  make  appropriate  classification 
changes  in  order  to  reflect  changes  in 
treatment  patterns,  technology,  and  any  other 
factors  that  may  change  the  relative  use  of 
hospital  resources.  Consistent  with  section 
1886(d)(4)(C)(iii)  of  the  Act,  we  are 
calculating  a  recalibration  budget  neutrality 
factor  to  account  for  the  changes  in  MS- 
DRGs  and  relative  weights  to  ensure  that  the 
overall  payment  impact  is  budget  neutral. 

As  discussed  in  section  II. E.  of  the 
preamble  of  this  final  rule,  the  FY  2013  MS- 
DRG  relative  weights  will  be  100  percent 
cost-based  and  100  percent  MS-DRGs.  For 
FY  2013,  the  MS-DRGs  are  calculated  using 
the  FY  2011  MedPAR  data  grouped  to  the 
Version  30.0  (FY  2013)  MS-DRGs.  The 
methods  of  calculating  the  relative  weights 
and  the  reclassification  changes  to  the 
GROUPER  are  described  in  more  detail  in 
section  II.H.  of  the  preamble  of  this  final  rule. 

The  “All  Hospitals”  line  in  Column  3 
indicates  that  changes  due  to  the  MS-DRGs 
and  relative  weights  will  result  in  a  0.0 
percent  change  in  payments  with  the 


application  of  the  recalibration  budget 
neutrality  factor  of  0.998431  on  to  the 
standardized  amount.  Due  to  the  changes  to 
the  MS-DRG  GROUPER  in  this  final  rule, 
there  were  some  shifts  in  payments  due  to 
changes  in  the  relative  weights  with  rural 
hospitals  experiencing  a  0.1  percent  decrease 
in  payments. 

c.  Effects  of  the  Wage  Index  Changes 
(Column  4) 

Column  4  shows  the  impact  of  updated 
wage  data  with  the  application  of  the  wage 
budget  neutrality  factor.  Section 
1886(d)(3)(E)  of  the  Act  requires  that, 
beginning  October  1, 1993,  we  annually 
update  the  wage  data  used  to  calculate  the 
wage  index.  In  accordance  with  this 
requirement,  the  wage  index  for  acute  care 
hospitals  for  FY  2013  is  based  on  data 
submitted  for  hospital  cost  reporting  periods 
beginning  on  or  after  October  1,  2008  and 
before  October  1,  2009.  The  estimated  impact 
of  the  updated  wage  data  and  labor  share  on 
hospital  payments  is  isolated  in  Column  4  by 
holding  the  other  payment  parameters 
constant  in  this  simulation.  That  is.  Column 
4  shows  the  percentage  change  in  payments 
when  going  from  a  model  using  the  FY  2012 
wage  index,  based  on  FY  2008  wage  data,  the 
current  labor-related  share  and  having  a  100- 
percent  occupational  mix  adjustment 
applied,  to  a  model  using  the  FY  2013  pre¬ 
reclassification  wage  index  with  the  labor- 
related  share,  also  having  a  100-percent 
occupational  mix  adjustment  applied,  based 
on  FY  2009  wage  data  (while  holding  other 
payment  parameters  such  as  use  of  the 
Version  30.0  MS-DRG  GROUPER  constant). 
The  occupational  mix  adjustment  is  based  on 
the  2010  occupational  mix  survey. 

In  addition,  the  column  shows  the  impact 
of  the  application  of  wage  budget  neutrality 
to  the  national  standardized  amount.  In  FY 
2010,  we  began  calculating  separate  wage 
budget  neutrality  and  recalibration  budget 
neutrality  factors,  in  accordance  with  section 
1886(d)(3)(E)  of  the  Act,  which  specifies  that 
budget  neutrality  to  account  for  wage 
changes  or  updates  made  under  that 
subparagraph  must  be  made  without  regard 
to  the  62  percent  labor-related  share 
guaranteed  under  section  1886(d)(3)(E)(ii)  of 
the  Act.  Therefore,  for  FY  2013,  we  are 
calculating  the  wage  budget  neutrality  factor 
to  ensure  that  payments  under  updated  wage 
data  and  the  labor-related  share  are  budget 
neutral  without  regard  to  the  lower  labor- 
related  share  of  62  percent  applied  to 
hospitals  with  a  wage  index  less  than  or 
equal  to  1.  In  other  words,  the  wage  budget 
neutrality  is  calculated  under  the  assumption 
that  all  hospitals  receive  the  higher  labor- 
related  share  of  the  standardized  amount. 

The  wage  budget  neutrality  factor  is 
1.000331,  and  the  overall  payment  change  is 
0  percent. 

Column  4  shows  the  impacts  of  updating 
the  wage  data  using  FY  2009  cost  reports. 
Overall,  the  new  wage  data  will  lead  to  a  0.0 
percent  change  for  all  hospitals  before  being 
combined  with  the  wage  budget  neutrality 
adjustment  shown  in  Column  4.  Among  the 


regions,  the  largest  increase  is  in  the  urban 
New  England  region,  which  experiences  a  0.9 
percent  increase.  The  largest  decline  from 
updating  the  wage  data  is  seen  in  the  rural 
East  South  Central  region  (  —  0.5  percent 
decrease). 

In  looking  at  the  wage  data  itself,  the 
national  average  hourly  wage  increased  3.3 
percent  compared  to  FY  2012.  Therefore,  the 
only  manner  in  which  to  maintain  or  exceed 
the  previous  year’s  wage  index  was  to  match 
or  exceed  the  national  3.3  percent  increase  in 
average  hourly  wage.  Of  the  3,409  hospitals 
with  wage  data  for  both  FYs  2012  and  2013, 
1,529,  or  44.9  percent,  experienced  an 
average  hourly  wage  increase  of  3.3  percent 
or  more. 

The  following  chart  compares  the  shifts  in 
wage  index  values  for  hospitals  due  to 
changes  in  the  average  hourly  wage  data  for 
FY  2013  relative  to  FY  2012.  Among  urban 
hospitals,  none  will  experience  an  increase  of 
more  than  5  percent  and  less  than  10  percent 
and  none  will  experience  an  increase  of  more 
than  10  percent.  Among  rural  hospitals,  none 
will  experience  an  increase  of  more  than  5 
percent  and  less  than  10  percent,  and  none 
will  experience  an  increase  of  more  than  10 
percent.  However,  926  rural  hospitals  will 
experience  increases  or  decreases  of  less  than 
5  percent,  while  2,483  urban  hospitals  will 
experience  increases  or  decreases  of  less  than 
5  percent.  No  urban  hospitals  will  experience 
decreases  in  their  wage  index  values  of  more 
than  5  percent  and  less  than  10  percent.  No 
urban  hospitals  will  experience  decreases  in 
their  wage  index  values  of  more  than  10 
percent.  No  rural  hospitals  will  experience  a 
decrease  of  more  than  10  percent.  No  rural 
hospitals  will  experience  decreases  in  their 
wage  index  values  of  greater  than  5  percent 
but  less  than  10  percent.  These  figures  reflect 
changes  in  the  “pre-reclassified,  occupational 
mix-adjusted  wage  index,”  that  is,  the  wage 
index  before  the  application  of  geographic 
reclassification,  the  rural  floor,  the  out¬ 
migration  adjustment,  and  other  wage  index 
exceptions  and  adjustments.  (We  refer 
readers  to  sections  III.G.2.  through  III. I.  of  the 
preamble  of  this  final  rule  for  a  complete 
discussion  of  the  exceptions  and  adjustments 
to  the  wage  index.)  We  note  that  the  “post- 
reclassified  wage  index”  or  “payment  wage 
index,”  the  final  wage  index  that  includes  all 
such  exceptions  and  adjustments  (as 
reflected  in  Tables  2,  4A,  4B,  4C,  and  4F  of 
the  Addendum  to  this  final  rule,  which  are 
available  via  the  Internet  on  the  CMS  Web 
site)  is  used  to  adjust  the  labor-related  share 
of  a  hospital’s  standardized  amount,  either 
68.8  percent  or  62  percent,  depending  upon 
whether  a  hospital’s  wage  index  is  greater 
than  1.0  or  less  than  or  equal  to  1.0. 
Therefore,  the  pre-reclassified  wage  index 
figures  in  the  chart  below  may  illustrate  a 
somewhat  larger  or  smaller  change  than  will 
occur  in  a  hospital’s  payment  wage  index 
and  total  payment. 

The  following  chart  shows  the  projected 
impact  of  changes  in  the  average  hourly  wage 
data  for  urban  and  rural  hospitals. 
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Number  of  hospitals 


Percentage  change  in  area  wage  index  values 


Urban 


Rural 


Increase  more  than  10  percent  . 

Increase  more  than  5  percent  and  less  than  10  percent  . 

Increase  or  decrease  less  than  5  percent . 

Decrease  more  than  5  percent  and  less  than  10  percent 
Decrease  more  than  10  percent . 


0 

0 

2,483 

0 

0 


0 

0 

926 

0 

0 


d.  Combined  Effects  of  the  MS— DRG  and 
Wage  Index  Changes  (Column  5) 

Section  1886(d)(4)(C)(iii)  of  the  Act 
requires  that  changes  to  MS-DRG 
reclassifications  and  the  relative  weights 
cannot  increase  or  decrease  aggregate 
payments.  In  addition,  section  1886(d)(3)(E) 
of  the  Act  specifies  that  any  updates  or 
adjustments  to  the  wage  index  are  to  be 
budget  neutral.  We  computed  a  wage  budget 
neutrality  factor  of  1.000331,  and  a 
recalibration  budget  neutrality  factor  of 
0.998431  (which  is  applied  to  the  Puerto 
Rico-specific  standardized  amount  and  the 
hospital-specific  rates).  The  product  of  the 
two  budget  neutrality  factors  is  the 
cumulative  wage  and  recalibration  budget 
neutrality  factor.  The  cumulative  wage  and 
recalibration  budget  neutrality  adjustment  is 
0.998761,  or  approximately  -0.1  percent, 
which  is  applied  to  the  national  standardized 
amounts.  Because  the  wage  budget  neutrality 
and  the  recalibration  budget  neutrality  are 
calculated  under  different  methodologies 
according  to  the  statute,  when  the  two  budget 
neutralities  are  combined  and  applied  to  the 
standardized  amount,  the  overall  payment 
impact  is  not  necessarily  budget  neutral. 
However,  in  this  final  rule,  we  are  estimating 
that  the  changes  in  the  MS-DRG  relative 
weights  and  updated  wage  data  with  wage 
and  budget  neutrality  applied  will  result  in 
a  0.0  change  in  payments. 

We  estimate  that  the  combined  impact  of 
the  changes  to  the  relative  weights  and  MS- 
DRCs  and  the  updated  wage  data  with  budget 
neutrality  applied  will  result  in  0.1  percent 
increase  in  payments  for  urban  hospitals  and 
0.3  percent  decrease  in  payments  for  rural 
hospitals.  Urban  New  England  hospitals  will 
experience  a  0.9  percent  increase  in 
payments  due  to  increases  in  their  wages 
compared  to  the  national  average,  while  the 
urban  East  South  Central  area  will  experience 
a  0.8  decrease  in  payments  and  rural  South 
Atlcmtic  will  experience  a  0.6  decrease  in 
p>ayments  because  of  below  average  increases 
in  wages. 

e.  Effects  of  MGCRB  Reclassifications 
(Column  6) 

Our  impact  analysis  to  this  point  has 
assumed  acute  care  hospitals  are  paid  on  the 
basis  of  their  actual  geographic  location  (with 
the  exception  of  ongoing  policies  that 
provide  that  certain  hospitals  receive 
payments  on  other  bases  than  where  they  are 
geographically  located).  The.  changes  in 
Column  6  reflect  the  per  case  payment 
impact  of  moving  finm  this  baseline  to  a 
simulation  incorporating  the  MGCRB 
decisions  for  FY  2013  which  affect  hospitals’ 
wage  index  area  assignments. 

By  spring  of  each  year,  the  MGCRB  makes 
reclassification  determinations  that  will  be 


effective  for  the  next  fiscal  year,  which 
begins  on  October  1.  The  MGCRB  may  . 
approve  a  hospital’s  reclassification  request 
for  the  purpose  of  using  another  area’s  wage 
index  value.  Hospitals  may  appeal  denials  of 
MGCRB  decisions  to  the  CMS  Administrator. 
Further,  hospitals  have  45  days  from 
publication  of  the  IPPS  nile  in  the  Federal 
Register  to  decide  whether  to  withdraw  or 
terminate  an  approved  geographic 
reclassification  for  the  following  year. 

The  overall  effect  of  geographic 
reclassification  is  required  by  section 
1886(d)(8)(D)  of  the  Act  to  be  budget  neutral. 
Therefore,  we  are  applying  an  adjustment  of 
0.991276  to  ensure  that  the  effects  of  the 
reclassifications  under  section  1886(d)(10)  of 
the  Act  are  budget  neutral  (section  II.A.  of  the 
Addendum  to  this  final  rule).  Geographic 
reclassification  generally  benefits  hospitals  in 
rural  areas.  We  estimate  that  the  geographic 
reclassification  will  increase  payments  to 
rural  hospitals  by  an  average  of  2.1  percent. 

By  region,  all  the  rural  hospital  categories, 
with  the  exception  of  one  rural  Puerto  Rico 
hospital,  will  experience  increases  in 
payments  due  to  MGCRB  reclassification. 
Rural  hospitals  in  the  East  South  Central 
region  will  experience  a  2.9  percent  increase 
in  payments  and  rural  hospitals  in  the 
Mountain  region  will  experience  a  0.4 
percenj  increase  in  payments.  Urban 
hospitals  in  New  England  and  the  Middle 
Atlantic  will  experience  an  increase  in 
payments  of  0.7  percent  and  0.1  percent, 
respectively,  largely  due  to  reclassifications 
of  hospitals  in  Connecticut  and  New  Jersey. 

Table  9A  listed  in  section  VI.  of  the 
Addendum  to  this  final  rule  and  available  via 
the  Internet  reflects  the  reclassifications  for 
FY  2013. 

f.  Effects  of  the  Rural  and  Imputed  Floor, 
Including  Application  of  National  Budget 
Neutrality  (Column  7) 

As  discussed  in  section  III.B.  of  the 
preamble  of  the  FY  2009  IPPS  final  rule,  the 
FY  2010  IPPS/RY  2010  LTCH  PPS  final  rule, 
the  FY  2011  IPPS/LTCH  PPS  final  rule  and 
this  final  rule,  section  4410  of  Public  Law 
105-33  established  the  rural  floor  by 
requiring  that  the  wage  index  for  a  hospital 
in  any  luban  area  cannot  be  less  than  the 
wage  index  received  by  rural  hospitals  in  the 
same  State.  We  apply  a  uniform  budget 
neutrality  adjustment  to  the  wage  index.  In 
addition,  the  imputed  floor,  which  is  budget 
neutral,  was  extended  in  FY  2012  for  2 
additional  years.  In  the  past  only  urban 
hospitals  in  New  Jersey  had  been  receiving 
the  imputed  floor.  As  discussed  earlier  in 
this  final  rule,  we  are  finalizing  the  proposal 
in  the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  to  establish  an  alternative  temporary 
methodology  for  the  imputed  floor,  which 


will  result  in  an  imputed  floor  for  Rhode 
Island  for  FY  2013. 

The  imputed  floor  for  Rhode  Island  is  also 
accounted  for  in  the  calculation  of  the  rural 
floor  and  imputed  rural  floor  budget 
neutrality  factor.  The  Affordable  Care  Act 
requires  that  we  apply  one  rural  floor  budget 
neutrality  factor  to  the  wage  index  nationally, 
and  the  imputed  floor  is  part  of  the  rural 
floor  budget  neutrality  factor  applied  to  the 
wage  index  nationally.  The  FY  2013  rural 
floor  budget  neutrality  factor  applied  to  the 
wage  index  is  0.991340,  which  will  reduce 
wage  indexes  by  —0.87  percent. 

Column  7  shows  the  projected  impact  of 
the  rural  floor  and  imputed  floor  with  the 
national  rural  floor  budget  neutrality  factor 
applied  to  the  wage  index.  The  column 
compares  the  post-reclassification  FY  2013 
wage  index  of  providers  before  the  rural  floor 
and  imputed  floor  adjustment  and  the  post¬ 
reclassification  FY  2013  wage  index  of 
providers  with  the  rural  floor  and  imputed 
floor  adjustment.  Only  urban  hospitals  can 
benefit  from  the  rural  floor  provision. 

Because  the  provision  is  budget  neutral,  all 
other  hospitals  (that  is,  all  rural  hospitals  and 
those  urban  hospitals  to  which  the 
adjustment  is  not  made)  experience  a 
decrease  in  payments  due  to  the  budget 
neutrality  adjustment  applied  nationally  to 
their  wage  index. 

We  project  that,  in  aggregate,  rural 
hospitals  will  experience  a  0.3  percent 
decrease  in  payments  as  a  result  of  the 
application  of  rural  floor  budget  neutrality 
because  the  rural  hospitals  do  not  benefit 
from  the  rural  floor,  but  have  their  wage 
indexes  downwardly  adjusted  to  ensure  that 
the  application  of  the  rural  floor  is  budget 
neutral  overall.  We  project  hospitals  located 
in  other  urban  areas  (populations  of  1  million 
or  fewer)  will  experience  a  0.2  percent 
increase  in  payments  because  those  providers 
benefit  from  the  rural  floor.  Urban  hospitals 
in  the  New  England  region  can  expect  a  3.6 
percent  increase  in  payments  primarily  due 
to  the  application  of  the  rural  floor  in 
Massachusetts  and  the  application  of 
national  rural  floor  budget  neutrality  as 
required  by  the  Affordable  Care  Act.  All  60 
urban  providers  in  Massachusetts  are 
expected  to  receive  the  rural  floor  wage  index 
value,  including  rural  floor  budget  neutrality, 
of  1.3047.  During  most  past  years,  there  have 
been  no  IPPS  hospitals  located  in  rural  areas 
in  Massachusetts.  There  was  one  urban  IPPS 
hospital  that  was  reclassified  to  rural 
Massachusetts  (under  section  1886(d)(8)(E)  of 
the  Act)  which  established  the  Massachusetts 
rural  floor,  but  the  wage  index  resulting  from 
that  hospital’s  data  was  not  high  enough  for 
any  urban  hospital  to  benefit  from  the  rural 
floor  policy.  However,  beginning  with  the  FY 
2012  wage  index,  the  rural  floor  for  the  State 
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is  established  by  the  conversion  of  a  CAH  to 
an  IPPS  hospital  that  is  geographically 
located  in  rural  Massachusetts.  We  estimate 
that  Massachusetts  hospitals  will  receive 
approximately  a  5.7  percent  increase  in  IPPS 
payments  due  to  the  application  of  rural 
floor. 

Urban  Mountain  hospitals  are  estimated  to 
receive  a  0.6  percent  increase  in  payments 
due  to  an  increase  in  the  rural  floor  for 
Arizona  hospitals,  as  compared  to  our 
estimates  published  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule.  The  Arizona  rural 
floor  wage  index  increased  significantly  from 
0.9243  to  1.0661,  attributable  to  one  urban 
hospital  that  reclassified  to  rural  Arizona 
under  §  412.103  of  the  Medicare  regulations. 
As  a  result,  46  out  of  the  53  urban  hospitals 
in  Arizona  will  benefit  from  the  rural  floor 
of  1.0661.  Urban  Arizona  hospitals  will 
experience  a  2.2  percent  increase  in 
payments  (approximately  $33  million)  due  to 
the  increase  in  the  rural  floor. 

Urban  Puerto  Rico  hospitals  are  expected 
to  experience  a  0.1  percent  increase  in 
payments  as  a  result  of  the  application  of  a 


Puerto  Rico  rural  floor.  Urban  Puerto  Rico 
hospitals  will  receive  a  rural  floor  as  a  result 
of  a  one  IPPS  hospital  located  in  rural  Puerto 
Rico  setting  a  rural  floor.  We  are  applying  a 
rural  floor  budget  neutrality  factor  to  the 
Puerto  Rico-specific  wage  index  of  0.987620 
or  — 1.2  percent.  The  Puerto  Rico-specific 
wage  index  adjusts  the  Puerto  Rico-specific 
standardized  amount,  which  represents  25 
percent  of  payments  to  Puerto  Rico  hospitals. 

There  are  29  hospitals  in  New  Jersey  that 
benefit  from  the  extension  of  the  imputed 
floor  and  will  receive  the  imputed  floor  wage 
index  value,  including  rural  floor  budget 
neutrality  of  1.0994,  which  we  estimate  will 
increase  their  payments  by  approximately 
$29  million.  Urban  Middle  Atlantic  hospitals 
will  experience  a  0.3  percent  decrease  in 
payments,  which  reflects  the  increase  in 
payments  for  New  Jersey  hospitals  receiving 
the  imputed  floor  and  a  decrease  for  all  other 
urban  hospitals  in  the  in  the  Middle  Atlantic 
region.  Four  Rhode  Island  hospitals  benefit 
from  the  newly  established  imputed  rural 
floor  and  will  receive  an  additional  $2.5 
million. 


In  response  to  a  public  comment  addressed 
in  the  FY  2012  IPPS/LTCH  PPS  final  rule  (76 
FR  51593),  we  are  providing  the  payment 
impact  of  the  rural  floor  and  imputed  floor 
with  budget  neutrality  at  the  State  level. 
Column  1  of  the  table  below  displays  the 
number  of  IPPS  hospitals  located  in  each 
State.  Column  2  displays  the  number  of 
hospitals  in  each  State  that  will  receive  the 
rural  floor  or  imputed  floor  wage  index  for 
FY  2013.  Column  3  displays  the  percentage 
of  total  payments  each  State  will  receive  or 
contribute  to  fund  the  rural  floor  and 
imputed  floor  with  national  budget 
neutrality.  The  column  compares  the  post¬ 
reclassification  FY  2013  wage  index  of 
providers  before  the  rural  floor  and  imputed 
floor  adjustment  and  the  post-reclassification 
FY  2013  wage  index  of  providers  with  the 
rural  floor  and  imputed  floor  adjustment. 
Column  4  displays  the  estimated  payment 
amount  that  each  State  will  gain  or  lose  due 
to  the  application  of  the  rural  floor  and 
imputed  floor  with  national  budget 
neutrality. 


FY  2013  IPPS  Estimated  Payments  Due  to  Rural  Floor  and  Imputed  Floor  With  National  Budget  Neutrality 


State 

- 1 - 

i 

i 

I 

!  Number  of 
hospitals 

I 

(1) 

Number  of  | 
hospitals 
receiving 
rural  floor  | 

or  imputed  ] 

floor  1 

(2) 

Percent  j 

change  in  i 

payments 
due  to  { 

application  ; 

of  rural  | 

floor  and  j 

imputed  1 

floor  with 
budget  , 

neutrality 

(3) 

Difference 
(in  millions) 

(4) 

Alabama . 

.  96 

3 

-0.4 

-$8.2 

Alaska  . 

.  6 

4 

1.5 

2.3 

Arizona . 

.  58 

45 

1.7 

31.4 

Arkansas  . 

.  45 

0 

-0.5 

-5.2 

California . 

.  311 

180 

0.9 

98.5 

Colorado  . 

. - . 

. . .  46 

7 

0.5 

5.8 

Connecticut  . 

.  32 

11 

1 

16.7 

Delaware . 

.  6 

0 

-0.5 

-2.1 

Florida  . 

.  169 

8 

.-0.4  ! 

-28.3 

Georgia  . 

.  108 

0 

-0.4 

-12.7 

Hawaii  . 

.  14 

0 

-0.4 

1  -1.1 

Idaho  . 

.  14 

0 

-0.3 

-1.0 

Illinois  . 

.  130 

8 

-0.5 

-26.2 

Indiana  . 

. .!...  89 

0 

-0.5 

— li.7 

Iowa  . 

.  34 

0 

-0.4 

-4.4 

Kansas  . 

.  55 

0 

-0.4 

-3.5 

Kentucky  . 

.  65 

0 

-0.4 

-8.4 

Louisiana . . 

.  98 

7 

-0.4 

-7.1 

Maine  . 

.  20 

0 

-0.5 

-2.4 

Massachusetts  . 

.  61 

60 

5.7 

188.0 

Michigan . 

.  96 

0 

-0.5 

-21.2 

Minnesota  . 

.  51 

0 

-0.5 

-8.6 

Mississippi . 

. t . 

.  66 

0 

-0.4 

-5.5 

Missouri . 

.  76 

2 

-0.4 

-10.9 

Montana  . 

.  12 

1 

-0.3 

-0.7 

Nebraska . 

.  23 

0 

-0.4 

-2.5 

Nevada  . 

.  24 

4 

-0.4 

-3.2 

New  Hampshire  . 

. «  13 

9 

2.1 

10.0 

New  Jersey  . 

.  65 

29 

0.4 

14.4 

New  Mexico  . 

.  27 

0 

-0.3 

-1.5 

New  York  . 

.  168 

0 

-0.5 

-46.8 

North  Carolina . 

.  88 

0 

-0.4 

-16.4 

North  Dakota . 

.  6 

4 

-0.2 

1  -0.6 

Ohio  . 

. . .  139 

8 

-0.4 

1  -15.0 

Oklahoma . 

.  85 

0 

-0.4 

1  -5.7 
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FY  2013  IPPS  Estimated  Payments  Due  to  Rural  Floor  and  Imputed  Floor  With  National  Budget 

Neutrality— Continued  : 


State 

Number  of 
hospitals 

(1) 

Number  of 
hospitals 
receiving 
rural  floor 
or  imputed 
floor 

(2) 

Percent 
change  in 
payments 
due  to 
application 
of  rural 
floor  and 
imputed 
floor  with 
budget 
neutrality 

(3) 

Difference 
(in  millions) 

(4) 

Oregon  . 

33 

0 

-0.5 

-4.1 

Pennsylvania . 

154 

14 

-0.4 

-17.5 

Puerto  Rico  . 

52 

13 

0.1 

0.1 

Rhode  Island . 

11 

4 

0.5 

2.1 

South  Carolina  . 

56 

5 

-0.3 

-5.9 

South  Dakota  . 

18 

0 

-0.3 

-0.8 

Tennessee  . 

97 

10 

-0.3 

-7.4 

Texas  . 

325 

2 

-0.4 

-33.0 

32 

0 

-0.4 

-1.8 

Vermont  . 

6 

0 

-0.3 

-0.7 

Virginia  . 

79 

1 

-0.4 

-10.1 

Washington  . 

48 

5 

-0.3 

-6.3 

Washington.  D.C . 

7 

0 

-0.5 

-2.5 

West  Virginia . 

33 

2 

-0.3 

-2.9 

Wisconsin . 

65 

8 

-0.3 

-5.0 

Wyoming  . 

_ i 

11 

0 

-0.1 

-0.2 

g.  Effects  of  the  Application  of  the  Frontier 
State  Wage  Index  (Column  8) 

Section  10324(a)  of  Affordable  Care  Act 
requires  that  we  establish  a  minimum  post- 
reclassified  wage-index  of  1.00  for  all 
hospitals  located  in  “frontier  States.”  The 
term  “frontier  States”  is  defined  in  the 
statute  as  States  in  which  at  least  50  percent 
of  counties  have  a  population  density  less 
than  6  persons  per  square  mile.  Based  on 
these  criteria,  four  States  (Montana,  North 
Dakota,  South  Dakota,  and  Wyoming)  are 
considered  frontier  States  and  45  hospitals 
located  in  those  States  will  receive  a  frontier 
wage  index  of  1.0.  Although  Nevada  is  also, 
by  definition,  a  frontier  State  and  was 
assigned  a  frontier  floor  value  of  1.0000  for 
FY  2012,  its  FY  2013  rural  floor  value  of 
1.0256  is  greater  and,  therefore,  is  the  State’s 
minimum  wage  index  for  FY  2013.  As  a 
result,  hospitals  located  in  Nevada  will  not 
experience  a  change  in  payment  as  a  result 
of  this  provision.  Overall,  this  provision  is 
not  budget  neutral  and  is  estimated  to 
increase  IPPS  operating  payments  by 
approximately  $69  million. 

Urban  hospitals  located  in  the  West  North 
Central  region  and  urban  hospitals  located  in 
the  Mountain  region  will  receive  an  increase 
in  payments  by  0.8  percent  and  0.2  percent, 
respectively  because  many  of  the  hospitals 
located  in  this  region  are  frontier  hospitals. 
Similarly,  rural  hospitals  located  in  the 
Mountain  region  and  rural  hospitals  in  the 
West  North  Central  region  will  experience  an 
increase  in  payments  by  0.8  percent  and  0.2 
percent,  respectively. 


h.  Effects  of  the  Wage  Index  Adjustment  for 
Out-Migration  (Column  9) 

Section  1886(d)(13)  of  the  Act,  as  added  by 
section  505  of  Public  Law  108-173,  provides 
for  an  increase  in  the  wage  index  for 
hospitals  located  in  certain  counties  that 
have  a  relatively  high  percentage  of  hospital 
employees  who  reside  in  the  county,  but 
w'ork  in  a  different  area  with  a  higher  wage 
index.  Hospitals  located  in  counties  that 
qualify  for  the  payment  adjustment  are  to 
receive  an  increase  in  the  wage  index  that  is 
equal  to  a  weighted  average  of  the  difference 
between  the  wage  index  of  the  resident 
county,  post-reclassification  and  the  higher 
wage  index  work  area(s),  weighted  by  the 
overall  percentage  of  workers  who  are 
employed  in  an  area  with  a  higher  wage 
index.  Overall,  rural  hospitals  will 
experience  a  0.1  percent  increase  in 
payments  as  a  result  of  the  out-migration 
wage  adjustment.  Rural  DSH  providers  with 
less  than  100  beds  will  experience  a  0.4 
percent  increase  in  payments.  Urban  New 
England  hospitals  will  experience  a  0.3 
percent  increase  in  payments  due  to 
increases  in  their  out-migration  wage 
adjustment  attributable  to  the  hospitals 
located  in  counties  neighboring 
Massachusetts  that  has  a  higher  wage  index 
due  to  the  Massachusetts  rural  floor.  There 
are  287  providers  that  will  receive  the  out¬ 
migration  wage  adjustment  in  FY  2013.  This 
out-migration  wage  adjustment  is  not  budget 
neutral,  and  we  estimate  the  impact  of  these 
providers  receiving  the  out-migration 
increase  to  be  approximately  $53  million. 


i.  Effects  of  the  Expiration  of  MDH  Special 
Payment  Status  (Column  10) 

Column  10  shows  our  estimate  of  the 
changes  in  payments  due  to  the  expiration  of 
MDH  status,  a  nonbudget  neutral  payment 
provision,  under  section  3124  of  the 
Affordable  Care  Act.  Hospitals  that  qualified 
to  be  MDHs  receive  the  higher  of  payments 
made  under  the  Federal  standardized  amount 
or  the  payments  made  under  the  Federal 
standardized  amount  plus  75  percent  of  the 
difference  between  the  Federal  standardized 
amount  and  the  hospital-specific  rate  (a 
hospital-specific  cost-based  rate).  Because 
this  provision  was  not  budget  neutral,  the 
expiration  of  this  payment  provision  results 
in  a  0.2  percent  decrease  in  payments  overall. 
There  are  currently  213  MDHs,  of  which  98 
were  estimated  to  be  paid  under  the  blended 
payment  of  the  federal  standardized  amount 
and  hospital-specific  rate.  Because  those  98 
MDHs  will  no  longer  receive  the  blended 
payment  and  will  be  paid  only  under  the 
Federal  standardized  amount  in  FY  2013,  it 
is  estimated  that  those  hospitals  will 
experience  an  overall  decrease  in  payments 
of  approximately  $183  million. 

MDHs  were  generally  rural  hospitals,  so 
the  expiration  of  the  MDH  program  will 
result  in  an  overall  decrease  in  payments  to 
rural  hospitals  of  1.4  percent.  Rural  New 
England  hospitals  can  expect  a  decrease  in 
payments  of  3.4  percent  because  8  out  of  the 
23  rural  New  England  hospitals  are  MDHs 
that  will  lose  this  special  payment  status 
under  the  expiration  of  the  program  at  the 
end  of  FY  2012.  MDHs  can  expect  a  decrease 
in  payments  of  7.8  percent. 
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j.  Effects  of  the  Hospital  Readmissions 
Reduction  Program  (Column  11) 

Column  11  shows  our  estimates  of  effects 
of  the  policies  for  implementation  of  the 
Hospital  Readmissions  Reduction  Program, 
which  was  established  under  section  3025  of 
the  Affordable  Care  Act.  The  Hospital 
Readmissions  Reduction  Program  requires  a 
reduction  to  a  hospital’s  base  operating  DRG 
payments  to  account  for  excess  readmissions, 
which  is  based  on  a  hospital’s  risk-adjusted 
readmission  rate  during  a  3-year  period  for 
three  applicable  conditions:  Acute 
Myocardial  Infarction,  Heart  Failure,  and 
Pneumonia.  This  provision  is  not  budget 
neutral.  A  hospital’s  readmission  adjustment 
is  the  higher  of  a  ratio  of  the  hospital’s 
aggregate  payments  for  excess  readmissions 
to  their  aggregate  payments  for  all  discharges, 
or  a  floor,  which  has  been  defined  in  statute 
as  0.99  (or  a  1-percent  reduction)  for  FY 
2013.  A  hospital’s  base  operating  DRG 
payment  (that  is,  wage-adjusted  DRG 
payment  amount,  as  discussed  in  section 
IV. A.  of  the  preamble  of  this  final  rule)  is  the 
portion  of  the  IPPS  payment  subject  to  the 
readmissions  payment  adjustment  (DSH, 

IME,  outliers  and  low-volume  add-on 
payments  are  not  subject  to  the  readmissions 
adjustment).  In  this  final  rule,  we  estimate 
that  2,206  hospitals  will  have  their  base 
operating  DRG  payments  reduced  by  the 
readmissions  adjustment,  resulting  in  a  0.3 
percent  decrease  in  payments  to  hospitals 
overall. 

Urban  hospitals  in  the  Middle  Atlantic, 
rural  hospitals  in  the  East  South  Central 
’  region.  West  South  Central  region,  rural  DSH 
hospitals  and  hospitals  with  Medicare 
utilization  of  over  65  percent  will  experience 
the  highest  decreases  of  0.4  percent  among 
the  different  hospital  categories.  Urban 
hospitals  in  the  West  South  Central  region. 
Mountain  region  and  Pacific  region  will 
experience  the  smallest  decreases  of  0.1 
percent  in  payments.  Puerto  Rico  hospitals 
show  a  0  percent  change  in  payments 
because  they  are  exempt  from  the  provision, 
k.  Effects  of  All  FY  2013  Changes  (Column 
12) 

Column  12  shows  our  estimate  of  the 
changes  in  payments  per  discharge  from  FY 

2012  and  FY  2013,  resulting  from  all  changes 
reflected  in  this  final  rule  for  FY  2013.  It 
includes  combined  effects  of  the  previous 
columns  in  the  table. 

The  average  increase  in  payments  under 
the  IPPS  for  all  hospitals  is  approximately  2.3 
percent  for  FY  2013  relative  to  FY  2012.  As 
discussed  in  section  II. D.  of  the  preamble  of 
this  final  rule,  this  column  includes  the  FY 

2013  documentation  and  coding  adjustment 
of  1.0  percent  on  the  national  standardized 
amount  (the  —1.9  percent  documentation 
and  coding  adjustment  and  the  2.9  percent 
adjustment  to  restore  the  one-time 


recoupment  adjustment  made  to  national 
standardized  amount)  and  the  —0.5  percent 
documentation  and  coding  adjustment  on  the 
hospital-specific  rates.  In  addition,  this 
column  includes  the  annual  hospital  update 
of  1.8  percent  to  the  national  standardized 
amount.  This  annual  hospital  update 
includes  the  2.6  percent  market  basket 
update,  the  reduction  of  0.7  percentage  point 
for  the  multifactor  productivity  adjustment, 
and  the  0.1  percentage  point  reduction  under 
section  3401  of  the  Affordable  Care  Act.  As 
described  in  Column  2,  the  annual  hospital 
update,  combined  with  the  documentation 
and  coding  adjustment,  results  in  a  2.7 
percent  increase  in  payments  in  FY  2013 
relative  to  FY  2012.  In  addition.  Column  8 
describes  an  estimated  0.1  percent  increase 
in  payments  due  to  the  frontier  State  wage 
index.  Column  10  describes  the  estimated  0.2 
percent  decrease  in  payments  due  to  the 
expiration  of  the  MDH  status  under  section 
3124  of  the  Affordable  Care  Act.  Column  11 
shows  the  estimated  0.3  percent  decrease  in 
payments  due  to  the  establishment  of  the 
Hospital  Readmissions  Reduction  Program, 
which  reduces  a  hospital’s  base  operating 
DRG  payments  by  a  readmission  adjustment 
factor  based  on  a  hospital’s  performance  on 
readmissions  for  specified  conditions.  In 
addition,  although  not  shown  in  the  impacts 
table,  payments  are  estimated  to  decrease  by 
0.1  due  to  the  expiration  of  section  508 
reclassifications  that  had  been  extended  for 
6  months  of  FY  2012  under  section  302  of  the 
Temporary  Payroll  Tax  Cut  Continuation  Act 
of  2011  (Pub.  L.  112-78),  as  amended  by 
section  3001  of  the  Middle  Class  Tax  Relief 
and  Job  Creation  Act  of  2012  (Pub.  L.  112- 
96).  Section  508  was  not  a  budget-neutral 
provision.  The  impact  of  moving  from  our 
estimate  of  FY  2012  outlier  payments,  5.0 
percent,  to  the  estimate  of  FY  2013  outlier 
payments,  5.1  percent,  results  in  an  increase 
of  0.1  percent  in  FY  2013  payments  relative 
to  FY  2012.  There  might  also  be  interactive 
effects  among  the  various  factors  comprising 
the  payment  system  that  we  are  not  able  to 
isolate.  For  these  reasons,  the  values  in 
Column  12  may  not  equal  the  sum  of  the 
percentage  changes  described  above. 

The  overall  change  in  payments  per 
discharge  for  hospitals  paid  under  the  IPPS 
in  FY  2013  is  estimated  to  increase  by  2.3 
percent.  The  payment  increase  among  the 
hospital  categories  is  largely  attributed  to  the 
updates  to  the  rate  including  the  hospital 
update.  Hospitals  in  urban  areas  will 
experience  an  estimated  2.5  percent  increase 
in  payments  per  discharge  in  FY  2013 
compared  to  FY  2012.  Hospital  payments  per 
discharge  in  rural  areas  are  estimated  to 
increase  by  0.3  percent  in  FY  2013  as 
compared  to  FY  2012  due  to  the  expiration 
of  MDH  status. 

Among  urban  census  divisions,  the  Urban 
New  England  hospitals  will  experience  an 


estimated  1.5  percent  increase  in  payments, 
less  than  the  national  average,  because  many 
of  the  urban  providers  in  this  region  had 
benefited  from  section  508  reclassifications 
in  FY  2012  that  will  expire  for  FY  2013. 

Urban  hospitals  in  the  Pacific  will  see  the 
largest  payment  increases  (4.0  percent) 
because  the  hospitals  are  benefitting  from  the 
rural  floors  in  their  States. 

Among  the  rural  regions,  the  hospitals  in 
the  New  England  Region  will  experience  the* 
estimated  decreases  in  payments  of  0.8 
percent,  due  to  the  expiration  of  MDH  status. 
Rural  hospitals  in  the  Mountain  Region  are 
estimated  to  experience  a  1.1  percent 
increase  because  the  rural  providers  in  this 
region  benefit  from  MGCRB  reclassification 
and  the  application  of  the  Frontier  wage 
index,  which  offsets  decreases  due  to  the 
rural  floor  and  the  expiration  of  MDH  status. 

Among  special  categories  of  hospitals, 
former  MDHs  will  receive  an  estimated 
payment  decrease  of  6,4  percent  due  to  the 
expiration  of  the  MDH  status.  SCHs  are  paid 
the  higher  of  their  Federal  rate  and  the 
hospital-specific  rate.  Overall,  SCHs  are 
estimated  to  experience  a  payment  increase 
of  0.1  percent  due  to  the  application  of  the 
rural  floor  budget  neutrality  and  the 
implementation  of  the  Hospital  Readmissions 
Reduction  Program. 

Rural  hospitals  reclassified  for  FY  2013 
will  receive  an  estimated  1.1  percent 
payment  increase.  Rural  hospitals  that  are 
not  reclassifying  are  estimated  to  receive  a 
payment  decrease  of  1.1  percent  due  to  lower 
wage  data,  the  application  of  rural  floor 
budget  neutrality  and  expiration  of  MDH 
status.  Urban  reclassified  hospitals  will 
experience  an  estimated  payment  increase  at 
2.6  percent  due  to  the  benefits  under  MGCRB 
reclassification  and  the  rural  floor.  Urban 
nonreclassified  hospitals  will  experience  an 
estimated  payment  increase  of  2.5  percent. 

Cardiac  hospitals  are  expected  to 
experience  a  payment  increase  3.9  percent  in 
FY  2013  relative  to  FY  2012  primarily  due  to 
benefits  to  the  changes  in  the  relative  weights 
and  the  application  of  the  Frontier  wage 
index. 

3.  Impact  Analysis  of  Table  II 

Table  II  presents  the  projected  impact  of 
the  changes  for  FY  2013  for  urban  and  rural 
hospitals  and  for  the  different  categories  of 
hospitals  shown  in  Table  I.  It  compares  the 
estimated  average  payments  per  discharge  for 
FY  201 2  with  the  average  payments  per 
discharge  for  FY  2013,  as  calculated  under 
our  models.  Thus,  this  table  presents,  in 
terms  of  the  average  dollar  amounts  paid  per 
discharge,  the  combined  effects  of  the 
changes  presented  in  Table  I.  The  estimated 
percentage  changes  shown  in  the  last  column 
of  Table  II  equal  the  estimated  percentage 
changes  in  average  payments  per  discharge 
from  Column  12  of  Table  I. 
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Table  II— Impact  Analysis  of  Changes  for  FY  2013  Acute  Care  Hospital  Operating  Prospective  Payment 

System 


[Payments  per  discharge] 


i 

Number  of  1 
hospitals 

(1) 

Average 
FY2012  1 

payment 
per 

discharge 

(2) 

Average 

FY  2013 
payment 
per 

discharge 

(3) 

All 

FY  2013 
changes 

(4) 

All  hospitals . 

3,423 

10,477 

10,716 

2.3 

By  Geographic  Location; 

Urban  hospitals . 

2,497 

10,881 

11,153 

2.5 

Large  urban  areas  (populations  over  1  million)  . 

1,373 

11,503 

11,803 

2.6 

Other  urban  areas  (populations  of  1  million  or  fewer)  . 

1,124 

10,117 

10,355 

2.4 

Rural  hospitals . 

926 

7,845 

7,868 

0.3 

Bed  Size  (Urban): 

0-99  beds . 

633 

8,343 

8,550 

2.5 

100-199  beds . 

780  ! 

9,192 

9,423 

2.5 

200-299  beds . 

448 

9,955 

10,212 

2.6 

300-499  beds . 

430 

11,133 

11,428 

2.6 

5(X)  or  more  beds  . 

206 

13,424  i 

13,733 

2.3 

Bed  Size  (Rural): 

1 

0-49  beds . . . 

321 

6,307  j 

6,241 

-1.1 

50-99  beds . 

347 

7,335  1 

7,214 

-1.7 

100-149  beds . 

153 

7,605  j 

7,681 

1 

150-199  beds . 

58 

8,544 

8,673 

1.5 

200  or  more  beds  . . 

Urban  by  Region: 

47 

9,656 

9,847 

2 

New  England  . 

120 

1 1 ,852 

12,025 

1.5 

Middle  Atlantic  . 

318 

11,929  1 

12,136 

1.7 

South  Atlantic  . 

380 

9,958  I 

10,183 

2.3 

East  North  Central . 

399 

10,128  ! 

10,392 

2.6 

East  South  Central  . . . 

151 

9,590 

9,765 

1.8 

West  North  Central  . 

165 

10,519  ! 

10,839 

3 

West  South  Central  . . 

372 

10,152 

10,391 

2.4 

Mountain  . 

159 

11,045  1 

11,394 

3.2 

Pacific  . 

382 

13,625 

14,174 

4 

Puerto  Rico . 

51 

5,384 

5,526 

2.6 

Rural  by  Region; 

New  England  . 

23 

10,465 

i  10,376 

-0.8 

Middle  Atlantic  . 

69 

8,345 

8,334 

-0.1 

South  Atlantic  . . . 

166 

7,518 

7,560 

0.6 

East  North  Central . 

120 

8,083 

8,079 

-0.1 

East  South  Central  . 

173 

7,186 

7,233 

0.7 

West  North  Central . 

98 

8,344 

8,358 

0.2 

West  South  Central  . 

181 

6,882 

6,889 

0.1 

Mountain  . 

65 

8,690 

8,787 

1.1 

Pacific  . 

30 

10,613 

10,709 

0.9 

Puerto  Rico . 

1 

2,151 

2,213 

2.9 

By  Payment  Classification; 

Urban  hospitals . . . 

2,512 

10,860 

11,133 

2.5 

Large  urban  areas  (populations  over  1  million)  . 

1,383 

11,483 

11,778 

2.6 

Other  urban  areas  (populations  of  1  million  or  fewer)  . 

1,129 

10,088 

10,332 

2.4 

Rural  areas  . 

911 

8,046 

8,077 

0.4 

Teaching  Status; 

Non-teaching  . 

2,392 

8,783 

8,963 

2 

Fewer  than  100  Residents  . 

789 

10,309 

10,571 

2.5 

100  or  more  Residents . 

Urban  DSH: 

242 

15,381 

15,737 

2.3 

Non-DSH  . 

700 

9,142 

9,335 

2.1 

100  or  more  beds  . 

1,558 

11,334 

11,621 

'  2.5 

Less  than  KX)  beds . . . 

345 

7,706 

7,899 

2.5 

Rural  DSH; 

SCH  . 

258 

7,801 

7,761 

-0.5 

RRC  . 

232 

8,946 

9,088 

1.6 

100  or  more  beds  . 

34 

7,042 

7,093 

0.7 

Less  than  KX)  beds . . 

296 

6,214 

6,093 

-1.9 

Urban  teaching  and  DSH: 

Both  teachirrg  and  DSH . 

825 

12,413 

12,720 

2.5 

Teaching  and  no  DSH  . 

139 

10,146 

10,375 

2.3 

No  teaching  and  DSH  . 

1,078 

9,300 

9,547 

2.6 

No  teaching  and  no  DSH  . . . 

470 

8,659 

8,870 

2.4 

Rural  Hospital  types; 
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Table  II— Impact  Analysis  of  Changes  for  FY  2013  Acute  Care  Hospital  Operating  Prospective  Payment 

System— Continued 

[Payments  per  discharge] 


j 

Number  of 
hospitals  1 

i 

1 

(1) 

Average  i 
FY  2012  ! 

payment  j 
per  j 

discharge  i 

i 

(2)  1 

- T 

Average  1 
FY2013 
payment  | 
per  ! 

discharge 

(3) 

All 

FY  2013 
changes 

(4) 

RRC  . ' . . . 

203 

8,917 

9,105 

2.1 

SCH  . 

326 

8,428 

8,437 

0.1 

Former  MDH  . . . 

195 

6,519 

6,101 

-6.4 

SCH  and  RRC  . 

118 

9,737 

9,868 

1.4 

Former  MDH  and  RRC . . . 

18 

8,576 

7,505 

-12.5 

Type  of  Ownership: 

Voluntary . 

1,971 

10,618  1 

10,857 

2.3 

Proprietary  . 

868 

9,318 

9,539 

2.4 

Government  . 

Medicare  Utilization  as  a  Percent  of  Inpatient  Days: 

563 

11,148 

i 

11,406 

2.3 

0-25 . 

376 

14,621 

15,111 

•  3.4 

25-50  . 

1,834 

974 

10,970 

8,581 

7,914 

11,239 

1  8,711 

7,943 

2  4 

50-65  . . 

1  5 

Over  65 . . 

166 

0.4 

Hospitals  Reclassified  by  the  Medicare  Geographic  Classification  Review  Board:  FY 
2013  Reclassifications: 

1 

All  Reclassified  Hospitals  FY  2013  . 

654 

9,828 

10,037 

2.1 

All  Non-Reclassified  Hospitals  FY  2013  . 

2,769 

10,644 

10,891 

2.3 

Urban  Reclassified  Hospitals  FY  2013  . 

320 

10,707 

10,984 

2.6 

Urban  Non-reclassified  Hospitals  FY  2013  . 

2,137 

10,921 

11,195 

2.5 

Rural  Reclassified  Hospitals  FY  2013 . 

334 

8,383 

8,477 

1.1 

Rural  Nonreclassified  Hospitals  FY  2013  . 

531 

7,044 

6,968 

-1.1 

All  Section  401  Reclassified  Hospitals . 

46 

10,030 

10,083 

0.5 

Other  Reclassified  Hospitals  (Section  1886(d)(8)(B))  . 

62 

!  7,497 

7,349 

-2 

Specialty  Hospitals: 

; 

Cardiac  Hospitals  . 

19 

j  10,925 

11,350 

3.9 

H.  Effects  of  Other  Policy  Changes 

In  addition  to  those  policy  changes 
discussed  above  that  we  are  able  to  model 
using  our  IPPS  payment  simulation  model, 
we  are  making  various  other  changes  in  this 
final  rule.  Generally,  we  have  limited  or  no 
specific  data  available  with  which  to  estimate 
the  impacts  of  these  changes.  Our  estimates 
of  the  likely  impacts  associated  with  these 
other  changes  are  discussed  below. 

I.  Effects  of  Policy  on  HACs,  Including 
Infections 

In  section  ILF.  of  the  preamble  of  this  final 
rule,  we  discuss  our  implementation  of 
section  1886(d)(4)(D)  of  the  Act,  which 
requires  the  Secretary  to  identify  conditions 
that  are:  (1)  High  cost,  high  volume,  or  both; 
(2)  result  in  the  assignment  of  a  case  to  an 
MS-DRG  that  has  a  higher  payment  when 
present  as  a  secondary  diagnosis;  and  (3) 
could  reasonably  have  been  prevented 
through  application  of  evidence-based 
guidelines.  For  discharges  occurring  on  or 
after  October  1,  2008,  hospitals  will  not 
receive  additional  payment  for  cases  in 
which  one  of  the  selected  conditions  was  not 
present  on  admission,  unless,  based  on  data 
and  clinical  judgment,  it  cannot  be 
determined  at  the  time  of  admission  whether 
a  condition  is  present.  That  is,  the  case  will 
be  paid  as  though  the  secondary  diagnosis 
were  not  present.  However,  the  statute  also 
requires  the  Secretary  to  continue  counting 
the  condition  as  a  secondary  diagnosis  that 


results  in  a  higher  IPPS  payment  when  doing 
the  budget  neutrality  calculations  for  MS- 
DRG  reclassifications  and  recalibration. 
Therefore,  we  will  perform  our  budget 
neutrality  calculations  as  though  the 
payment  provision  did  not  apply,  biit 
Medicare  will  make  a  lower  payment  to  the 
hospital  for  the  specific  case  that  includes 
the  secondary  diagnosis.  Thus,  the  provision 
results  in  cost  savings  to  the  Medicare 
program. 

VVe  note  that  the  provision  will  only  apply 
when  one  or  more  of  the  selected  conditions 
are  the  only  secondary  diagnosis  or  diagnoses 
present  on  the  claim  that  will  lead  to  higher 
payment.  Medicare  beneficiaries  will 
generally  have  multiple  secondary  diagnoses 
during  a  hospital  stay,  such  that  beneficiaries 
having  one  MCC  or  CC  will  frequently  have 
additional  conditions  that  also  will  generate 
higher  payment.  Only  a  small  percentage  of 
the  cases  will  have  only  one  secondary 
diagnosis  that  would  lead  to  a  higher 
payment.  Therefore,  if  at  least  one 
nonselected  secondary  diagnosis  that  leads  to 
higher  payment  is  on  the  claim,  the  case  will 
continue  to  be  assigned  to  the  higher  paying 
MS-DRG  and  there  will  be  no  Medicare 
savings  from  that  case.  In  addition,  as 
discussed  in  section  II.F.3.  of  the  preamble  of 
this  final  rule,  it  is  possible  to  have  two 
severity  levels  where  the  HAG  does  not  affect 
the  MS-DRG  assignment  or  for  an  MS-DRG 
not  to  have  severity  levels.  In  either  of  these 
circumstances,  the  case  will  continue  to  be 


assigned  to  the  higher  paying  MS-DRG  and 
there  will  be  no  Medicare  savings  from  that 
case. 

In  section  ILF.  of  the  preamble  of  this  final 
rule,  we  are  adding  two  HAGs  for  FY  2013; 
Surgical  Site  Infection  (SSI)  Following 
Gardiac  Implantable  Electronic  Device  (CIED) 
Procedures  and  Iatrogenic  Pneumothorax 
with  Venous  Gatheterization.  Similar  to  the 
current  HAGs,  only  a  very  small  number  of 
discharges  would  have  only  one  secondary 
diagnosis  that  would  lead  to  a  higher 
payment.  Therefore,  there  will  likely  be  very 
few  discharges  where  the  MS-DRG  is 
reassigned  for  these  proposed  conditions  and 
this  would  result  in  a  minimal  payment 
impact. 

The  HAG  payment  provision  went  into 
effect  on  October  1,  2008.  Our  savings 
estimates  for  the  next  5  fiscal  years  are 
shown  below: 


Year 

Savings 
(in  millions) 

FY  2013  . 

$24 

FY  2014  . 

26 

FY  2015  . 

28 

FY  2016  . 

30 

FY  2017  . 

33 

2.  Effects  of  Policy  Relating  to  New  Medical 
Service  and  Technology  Add-On  Payments 
In  section  ILL  of  the  preamble  to  this  final 
rule,  we  discuss  four  applications  for  add-on 
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payments  for  new  medical  services  and 
technologies  for  FY  2013,  as  well  as  the 
status  of  the  new  technology  that  w’as 
approved  to  receive  new  technology  add-on 
payments  in  FY  2012.  As  explained  in  that 
sertion.  add-on  payments  for  new'  technology 
under  section  1886(d)(5)(K)  of  the  Act  are  not 
required  to  be  budget  neutral.  As  discussed 
in  section  I1.I.4.  of  the  preamble  of  this  final 
rule,  we  are  approving  three  of  the  four 
applications  for  new  technology  add-on 
payments  for  FY  2013.  In  this  final  rule,  we 
also  are  continuing  to  make  new  technology 
add-on  payments  in  FY  2013  for  the 
AutoLITT™  (because  the  technology  is  still 
within  the  3-year  anniversan,’  of  the 
product’s  entry  onto  the  market).  VVe  note 
that  new  technology  add-on  payments  per 
case  are  limited  to  the  lesser  of  (1)  50  percent 
of  the  costs  of  the  new  technology  or  (2)  50 
percent  of  the  amount  by  which  the  costs  of 
the  case  exceed  the  standard  MS— DRG 
payment  for  the  case.  Because  it  is  difficult 
to  predict  ihe  actual  new  technology  add-on 
payment  for  each  case,  our  estimates  below 
are  based  on  the  increase  in  add-on  payments 
for  FY  2013  as  if  every  claim  that  w’ould 
qualify  for  a  new  technology  add-on  payment 
would  receive  the  maximum  add-on 
payment.  For  the  AutoLl'IT'  ^,  for  FY  2011, 
the  applicant  estimated  that  approximately 
170  Medicare  beneficiaries  would  be  eligible 
for  the  AutoLl  IT"^.  Therefore,  based  on  the 
applicant’s  estimate  from  FY  2011,  we 
currently  estimate  that  new  technology  add¬ 
on  payments  for  the  AutoLITT™  wjU 
increase  overall  FY  2013  payments  by 
$900,000.  For  Voraxaze*,  for  FY  2013,  the 
applicant  estimates  that  approximately  140 
Medicare  beneficiaries  will  be  eligible  for  the 
technology.  Therefore,  we  currently  estimate 
that  new  technology  add-on  payments  for 
Voraxaze*  will  increase  overall  FY  2013 
payments  by  $6,300,000.  For  Dificid™,  for 
FY  2013,  the  applicant  estimates  that 
approximately  40,138  Medicare  beneficiaries 
will  be  eligible  for  the  technology.  Therefore, 
we  currently  estimate  that  new  technology 
add-on  payments  for  Dificid™  will  increase 
overall  FY  2013  payments  by  $34,839,784. 
For  the  Zenith*  F.  Graft,  for  FY  2013,  the 
applicant  estimates  that  approximately  500 
Medicare  beneficiaries  will  be  eligible  for  the 
technology.  Therefore,  we  currently  estimate 
that  new  technology  add-on  payments  for  the 
Zenith*  F.  Graft  will  increase  overall  FY 
•2013  payments  by  $4,085,750.  The  total 
increase  in  overall  FY  2013  payments  due  to 
new  technology  add-on  payment  is  estimated 
to  be  $46,125,534. 

3.  Effects  of  Policy  Changes  Relating  to  SCHs 
In  section  IV.B.2.  of  the  preamble  of  this 
final  rule,  we  discuss  our  clarification  of  the 
regulations  related  to  the  termination  of  a 
hospital’s  status  as  an  SCH.  We  are  adding 
a  provision  to  the  regulations  to  clarify  that 
if  CMS  determines  that  the  hospital  was 
incorrectly  designated  as  an  SCH,  SCH  status 
may  be  cancelled  retroactively,  consistent 
with  the  provisions  at  42  CFR  405.1885.  We 
also  are  specifying  that  if  a  hospital  that  was 
incorrectly  designated  as  an  SCH  notifies 
CMS  of  that  error,  the  SCH  classification 
status  may  be  terminated  effective  30  days 
from  CMS’  date  of  determination.  We  believe 
it  is  difficult  to  quantify  the  payment  impact 


of  these  clarifications  because  we  cannot 
estimate  the  number  of  SCHs  that  will  be 
affected  by  these  policies.  However,  we 
believe  any  impact  will  be  insignificant 
because  the  policies  only  affect  hospitals  that 
were  incorrectly  classified  as  SCHs.  In  the 
proposed  rule,  we  solicited  public  comments 
on  these  issues.  Any  public  comments  that 
we  received  are  addressed  in  section  IV.B.2. 
of  the  preamble  of  this  final  rule. 

In  section  IV.B.3.  of  the  preamble  of  this 
final  rule,  we  discuss  our  addition  of  a 
provision  to  the  regulations  to  allow 
hospitals  that  are  currently  classified  as 
MDHs  to  apply  for  classification  as  SCHs 
upon  the  expiration  of  the  MDH  program,  on 
September  30,  2012.  We  are  providing  that, 
for  any  MDH  that  applies  for  SCH 
classification  at  least  30  days  prior  to  the 
expiration  of  the  MDH  program  and  requests 
that  SCH  classification  status  be  effective 
with  the  expiration  of  the  MDH  program,  and 
the  hospital  is  approved  for  SCH  status,  the 
effective  for  SCH  status  will  be  the  day 
following  the  expiration  of  the  MDH 
program.  We  believe  it  is  difficult  to  quantify 
the  payment  impact  of  this  policy  because  we 
cannot  estimate  the  number  of  MDHs  that 
will  be  applying  for  SCH  status. 

4.  Effects  of  the  Payment  Adjustment  for 
Low-Volume  Hospitals  for  FY  2013 

In  section  IV.D.  of  the  preamble  to  this 
final  rule,  we  discuss  the  provisions  of  the 
Affordable  Care  Act  that  expanded  the 
definition  of  low-volume  hospital  and 
modified  the  methodology  for  determining 
the  payment  adjustment  for  hospitals 
meeting  that  definition  for  FYs  2011  and 
2012.  In  accordance  with  section  1886(d)(12) 
of  the  Act,  beginning  with  FY  2013,  the  low- 
volume  hospital  definition  and  payment 
adjustment  methodology  will  revert  back  to 
the  statutory  requirements  that  were  in  effect 
prior  to  the  amendments  made  by  the 
Affordable  Care  Act.  Therefore,  effective  for 
FY  2013  and  subsequent  years,  in  order  to 
qualify  as  a  low- volume  hospital,  a 
subsection  (d)  hospital  must  be  more  than  25 
road  miles  from  another  subsection  (d) 
hospital  and  have  less  than  200  discharges 
(that  is,  less  than  200  discharges  total, 
including  both  Medicare  and  non-Medicare 
discharges)  during  the  fiscal  year. 

Based  on  FY  2011  claims  data  (March  2012 
update  of  the  MedPAR  file),  we  estimate  that 
approximately  600  hospitals  in  our  database 
qualified  as  a  low-volume  hospital  for  FY 
2012,  but  will  no  longer  meet  the  mileage  • 
and  discharges  criteria  to  qualify  as  a  low- 
volume  hospital  under  section  1886(d)(12)  of 
the  Act  for  FY  2013.  Because  we  estimate 
that  these  hospitals  will  no  longer  qualify  for 
the  low-volume  hospital  adjustment  in  FY 
2013  (due  to  the  statutory  change  in  the 
qualifying  criteria),  we  project  that  these 
hospitals  will  experience  a  decrease  in 
payments  of  approximately  $318  million  in 
FY  2013  as  compared  to  the  payments  that 
they  would  have  otherwise  received  in  FY 
2013  in  absence  of  the  statutory  change  in  the 
low-volume  hospital  qualifying  criteria. 


5.  Effects  of  Policy  Changes  Relating  to 
Payment  Adjustments  for  Medicare 
Disproportionate  Share  Hospitals  (DSHs)  and 
Indirect  Medical  Education  (IME) 

In  section  IV. F.  of  the  preamble  of  this  final 
rule,  we  discuss  our  finalization  of  a  proposal 
to  include  ancillary  labor  and  delivery  beds 
in  the  available  bed  count  used  to  determine 
the  DSH  payment  adjustment  and  the  IME 
payment  adjustment.  The  impact  of  the 
changes  to  the  DSH  payment  adjustment 
should  be  negligible,  as  the  DSH  payment 
adjustment  is  determined  mainly  by  the 
demographic  composition  of  an  individual 
hospital’s  patient  population,  and  not  its 
overall  bed  count.  However,  we  note  that 
some  hospitals’  bed  counts  do  not  meet  the 
minimum  threshold  required  to  qualify  for 
thS  DSH  payment  adjustment.  For  these 
hospitals  that  do  not  meet  the  minimum  bed 
count  required  to  qualify  for  the  DSH 
payment  adjustment,  an  increase  in  the 
number  of  available  beds  could  now  allow 
them  to  qualify  for  the  DSH  payment 
adjustment.  For  purposes  of  the  IME  payment 
adjustment,  an  increase  in  a  hospital’s 
number  of  available  beds  would  result  in  a 
decrease  in  the  resident-to-bed  ratio.  The 
inclusion  of  bed  days  associated  with  labor 
and  delivery  patients  in  the  available  bed 
count  for  IME  will  increase  the  available 
beds,  decrease  the  resident-to-bed  ratio,  and, 
consequently,  decrease  IME  payments  to 
teaching  hospitals,  depending  on  the  number 
of  these  hospitals’  labor  and  delivery  beds. 
Based  on  labor  and  delivery  patient  days 
currently  reported  in  the  Medicare  hospital 
cost  report  database,  we  estimate  that  the 
inclusion  of  labor  and  delivery  beds  in  the 
available  bed  day  count  will  decrease  IME 
payments  by  $40  million  in  FY  2013. 

Comment:  One  commenter  was  unable  to 
replicate  our  proposed  estimate  of  $170  in 
savings  due  to  the  inclusion  of  labor  and 
delivery  days  in  the  available  bed  day  count 
for  IME.  The  commenter  sought  additional 
information  on  how  the  estimate  was  made. 

Response:  We  thank  the  commenter  for  the 
comment.  In  the  proposed  rule,  we 
determined  our  estimate  based  on  Medicare 
hospital  cost  report  data  from  2010,  which  is 
the  most  recently  available  data  for  when 
hospitals  began  reporting  their  labor  and 
delivery  patient  days.  We  used  these  data  to 
estimate  the  number  of  available  bed  days 
with  the  inclusion  of  the  labor  and  delivery 
patient  days  for  teaching  hospitals.  We  then 
calculated  the  change  in  IME  payments  with 
the  revised  bed  count.  Because  only  a  subset 
of  providers  had  submitted  their  2010 
Medicare  hospital  cost  report  data  at  the  time 
of  our  estimate,  we  had  to  extrapolate  our 
estimate  to  apply  to  all  teaching  hospitals.  In 
the  proposed  rule,  we  inadvertently  added 
our  estimate  of  labor  and  delivery  bed  days 
to  hospitals’  total  bed  day  count,  not  their 
bed  day  count  used  to  determine  IME 
payments,  resulting  in  a  greater  estimate  of 
savings.  We  have  corrected  our  estimate  of 
savings  to  $40  million,  as  stated  above  in  this 
final  rule. 
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6.  Effects  of  the  Policy  Changes  Relating  to 
GME  and  IME 

a.  Effects  of  Clarification  and  Policy 
Regarding  Timely  Filing  Requirements  Under 
Fee-for-Service  Medicare 

In  section  1V.E.2.  of  the  preamble  of  this 
final  rule,  we  discuss  a  clarification  related 
to  the  time  limits  for  filing  claims  for  IME, 
direct  GME,  and  nursing  and  allied  health 
education  payments  for  services  furnished  to 
MA  enrollees.  This  clarification  is  intended 
to  make  clear  to  hospitals  that  they  must 
folloiv  the  regulations  governing  the  time 
limits  for  filing  claims  at  §424.44  in  order  to 
receive  IME,  and/or  direct  GME,  and/or 
nursing  or  allied  health  education  program 
payments  associated  with  Medicare 
Advantage  enrollees.  Because  we  are  not 
making  any  policy  changes  (but  rather 
clarifying  the  existing  timely  filing 
requirements),  there  is  no  financial  impact 
for  this  clarification. 

In  section  IV.E.2.  of  the  preamble  of  this 
final  rule,  we  also  are  adopting  a  policy 
under  which  hospitals  that  are  required  to 
submit  no  pay  bills  for  services  furnished  on 
a  prepaid  capitation  basis  by  an  MA 
organization,  or  through  cost  settlement  with 
either  a  health  maintenance  organization,  a 
competitive  medical  plan,  a  health  care 
prepayment  plan,  or  a  demonstration,  for  the 
purpose  of  calculating  the  DPP  that  is  used 
in  determining  the  DSH  payment  adjustment 
must  do  so  within  the  time  limits  for  filing 
claims  at  §424.44.  We  do  not  anticipate  that 
this  policy  will  have  any  impact,  as  providers 
are  already  submitting  no  pay  bills  for 
purposes  of  the  DPP. 

b.  Effects  of  Policy  Changes  Relating  to  New 
Teaching  Hospitals:  New  Program  Growth 
From  3  Years  to  5  Years 

In  section  IV. 1. 2.  of  the  preamble  of  this 
final  rule,  we  discuss  our  finalization  of  a 
proposal  to  extend  the  period  a  new  teaching 
hospital  has  to  establish  its  caps  for  direct 
GME  and  IME  payment  purposes  from  3 
years  to  5  years.  We  are  revising  the 
regulations  to  state  that  if  a  new  teaching 
hospital  participates  in  training  residents  in 
a  new  program  for  the  first  time  on  or  after 
October  1,  2012,  that  new  teaching  hospital’s 
caps  will  be  based  on  the  products  of  the 
highest  number  of  FTE  residents  training  in 
any  program  year  during  the  fifth  year  of 
each  new  program’s  existence  for  all  new 
residency  training  programs  and  the  number 
of  years  in  which  residents  are  expected  to 
complete  the  program  based  on  the  minimum 
accredited  length  for  each  type  of  program. 
The  cap  will  be  applied  beginning  with  the 
sixth  academic  year  of  the  first  new  program. 
We  note  that,  in  the  preamble,  we  have  also 
provided  a  formula  for  calculating  the  FTE 
resident  cap  when  residents  in  the  new 
program  rotate  to  more  than  one  hospital 
during  the  5  years.  We  believe  the  expansion 
of  the  cap-building  period  from  3  years  to  5 
years  would  make  our  policies  for  the 
establishment  of  a  hospital’s  cap  more 
compatible  with  current  accreditation 
requirements  that  hospitals  must  meet  to 
establish  new  residency  training  programs. 
We  estimate  that  these  policies  will  cost 
approximately  $175  million  over  the  next  10 
years.  However,  because  these  changes  to  the 


cap  growth  period  from  3  years  to  5  years 
will  only  affect  new  programs  beginning  on 
or  after  October  1,  2012,  we  estimate  that  no 
cost  will  be  incurred  until  FY  2016.  This 
estimate  assumes  that  there  could  be  20  new 
teaching  hospitals  each  year, 

c.  Effects  of  Changes  Relating  to  5-Year 
Period  Following  Implementation  of 
Reductions  and  Increases  to  Hospitals’  FTE 
Resident  Caps  for  GME  Payment  Purposes 
Under  Section  5503  of  the  Affordable  Care 
Act 

In  section  IV. 1. 3.  of  the  preamble  of  this 
final  rule,  we  discuss  our  final  policies 
related  to  the  5-year  period  following 
implementation  of  reductions  and  increases 
to  hospitals’  FTE  resident  caps  for  GME 
payment  purposes  under  section  5503  of  the 
Affordable  Care  Act.  Section  5503  of  the 
Affordable  Care  Act  amended  the  Medicare 
statute  by  adding  a  new  section  1886(h)(8)  of 
the  Act,  which  provides  for  reductions  in  the 
statutory  FTE  resident  caps  for  direct  GME 
and  IME  under  Medicare  for  certain 
hospitals,  and  authorizes  a  “redistribution” 
to  certain  hospitals  of  the  estimated  number 
of  FTE  resident  slots  resulting  from  the 
reductions.  The  amendments  made  by 
section  5503  also  specify  that  a  hospital  that 
receives  an  increase  in  its  cap  shall  ensure, 
during  the  5-year  period  beginning  on  the 
date  of  such  increase  (July  1,  2011),  that 
certain  requirements,  referred  to  as  the 
primary  care  average  and  75-percent 
threshold,  are  met  in  order  to  retain  those 
slots.  Otherwise,  the  Medicare  statute 
authorizes  the  Secretary  to  reduce  the  FTE 
caps  of  the  hospital  if  the  hospital  fails  to 
meet  either  of  those  requirements. 

Because  the  statutorily  directed  criteria  for 
consideration  in  awarding  slots  under  .section 
5503  included  the  requirement  that  hospitals 
applying  for  slots  demonstrate  the  likelihood 
of  filling  the  slots  within  the  first  three  cost 
reporting  periods  beginning  on  or  after  July 
1,  2011,  and  we  relied  on  that  information  in 
awarding  slots,  we  proposed  that  a  hospital 
that  received  section  5503  slots  must  fill  at 
least  half  of  its  section  5503  slots,  IME  and 
direct  GME  respectively,  in  at  least  one  of  the 
following  timeframes:  "The  first  12-month 
cost  reporting  period  of  the  5-year  period, 
and/or  in  its  second  12-month  cost  reporting 
period  and/or  in  its  third  12-month  cost 
reporting  period  of  the  5-year  period,  or  lose 
its  section  5503  slots.  We  also  proposed  that 
the  hospital  must  fill  all  of  the  slots  it 
received  by  its  final  cost  reporting  period 
beginning  during  the  timefirame  of  July  1, 
2011,  through  June  30,  2016,  or  lose  all  of  its 
section  5503  slots  after  June  30,  2016. 
However,  based  on  public  comments 
received,  we  are  instead  finalizing  a  policy 
under  which,  regardless  of  whether  slots  are 
used  for  new  programs  or  expansions  of 
existing  programs,  the  Medicare  contractors 
will  remove  the  applicable  unused  section  . 
5503  slots  for  portions  of  cost  reporting 
periods  on  or  after  July  1,  2016.  The  slots  that 
are  removed  will  be  distributed  to  other 
hospitals.  We  also  are  finalizing  an 
additional  policy  regarding  slots  used 
specifically  for  program  expansions  under 
which  in  determining  the  applicable  unused 
slots  for  purposes  of  reductions  for  cost 
reporting  periods  on  or  after  July  1,  2016,  the 


slots  used  are  equal  to  the  lesser  of  the 
number  of  slots  used  in  the  fourth  12-month 
cost  report  or  the  final  cost  report. 

We  believe  the  impact  of  these  policies 
regarding  the  timing  of  the  use  of  these 
section  5503  slots  is  budget  neutral.  We 
believe  that  hospitals  will  take  the  steps 
necessary  to  comply  with  the  section  5503 
requirements  to  ensure,  to  the  best  of  their 
ability,  that  they  will  not  lose  their  section 
5503  slots.  We  also  believe  that  section  5503 
slots  are  valuable  enough  to  hospitals  that  it 
is  worthwhile  for  hospitals  to  fill  as  many  of 
their  section  5503  slots  as  possible  in 
accordance  with  the  policy  in  this  final  rule, 
because  not  doing  so  would  mean  the  loss  of 
unused  section  5503  slots  after  Year  5  ends. 
Furthermore,  section  1886(h)(8)(B)(iii)  of  the 
Act  instructs  the  Secretary  to  redistribute 
positions  that  are  removed  from  hospitals 
that  fail  to  meet  the  requirements  at  section 
1886(h)(8)(B)(ii)  of  the  Act;  therefore,  the 
section  5503  slots  would  ultimately  be  filled 
and  paid  for  by  Medicare  regardless.  Thus, 
there  will  be  neither  an  additional  cost  due 
to  these  policies  nor  savings  related  to  these 
policies. 

d.  Preservation  of  Resident  Cap  Positions 
From  Closed  Hospitals  (Section  5506  of  the 
Affordable  Care  Act) 

In  section  IV. 1. 4.  of  the  preamble  of  this 
final  rule,  we  discuss  our  clarifications  of 
existing  policy  related  to  section  5506  of  the 
Affordable  Care  Act.  Section  5506  amended 
the  Medicare  statute  to  add  a  provision  that 
instructs  the  Secretary  to  establish  a  process 
by  regulation  under  which,  in  the  event  a 
teaching  hospital  closes,  the  Secretary  will 
permanently  increase  the  FTE  resident  caps 
for  hospitals  that  meet  certain  criteria  up  to 
the  number  of  the  closed  hospital’s  FTE 
resident  caps.  The  Secretary  is  directed  to 
ensure  that  the  total  number  of  FTE  resident 
cap  slots  distributed  is  not  to  exceed  the 
amount  of  slots  in  the  closed  hospital’s  direct 
GME  and  IME  FTE  resident  caps, 
respectively.  The  regulations  and  application 
process  regarding  section  5506  were 
implemented  in  the  November  24,  2010  final 
rule  with  comment  period  (75  FR  72212). 

The  provisions  included  in  the  preamble  of 
this  final  rule  are  generally  administrative  in 
nature,  related  to  the  rules  regarding  the 
application  of  section  5506,  minor  changes  or 
clarifications  to  the  ranking  criteria  on  the 
applications,  changes  or  clarifications 
regarding  the  effective  dates  of  slots  awarded 
under  section  5506,  and  reiteration  that  the 
regulations  at  §  413.79(h)  regarding 
temporary  FTE  resident  caps  for  displaced 
residents,  and  the  attending  exemption  from 
the  3-year  rolling  average  and  resident-to-bed 
ratio  cap  are  being  preserved.  Therefore, 
there  is  no  financial  impact  for  these  section 
5506  provisions. 

7.  Effects  of  Changes  Relating  to  the 
Reporting  Requirements  for  Pension  Costs  for 
Medicare  Cost-Finding  Purposes 

In  section  IV.J.  of  the  preamble  of  this  final 
rule,  we  discuss  finalizing  our  proposal  to 
amend  two  existing  regulations  to  conform 
these  regulations  to  the  final  policy  we 
adopted  in  the  FY  2012  IPPS/LTCH  PPS  final 
rule  (76  FR  51693  through  51597)  with  regard 
to  pension  costs  for  Medicare  cost-finding 
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purposes.  Because  we  are  making  only 
conforming  changes  to  the  regulations  and 
not  further  moditying  the  policy  we 
finalized,  there  is  no  impact  on  hospitals  for 
these  changes  for  FY  2013. 

8.  Effects  of  Implementation  of  Rural 
Community  Hospital  Demonstration  Program 

In  section  IV.K.  of  the  preamble  of  this 
final  rule,  we  discuss  our  implementation  of 
section  410A  of  Public  Law  108—173,  as 
amended,  which  requires  the  Secretary  to 
conduct  a  demonstration  that  would  modify 
reimbursement  for  inpatient  services  for  up 
to  30  rural  community  hospitals.  Section 
410A(c)(2)  requires  that  “(iln  conducting  the 
demonstration  program  under  this  section, 
the  Secretary  shall  ensure  that  the  aggregate 
payments  made  by  the  Secretaiy'  do  not 
exceed  the  amount  which  the  Secretary 
would  have  paid  if  the  demonstration 
program  under  this  section  was  not 
implemented."  As  discussed  in  section  IV.K. 
of  the  preamble  of  this  final  rule,  in  the  IPPS 
final  rules  for  each  of  the  previous  8  fiscal 
years,  we  have  estimated  the  additional 
payments  made  by  the  program  for  each  of 
the  participating  hospitals  as  a  result  of  the 
demonstration.  In  order  to  achieve  budget 
neutrality,  we  are  adjusting  the  national  IPPS 
rates  by  an  amount  sufficient  to  account  for 
the  added  costs  of  this  demonstration.  In 
other  words,  we  are  applying  budget 
neutrality  across  the  payment  system  as  a 
whole  rather  than  merely  across  the 
participants  of  this  demonstration.  We 
believe  that  the  language  of  the  statutory 
budget  neutrality  requirement  permits  the 
agency  to  implement  the  budget  neutrality 
provision  in  this  manner.  The  statutory 
language  requires  that  “aggregate  payments 
made  by  the  Secretary  dp  not  exceed  the 
amount  which  the  Secretary  would  have  paid 
if  the  demonstration  *  *  *  was  not 
implemented”  but  does  not  identify  the  range 
across  which  aggregate  payments  must  be 
held  equal. 

We  are  adjusting  the  national  IPPS  rates 
according  to  the  methodology’  set  forth 
elsewhere  in  this  final  rule.  The  adjustment 
to  the  national  IPPS  rates  to  account  for 
estimated  demonstration  cost  for  FY  2013  for 
the  7  “pre-expansion”  participating  hospitals 
that  are  currently  participating  in  the 
demonstration  and  the  16  additional 
hospitals  participating  as  a  result  of  the 
expansion  of  the  demonstration  under  the 
Affordable  Care  Act  is  $34,288,129.  We  note 
that  we  proposed  that  if  settled  cost  reports 
for  all  of  the  demonstration  hospitals  that 
participated  in  the  applicable  fiscal  year 
(2007.  2008,  2009,  or  2010)  were  made 
available  prior  to  this  FY  2013  IPPS/LTCH 
PPS  final  rule,  we  would  incorporate  into  the 
FY  2013  budget  neutrality  offset  amoimt  the 
difference  between  the  final  cost  of  the 
demonstration  in  any  of  these  years  and  the 
budget  neutrality  offset  amount  applicable  to 
such  year  as  finalized  in  the  respective  year’s 
IPPS  final  rule.  The  estimated  amount  of 
$34,288,129  does  not  account  for  any 
differences  between  the  cost  of  the 
demonstration  program  for  hospitals 
participating  in  the  demonstration  for  FYs 
2007  throu^  2010  and  the  amounts  that 
were  offset  by  the  budget  neutrality 
adjustment  for  these  years  because  the 


specific  numeric  value  associated  with  this 
component  of  the  adjustment  to  the  national 
IPPS  rates  cannot  be  known  at  this  time.  This 
is  because  the  large  majority  of  settled  cost 
reports  beginning  in  FYs  2007  through  2010 
for  the  hospitals  participating  in  the 
demonstration  during  those  years  also  are  not 
available  at  this  time. 

9.  Effects  of  Change  in  Effective  Date  for 
Policies  Relating  to  Hospital  Services 
Furnished  Under  Arrangements 
In  section  IV.L.  of  the  preamble  of  this  final 
rule,  we  discuss  that,  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51711  through 
51714),  we  limited  the  circumstances  under 
which  a  hospital  may  furnish  services  to 
Medicare  beneficiaries  “under 
arrangements.”  Under  the  revised  policy, 
“routine  services”  (that  is,  bed,  board,  knd 
nursing  and  other  related  services)  must  be 
provided  in  the  hospital  in  which  the  patient 
is  a  registered  inpatient  in  order  for  the 
services  to  be  considered  as  being  provided 
by  the  hospital.  Routine  services  furnished  to 
Medicare  beneficiaries  as  inpatients  of  the 
hospital  are  considered  services  furnished  by 
the  hospital.  Only  diagnostic  and  therapeutic 
services  (that  is,  ancillary  services)  may  be 
provided  under  arrangements  outside  the 
hospital.  We  have  become  aware  that  a 
number  of  affected  hospitals  need  additional 
time  to  restructure  existing  arrangements  and 
establish  necessary  operational  protocols  to 
comply  with  this  requirement.  Therefore,  as 
we  proposed,  we  are  postponing  the  effective 
date  of  the  revised  policy  change  from 
services  provided  on  or  after  October  1,  2011, 
to  cost  reporting  periods  beginning  in  FY 
2014.  We  have  determined  that  the  impact  of 
this  effective  date  change  is  negligible. 

I.  Effects  of  Changes  in  the  Capital  IPPS 
1.  General  Considerations 
For  the  impact  analysis  presented  below, 
we  used  data  from  the  March  2012  update  of 
the  FY  201 1  MedPAR  file  and  the  March 
2012  update  of  the  Provider-Specific  File 
(PSF)  that  is  used  for  payment  purposes. 
Although  the  analyses  of  the  changes  to  the 
capital  prospective  payment  system  do  not 
incorporate  cost  data,  we  used  the  March 
2012  update  of  the  most  recently  available 
hospital  cost  report  data  (FYs  2009  and  2010) 
to  categorize  hospitals.  Our  analysis  has 
several  qualifications.  We  use  the  best  data 
available  and  make  assumptions  about  case- 
mix  and  beneficiary  enrollment  as  described 
below.  (As  discussed  in  greater  detail  in 
section  V.E.  of  the  preamble  of  this  final  rule, 
at  this  time,  we  are  not  adopting  our  proposal 
to  make  an  additional  —0.8  percent 
adjustment  to  the  national  capital  Federal 
rate  in  FY  2013  to  account  for  the  effect  of 
changes  in  case-mix  resulting  from 
documentation  and  coding  changes  that  do 
not  reflect  real  changes  in  the  case-mix  in 
light  of  the  adoption  of  MS-DRGs.  However, 
the  cumulative  documentation  and  coding 
adjustment  factor  of  0.9479  applied  in 
determining  the  FY  2012  capital  Federal  rate 
remains  applied  to  that  rate.  We  also  note,  as 
we  proposed,  we  are  not  making  any  further 
adjustments  to  the  Puerto  Rico-specific 
capital  rate  in  FY  2013  to  account  for  changes 
in  documentation  and  coding.) 


Due  to  the  interdependent  nature  of  the 
IPPS,  it  is  very  difficult  to  precisely  quantify 
the  impact  associated  with  each  change.  In 
addition,  we  draw  upon  various  sources  for 
the  data  used  to  categorize  hospitals  in  the 
tables.  In  some  cases  (for  instance,  the 
number  of  beds),  there  is  a  fair  degree  of 
variation  in  the  data  from  different  sources. 

We  have  attempted  to  construct  these 
variables  with  the  best  available  sources 
overall.  However,  it  is  possible  that  some 
individual  hospitals  are  placed  in  the  wrong 
category. 

Using  cases  from  the  March  2012  update  of 
the  FY  2011  MedPAR  file,  we  simulated 
payments  under  the  capital  IPPS  for  FY  2012 
and  FY  2013  for  a  comparison  of  total 
payments  per  case.  Any  short-term,  acute 
care  hospitals  not  paid  under  the  general 
IPPS  (Indian  Health  Service  hospitals  and 
hospitals  in  Maryland)  are  excluded  from  the 
simulations. 

The  methodology  for  determining  a  capital 
IPPS  payment  is  set  forth  at  §412. 312.  The 
basic  methodology  for  calculating  capital 
IPPS  payments  in  FY  2013  is  as  follows: 

(Standard  Federal  Rate)  x  (DRG  weight)  x 
(GAF)  X  (COLA  for  hospitals  located  in 
Alaska  and  Hawaii)  x  (1  +  DSH  Adjustment 
Factor  +  IME  adjustment  factor,  if 
applicable). 

In  addition  to  the  other  adjustments, 
hospitals  may  also  receive  outlier  payments 
for  those.cases  that  qualify  under  the 
threshold  established  for  each  fiscal  year.  We 
modeled  payments  for  each  hospital  by 
multiplying  the  capital  Federal  rate  by  the 
GAF  and  the  hospital’s  case-mix.  We  then 
added  estimated  payments  for  indirect 
medical  education,  disproportionate  share, 
and  outliers,  if  applicable.  For  purposes  of 
this  impact  analysis,  the  model  includes  the 
following  assumptions: 

•  We  estimate  that  the  Medicare  case-mix 
index  will  increase  by  0.5  percent  in  both 
FYs  2012  and  2013. 

•  We  estimate  that  the  Medicare 
discharges  will  be  approximately  12.5 
million  in  FY  2012  and  12.9  million  in  FY 
2013. 

•  The  capital  Federal  rate  was  updated 
beginning  in  FY  1996  by  an  analytical 
framework  that  considers  changes  in  the 
prices  associated  with  capital-related  costs 
and  adjustments  to  account  for  forecast  error, 
changes  in  the  case-mix  index,  allowable 
changes  in  intensity,  and  other  factors.  As 
discussed  in  section  III.A.l.a.  of  the 
Addendum  to  this  final  rule,  the  update  is 
1.2  percent  for  FY  2013. 

•  In  addition  to  the  FY  2013  update  factor, 
the  FY  2013  capital  Federal  rate  was 
calculated  based  on  a  GAF/DRG  budget 
neutrality  adjustment  factor  of  0.9998,  and  an 
outlier  adjustment  factor  of  0.9362. 

2.  Results 

We  used  the  actuarial  model  described 
above  to  estimate  the  potential  impact  of  our 
changes  for  FY  2013  on  total  capital 
payments  per  case,  using  a  universe  of  3,423 
hospitals.  As  described  above,  the  individual 
hospital  payment  parameters  are  taken  firom 
the  best  available  data,  including  the  March 
2012  update  of  the  FY  2011  MedPAR  file,  the 
March  2012  update  to  the  PSF,  and  the  most 
recent  cost  report  data  from  the  March  2012 
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update  of  HCRIS.  In  Table  III,  we  present  a 
comparison  of  estimated  total  payments  per 
case  for  FY  2012  and  estimated  total 
payments  per  case  for  FY  2013  based  on  the 
FY  2013  payment  policies.  Column  2  shows 
estimates  of  payments  per  case  under  our 
model  for  FY  2012.  Column  3  shows 
estimates  of  payments  per  case  under  our 
model  for  FY  2013.  Column  4  shows  the  total 
percentage  change  in  payments  from  FY  2012 
to  FY  2013.  The  change  represented  in 
Column  4  includes  the  1.2  percent  update  to 
the  capital  Federal  rate  and  other  changes  in 
the  adjustments  to  the  capital  Federal  rate. 
The  comparisons  are  provided  by:  (1) 
Geographic  location;  (2)  region:  and  (3) 
payment  classification. 

The  simulation  results  show  that,  on 
average,  capital  payments  per  case  in  FY 
2013  are  expected  to  increase  as  compared  to 
capital  payments  per  case  in-FY  2012. 
However,  the  capital  Federal  rate  for  FY  2013 
will  increase  approximately  1.0  percent  as 
compared  to  the  FY  2012  capital  Federal  rate. 
The  changes  to  the  GAFs  are  expected  to 
result,  on  average,  in  a  slight  decrease  in 
capital  payments  for  most  regions  with 
certain  exceptions.  The  regional  variations  in 
the  estimated  change  in  capital  payments  are 
consistent  with  the  changes  in  payments  due 
to  changes  in  the  wage  index  (and  policies 
affecting  the  wage  index)  shown  in  Table  I 
in  section  I.  of  this  Appendix. 

We  also  are  estimating  a  slight  increase  in 
outlier  payments  in  FY  2013  as  compared  to 
FY  2012.  This  is  primarily  because  of  the 
decrease  to  the  outlier  fixed-loss  amount 
(discussed  in  section  II.A.4.f.  of  the 
Addendum  to  this  final  rule).  In  addition, 
this  estimated  increase  in  outlier  payments  is 
based  on  the  FY  2011  claims  from  the  March 
2012  update  of  the  MedPAR  file,  and  we  are 
currently  estimating  that  FY  2013  capital 
outlier  payments  will  be  slightly  more  than 
the  projected  6.18  percent  used  to  determine 


the  outlier  offset  that  we  applied  in 
determining  the  FY  2012  capital  Federal  rate. 

The  net  impact  of  these  changes,  as 
discussed  above,  is  an  estimated  1.8  percent 
change  in  capital  payments  per  discharge 
from  FY  2012  to  FY  2013  for  all  hospitals  (as 
shown  below  in  Table  III). 

The  geographic  comparison  shows  that,  on 
average,  all  hospitals  are  expected  to 
experience  an  increase  in  capital  IPPS 
payments  per  case  in  FY  2013  as  compared 
to  FY  2012.  These  increases  are  primarily 
due  to  the  estimated  increase  in  capital 
outlier  payments.  Capital  IPPS  payments  per 
case  for  large  urban  hospitals  are  estimated 
to  increase  2.0  percent,  while  other  urban 
hospitals  are  expected  to  experience  a  1.7 
percent  increase.  Rural  hospitals,  on  average, 
are  expected  to  experience  a  1.5  percent 
increase  in  capital  payments  per  discharge 
from  FY  2012  to  FY  2013. 

The  comparisons  by  region  show  that  the 
estimated  increases  in  capital  payments  per 
discharge  from  FY  2012  to  FY  2013  in  urban 
areas  ranges  from  a  0.8  percent  increase  for 
the  New  England  urban  region  to  a  3.2 
percent  increase  for  the  Pacific  urban  region. 
For  urban  regions,  the  changes  to  the  GAFs 
are  expected  to  have  ^  slightly  negative  effect 
on  capital  IPPS  payments  per  discharge. 
However,  for  the  Pacific  urban  region,  as  well 
as  the  Mountain  urban  region  and  the  Puerto 
Rico  urban  region,  a  large  part  of  the 
expected  increase  in  capital  IPPS  payments 
per  discharge  is  due  to  the  GAFs.  This  is 
primarily  due  to  changes  in  the  wage  index 
for  hospitals  located  in  that  area  as  discussed 
in  section  I.  of  this  Appendix. 

Whereas  the  Pacific  urban  region  is 
estimated  to  experience  the  largest  increase 
in  capital  IPPS  payment  per  discharge,  the 
estimated  increase  for  the  Pacific  rural  region 
is  the  lowest  at  0.4  percent.  The  largest 
percentage  increase  in  capital  payments  per 
discharge  from  FY  2012  to  FY  2013  for  rural 


regions  is  estimated  for  the  Mountain  rural 
region  to  be  2.9  percent.  The  Puerto  Rico 
rural  region  is  estimated  to  experience  a  2.5 
percent  increase  in  capital  payments  per 
discharge  in  FY  2013  compared  to  FY  2012. 

Hospitals  of  all  type  of  ownership  (that  is, 
voluntary  hospitals,  government  hospitals, 
and  proprietary  hospitals)  are  estimated  to 
experience  an  increase  in  capital  payments 
per  case  from  FY  2012  to  FY  2013.  The 
increase  in  capital  payments  for  both 
voluntary  and  proprietary  hospitals  is 
estimated  at  1.8  percent,  and  government 
hospitals  are  estimated  to  experience  a  2.0 
percent  increase  in  capital  payments  per  case 
from  FY  2012  to  FY  2013. 

Section  1886(d)(10)  of  the  Act  established 
the  MGCRB.  Hospitals  may  apply  for 
reclassification  for  purposes  of  the  wage 
index  for  FY  2013.  Reclassification  for  wage 
index  purposes  also  affects  the  GAFs  because 
that  factor  is  constructed  from  the  hospital 
wage  index.  To  present  the  effects  of  the 
hospitals  being  reclassified  for  FY  2013,  we 
show  the  average  capital  payments  per  case 
for  reclassified  hospitals  for  FY  2013.  As 
with  all  other  categories,  reclassified 
hospitals  are  expected  to  experience  an 
increase  in  capital  payments.  The  estimated 
percentage  increase  for  urban  reclassified 
hospitals  is  2.0  percent,  and  1.9  percent  for 
urban  nonreclassified  hospitals.  Rural 
reclassified  hospitals  are  estimated  to 
experience  a  1.6  percent  increase  in  capital 
payments  per  discharge  from  FY  2012  to  FY 
2013,  while  rural  nonreclassified  hospitals 
are  estimated  to  experience  a  1.3  percent 
increase  in  capital  payments  per  case.  Other 
reclassified  hospitals  (that  is,  hospitals 
reclassified  under  section  1886(d)(8)(B)  of  the 
Act)  are  expected  to  experience  a  1.0  percent 
increase  in  capital  pavments  from  FY  2012  to 
FY  2013. 


Table  III— Comparison  of  Total  Payments  per  Case 

[FY  2012  payments  compared  to  FY  2013  payments] 


• 

Number  of 
hospitals  1 

Average 

FY  2012 
payments/ 
case 

Average 
FY2013  1 

payments/  ] 
case 

Percentage 

change 

By  Geographic  Location: 

1 

1 

All  hospitals  . 

3,423 

794  1 

809 

1.8 

Large  urban  areas  (populations  over  1  million)  . 

1,373 

876 

894  1 

2.0 

Other  urban  areas  (populations  of  1  million  of  fewer)  . 

1,124 

777 

790  i 

1.7 

Rural  areas  . r. . . . 

926 

550 

558  j 

1.5 

Urban  hospitals . 

2,497 

832 

847 

1.9 

0-99  beds . 

633 

678 

692 

1.9 

100-199  beds . 

780 

717 

730 

1.8 

200-299  beds . , . 

448 

769 

783 

1.8 

300-499  beds . : . 

430 

846 

863 

1.9 

500  or  more  beds . . . 

206 

1,002 

1,020 

1.8 

Rural  hospitals . 

926 

550 

558 

1.5 

0-49  beds . 

321 

439 

445 

1.2 

50-99  beds . 

347 

505 

513 

1.6 

100-149  beds . 

153 

545 

551 

1.1 

150-199  beds . 

58 

I  613 

622 

1.6 

200  or  more  beds . 

47 

669 

i  681 

1.7 

By  Region: 

1 

1 

Urban  by  Region  . 

2,497 

832 

847 

1.9 

New  England  . . . 

120 

901 

908 

0.8 

Middle  Atlantic  . 

318 

i  884 

895 

1.3 

South  Atlantic  . 

380 

i  772 

i  784 

1  1.5 
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Table  III— Comparison  of  Total  Payments  per  Case— Continued 

[FY  201 2  payments  compared  to  FY  201 3  payments] 


• 

Number  of 
hospitals 

Average 

FY  2012 
payments/ 
case 

Percentage 

change 

East  North  Central . 

399 

797 

813 

2.1 

East  South  Central  . 

151 

726 

734 

1.1 

West  North  Central . 

165 

822 

842 

2.4 

West  South  Central  . 

372 

784 

1.7 

Mountain . . 

159 

856 

877 

2.5 

Pacific  . 

382 

1,040 

3.2 

Puerto  Rico . 

51 

377 

386 

2.4 

Rural  by  Region . . . 

926 

550 

558 

1.5 

New  England  . 

23 

743 

759 

2.1 

Middle  Atlantic  . : . 

69 

573 

582 

1.5 

South  Atlantic  . 

166 

537 

544 

1.3 

East  North  Central . ; . 

120 

581 

2.0 

East  South  Central  . . . 

173 

509 

1.2 

West  North  Central  . . 

98 

581 

588 

1.2 

West  South  Central  . 

181 

490 

496 

1.2 

Mountain . . . 

65 

575 

592 

2.9 

Pacific  . 

30 

711 

714 

0.4 

Puerto  Rico . 

1 

153 

157 

2.5 

By  Payment  Classification: 

All  hospitals  . 

3,423 

794 

809 

1.8 

Large  urban  areas  (populations  over  1  million)  . . . 

1,383 

875 

893 

2.0 

Other  urban  areas  (populations  of  1  million  of  fewer)  . 

1,129 

776 

789 

1.7 

Rural  areas  . 

911 

560 

568 

1.3 

Teaching  Status: 

Non-teaching  . 

2,392 

677 

690 

1.8 

Fewer  than  1(X)  Residents  . 

789 

786 

801 

1.8 

100  or  more  Residents . 

242 

1,125 

1,147 

1.9 

Urban  DSH: 

100  or  more  beds . 

1,558 

853 

870 

1.9 

Less  than  100  beds  . 

345 

596 

609 

2.1 

Rural  DSH: 

Sole  Community  (SCH/EACH) . 

258 

503 

511 

1.6 

Referral  Center  (RRC/EACH)  . 

232 

624 

632 

1.2 

Other  Rural: 

100  or  more  beds  . . 

34 

521 

526 

0.8 

Less  than  100  beds  . 

296 

449 

454 

1.2 

Urban  teaching  and  DSH: 

Both  teaching  and  DSH  . 

825 

924 

942 

1.9 

Teaching  and  no  DSH . 

139 

824 

836 

1.5 

No  teaching  and  DSH  . . 

1,078 

718 

732 

2.0 

No  teaching  and  no  DSH  . . . 

470 

737 

750 

1-7 

Rural  Hospital  Types: 

Non  special  status  hospitals  . 

2,395 

836 

.  851 

1.9 

RRC/EACH . 

64 

732 

749 

2.3 

SCH/EACH  . 

38 

736 

746 

1.4 

SCH,  RRC  and  EACH . . . 

17 

784 

2.1 

Hospitals  Reclassified  by  the  Medicare  (geographic  Classification  Review  Board: 

FY  2013  Reclassifications: 

All  Urban  Reclassified  . 

320 

816 

832 

2.0 

All  Urban  Non-Reclassified  . 

2,137 

836 

852 

1.9 

All  Rural  Reclassified  . 

334 

592 

602 

1.6 

All  Rural  Non-Recleissified  . 

531 

484 

490 

1.3 

Other  Reclassified  Hospitals  (Section  1886(d)(8)(B)) . 

55 

548 

553 

1.0 

Type  of  Ownership: 

Voluntary  . 

•  1,971 

808 

822 

1.8 

Proprietary  . 

868 

714 

727 

1.8 

(aovemment . 

563 

819 

835 

2.0 

Medicare  Utilization  as  a  Percent  of  Inpatient  Days: 

0-25 . 

376 

1,036 

1,064 

2.8 

25-50  . 

1,834 

833 

848 

1.8 

50-65  . 

974 

664 

674 

1.5 

Over  65 . 

166 

606 

614 

1.3 

Federal  Register/ Vol.  77,  No.  170/Friday,  August  31,  2012/Rules  and  Regulations 


53739 


/.  Effects  of  Payment  Rate  Changes  and 
Policy  Changes  Under  the  LTCH  PPS 
1.  Introduction  and  General  Considerations 

In  section  VII.  of  the  preamble  and  section 
V.  of  the  Addendum  to  this  final  rule,  we  set 
forth  the  annual  update  to  the  payment  rates 
for  the  LTCH  PPS  for  FY  2013.  In  the 
preamble,  we  specify  the  statutory  authority 
for  the  provisions  that  are  presented,  identify 
those  policies,  and  present  rationales  for  our 
decisions  as  well  as  alternatives  that  were 
considered.  In  this  section  of  Appendix  A  to 
this  final  rule,  we  discuss  the  impact  of  the 
changes  to  the  payment  rate,  factors,  and 
other  payment  rate  policies  related  to  the 
LTC  H  PPS  that  are  presented  in  the  preamble 
of  this  final  rule  in  terms  of  their  estimated 
fiscal  impact  on  the  Medicare  budget  and  on 
LTCHs. 

Currently,  there  are  428  LTCHs  included  in 
this  impacts  analysis  which  includes  data  for 
82  nonprofit  (voluntary  ownership  control) 
LTCHs  and  323  proprietary  LTCHs.  Of  the 
remaining  23  LTCHs,  14  LTCHs  are 
government-owned  and  operated  and  the 
ownership  type  of  the  other  9  LTCHs  is  ' 
unknown.  In  the  impact  analysis,  we  used 
the  payment  rate,  factors,  and  policies 
presented  in  this  final  rule,  including  the  1.8 
percent  annual  update,  which  is  based  on  the 
full  increase  of  the  LTCH  PPS  market  basket 
and  the  reductions  required  by  sections 
1886(m)(3)  and  (m)(4)  of  the  Act,  a  one-time 
prospective  adjustment  factor  of  0.98734 
(approximately  -1.3  percent),  which  will 
not  apply  to  payments  for  discharges 
occurring  on  or  before  December  28,  2012 
(consistent  with  the  statute),  the  update  to 
the  MS-LTC-DRG  classifications  and  relative 
weights,  the  update  to  the  wage  index  values 
and  labor-related  share,  the  expiration  of  the 
statutory  delay  in  the  application  of  Very 
short-stay  outlier  policy  under 
§  412.529(c)(3),  effective  for  discharges 
occurring  on  or  after  December  29,  2012  (that 
is,  the  option  for  certain  short-stay  outlier 
cases  to  be  paid  under  the  “blended 
payment”  will  be  replaced  with  the  “IPPS 
comparable  per  diem  amount”  as  discussed 
in  section  VII.E.3.  of  the  preamble  of  this 
final  rule),  and  the  best  available  claims  and 
CCR  data  to  estimate  the  change  in  payments 
for  FY  2013. 

The  standard  Federal  rate  for  FY  2012  was 
$40,222.05.  For  FY  2013,  we  are  establishing 
a  standard  Federal  rate  of  $40,397.96  that 
reflects  the  1.8  percent  annual  update  to  the 
standard  Federal  rate,  and  the  area  wage 
budget  neutrality  factor  of  0.999265,  which 
ensures  that  the  changes  in  the  wage  indexes 
and  labor-related  share  do  not  influence 
aggregate  payments.  Furthermore,  consistent 
with  section  114(c)(4)  of  the  MMSEA,  as 
amended  by  sections  3106(a)  and  10312  of 
the  Affordable  Care  Act,  the  one-time 
prospective  adjustment  to  the  standard 
Federal  rate  for  FY  2013  of  0.98734 
(approximately  —1.3  percent)  will  not  apply 
to  payments  for  discharges  occurring  before 
December  29,  2012.  Therefore,  payment  for 
discharges  occurring  on  or  after  October  1, 
2012,  and  on  or  before  December  28,  2012, 
will  not  reflect  that  adjustment  and,  instead, 
will  be  paid  based  on  a  standard  Federal  rate 
of  $40,915.95. 


Based  on  the  best  available  data  for  the  428 
LTCHs  in  our  database,  we  estimate  that  the 
annual  update  to  the  standard  Federal  rate 
for  FY  2013  (discussed  in  section  V.A.2.  of 
the  Addendum  to  this  final  rule)  and  the 
changes  to  the  area  wage  adjustment  for  FY 
2013  (discussed  in  section  V.B.  of  the 
Addendum  to  this  final  rule),  in  addition  to 
an  estimated  increase  in  HCO  payments  and 
an  estimated  decrease  in  SSO  payments,  will 
result  in  an  increase  in  estimated  payments 
from  FY  2012  of  approximately  $92  million. 
Based  on  the  428  LTCHs  in  our  database,  we 
estimate  that  the  FY  2013  LTCH  PPS 
payments  will  be  approximately  $5.52 
billion,  as  compared  to  estimated  FY  2012 
LTCH  PPS  payments  of  approximately  $5.43 
billion.  Because  the  combined  distributional 
effects  and  estimated  changes  to  the 
Medicare  program  payments  are  over 
approximately  $100  million,  this  final  rule  is 
considered  a  major  economic  rule,  as  defined 
in  this  section.  We  note  that  the 
approximately  $92  million  for  the  projected 
increase  in  estimated  aggregate  LTCH  PPS 
payments  from  FY  2012  to  FY  2013  does  not 
reflect  changes  in  LTCH  admissions  or  case- 
mix  intensity  in  estimated  LTCH  PPS. 
payments,  which  also  will  affect  overall 
payment  changes.  It  also  does  not  include  the 
estimated  effect  of  the  1-year  extension  of  the 
moratorium  on  the  application  of  the  “25- 
percent  threshold”  payment  adjustment 
policy  on  LTCH  PPS  payments,  which  is 
discussed  below  in  section  I.J.b.3.  of  this 
Appendix. 

The  projected  1.7  percent  increase  in 
estimated  payments  per  discharge  from  FY 

2012  to  FY  2013  is  attributable  to  several 
factors,  including  the  1.8  percent  annual 
update  to  the  standard  Federal  rate,  the  one¬ 
time  prospective  adjustment  factor  for  FY 

2013  of  0.98734  (approximately  - 1.3 
percent)  to  the  standard  Federal  rate,  which 
is  not  applicable  to  payments  for  discharges 
occurring  on  or  before  December  28,  2012, 
consistent  with  the  statute,  and  projected 
increases  in  estimated  HCO  payments  and 
decreases  in  SSO  payments  due  to  a  change 
in  the  SSO  payment  methodology  effective 
for  discharges  occurring  on  or  after  December 
29,  2012  (as  described  in  section  VII.E.3.  of 
the  preamble  of  this  final  rule).  As  Table  IV 
shows,  the  change  attributable  solely  to  the 
annual  update  to  the  standard  Federal  rate 
(1.8  percent),  including  the  one-time 
prospective  adjustment  factor  for  FY  2013 
(approximately  —1.3  percent),  which  is  not 
applicable  to  payments  for  discharges 
occurring  before  December  29,  2012,  is 
projected  to  result  in  an  increase  of  0.7 
percent  in  payments  per  discharge  from  FY 
2012  to  FY  2013,  on  average,  for  all  LTCHs. 
This  estimated  increase  of  0.7  percent  reflects 
the  1.8  percent  annual  update  for  payments 
in  FY  2013,  and  the  — 1.3  percent  one-time 
prospective  adjustment  factor  for  FY  2013, 
which  will  not  apply  in  determining 
payments  for  discharges  occurring  on  or 
before  December  28,  2012,  and  also  includes 
estimated  payments  for  SSO  cases  that  are 
paid  using  special  methodologies  that  are  not 
affected  by  the  annual  update  to  the  standard 
Federal  rate.  Therefore,  the  projected 
increase  in  payments  based  on  the  standard 
Federal  rate  is  less  than  the  1.8  percent 


annual  update  for  FY  2013.  Because  we  are 
applying  an  area  wage  level  budget  neutrality 
factor  to  the  standard  Federal  rate,  the  annual 
update  to  the  wage  data  and  labor-related 
share  does  not  impact  the  increase  in 
payments. 

As  discussed  in  section  V.B.  of  the 
Addendum  to  this  final  rule,  we  are  updating 
the  wage  index  values  for  FY  2013  based  on 
the  most  recent  available  data.  In  addition, 
we  are  decreasing  the  labor-related  share 
from  70.199  percent  to  63.096  percent  under 
the  LTCH  PPS  for  FY  2013,  based  on  the 
most  recent  available  data  on  the  relative 
importance  of  the  labor-related  share  of 
operating  and  capital  costs  based  on  the  FY 
2009-based  LTCH-specific  market  basket.  We 
also  are  applying  an  area  wage  level  budget 
neutrality  factor  of  0.999265,  which  reduces 
the  standard  Federal  rate  by  less  than  0.1 
percent.  Therefore,  the  changes  to  the  wage 
data  and  labor-related  share  do  not  result  in 
a  change  in  estimated  aggregate  LTCH  PPS 
payments. 

We  project  that  LTCHs  will  experience  a 
decrease  in  aggregate  payments  of  0.5*  percent 
in  FY  2013  as  a  result  of  the  expiration  of  the 
statutory  delay  in  the  application  of  the  very 
short-stay  outlier  policy  under 
§  412.529(c)(3),  effective  for  discharges 
occurring  on  or  after  December  29,  2012. 
Generally,  very  short-stay  outliers  are  cases 
that  have  a  length  of  stay  that  is  less  than  or 
equal  to  one  standard  deviation  from  the 
geometric  mean  average  length  of  stay  of  the 
same  DRG  under  the  IPPS.  Under  the 
moratorium,  very  short-stay  outliers  are  paid 
the  lowest  of:  (1)  The  LTC-DRG  payment:  (2) 
100  percent  of  cost;  (3)  120  percent  of  the 
LTCH  per  diem  payment;  or  (4)  a  blend  of 
120  percent  of  the  LTCH  per  diem  amount 
and  the  “IPPS  compaYable  per  diem  amount” 
(the  “blended  payment”).  With  the 
expiration  of  the  moratorium,  in  the  case  of 
very  short-stay  outliers,  effective  for 
discharges  on  or  after  December  29,  2012,  the 
“bFended  payment”  will  be  replaced  with 
only  the  “IPPS  comparable  per  diem 
amount,”  which  results  in  a  decrease  in 
payments  for  many  of  these  cases. 

Table  IV  below  shows  the  impact  of  the 
payment  rate  and  the  policy  changes  on 
LTCH  PPS  payments  for  FY  2013  presented 
in  this  final  rule  by  comparing  estimated  FY 

2012  payments  to  estimated  FY  2013 
payments.  The  projected  increase  in 
payments  per  discharge  from  FY  2012  to  FY 

2013  is  1.7  percent  (shown  in  Column  9). 

This  projected  increase  in  payments  is 
attributable  to  the  impacts  of  the  change  to 
the  standard  Federal  rate  (0.7  percent  in 
Column  6),  the  end  of  the  moratorium  on 
delaying  the  implementation  of  the  very 
short-stay  outlier  policy  (-0.5  percent  in 
Column  8),  as  well  as  the  effect  of  the 
estimated  increase  in  payments  for  HCO 
cases  and  SSO  cases  (1.1  percent  and  0.2 
percent,  respectively).  That  is,  estimated  total 
HCO  payments  are  projected  to  increase  from 
FY  2012  to  FY  2013  in  order  to  ensure  that 
the  estimated  HCO  payments  would  be  8 
percent  of  the  total  estimated  LTCH  PPS 
payments  in  FY  2013.  An  analysis  of  the 
most  recent  available  LTCH  PPS  claims  data 
(that  is,  FY  201 1  claims  data  from  the  March 
2012  update  of  the  MedPAR  file)  indicates 
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that  the  FY  2012  HCO  threshold  of  $17,931 
(as  established  in  the  FY  2012  IPPS/LTCH 
PPS  final  rule)  may-result  in  HCO  payments 
in  FY  2012  that  fall  below  the  estimated  8 
percent.  Specifically,  we  currently  estimate 
that  HCO  payments  will  be  approximately 
6.9  percent  of  the  estimated  total  LTCH  PPS 
payments  in  FY  2012.  We  estimate  that  the 
impact  of  the  increase  in  HCO  payments  will 
result  in  approximately  a  1.1  percent  increase 
in  estimated  payments  from  FY  2012  to  FY 
2013,  on  average,  for  ail  LTCHs.  Furthermore, 
in  calculating  the  estimated  increase  in 
payments  from  FY  2012  to  FY  2013  for 
HCOs,  we  increased  estimated  costs  by  the 
applicable  market  basket  percentage  increase 
as  projected  by  our  actuaries.  This  increase 
in  estimated  costs  also  results  in  a  projected 
increase  in  SSO  payments  of  0.2  percent 
relative  to  last  year.  However,  the  expiration 
of  the  statutor>’  moratorium  on  the 
application  of  the  very  short-stay  outlier 
policy,  effective  December  29,  2012,  which 
replaces  the  “blended  payment”  option  with 
the  “IPPS  comparable  per  diem  amount” 
option  for  certain  SSO  cases  (as  described  in 
section  VII.E.3.  of  the  preamble  of  this  final 
rule)  is  expected  to  result  in  a  —0.5  percent 
change  in  aggregate  payments.  The  net  result 
of  these  projected  changes  in  SSO  payments 
in  FY  2013  is  an  estimated  change  in 
aggregate  payments  of  —  0.3  percent.  We  note 
that  estimated  payments  for  all  SSO  cases 
comprise  approximately  12  percent  of  the 
estimated  total  LTCH  PPS  payments,  and 
estimated  payments  for  HCO  cases  comprise 
approximately  8  percent  of  the  estimated 
total  FY  2013  LTCH  PPS  payments.  Payments 
for  HCO  cases  are  based  on  80  percent  of  the 
estimated  cost  of  the  case  above  the  HCO 
threshold,  w’hile  the  majority  of  the  payments 
for  SSO  cases  (approximately  59  percent)  are 
based  on  the  estimated  cost  of  the  case. 

As  we  discuss  in  detail  throughout  this 
final  rule,  based  on  the  most  recent  available 
data,  we  believe  that  the  provisions  of  this 
final  rule  relating  to  the  LTCH  PPS  will  result 
in  an  increase  in  estimated  aggregate  LTCH 
PPS  payments  and  that  the  resulting  LTCH 
PPS  payment  amounts  will  result  in 
appropriate  Medicare  payments. 

2.  Impact  on  Rural  Hospitals 

For  purposes  of  section  1102(b)  of  the  Act, 
we  define  a  small  rural  hospital  as  a  hospital 
that  is  located  outside  of  an  urban  area  and 
has  fewer  than  100  beds.  As  shown  in  Table 
rV,  we  are  projecting  a  3.3  percent  increase 
in  estimated  payments  per  discharge  for  FY 
2013  as  compared  to  FY  2012  for  rural 
LTCHs  that  will  result  from  the  changes 
presented  in  this  final  rule,  as  well  as  the 
effect  of  estimated  changes  to  HCO  and  SSO 
payments.  This  estimated  impact  is  based  on 
the  data  for  the  27  rural  LTCHs  in  our 
database  (out  of  428  LTCHs)  for  which 
complete  data  were  available. 

The  estimated  increase  in  LTCH  PPS 
payments  from  FY  2012  to  FY  2013  for  rural 
LTCHs  is  primarily  due  to  the  higher  than 
average  impacts  from  the  changes  to  the  area 
wage  level  adjustment,  specifically,  the 
decrease  in  the  labor-related  share  from 
70.199  to  63.096.  Although  we  applied  an 
area  wage  level  budget  neutrality  factor  for 
changes  to  the  wage  indexes  and  labor- 
related  share  to  ensure  that  there  is  no 


change  in  aggregate  LTCH  PPS  payments  due 
to  those  changes,  we  estimate  rural  hospitals 
will  experience  a  1.1  percent  increase  in 
pajTnents  due  to  the  changes  to  the  area  wage 
level  adjustment,  as  shown  in  Column  7 
below.  Rural  hospitals  generally  have  a  wage 
index  of  less  than  1;  therefore,  a  decrease  to 
the  labor-related  share  results  in  their  wage 
index  reducing  a  smaller  portion  of  the 
standard  Federal  rate,  resulting  in  an 
estimated  increase  in  payments  in  FY  2013 
as  compared  to  FY  2012. 

3.  Anticipated  Effects  of  LTCH  PPS  Payment 
Rate  Changes  and  Policy  Changes 

a.  Budgetary  Impact 

Section  123(a)(1)  of  the  BBRA  requires  that 
the  PPS  developed  for  LTCHs  “maintain 
budget  neutrality.”  We  believe  that  the 
statute’s  mandate  for  budget  neutrality 
applies  only  to  the  first  year  of  the 
implementation  of  the  LTCH  PPS  (that  is,  FY 
2003).  Therefore,  in  calculating  the  FY  2003 
standard  Federal  rate  under  §  412.523(d)(2), 
we  set  total  estimated  payments  for  FY  2003 
under  the  LTCH  PPS  so  that  estimated 
aggregate  payments  under  the  LTCH  PPS 
were  estimated  to  equal  the  amount  that 
would  have  been  paid  if  the  LTCH  PPS  had 
not  been  implemented. 

As  discussed  above  in  section  I.).l.  of  this 
Appendix,  we  project  an  increase  in 
aggregate  LTCH  PPS  payments  in  FY  2013 
relative  to  FY  2012  of  approximately  $92 
million  based  on  the  428  LTCHs  in  our 
database. 

b.  Expiration  of  Statutory  Delay  on  Full 
Implementation  of  the  “25  Percent 
Threshold”  Payment  Adjustment  and  1-Year 
Extension 

As  discussed  in  section  VILE. 2.  of  the 
preamble  of  this  final  rule,  the  statutory 
delay  in  the  full  application  of  the  “25 
percent  threshold”  payment  adjustment  for 
LTCHs  under  §412.534  and  §412.536  will 
expire  for  cost  reporting  periods  beginning 
on  or  after  July  1,  2012,  or  October  1,  2012, 
as  applicable.  We  are  establishing  a  l-year 
extension  of  the  moratorium  on  the 
application  of  the  “25  percent  threshold” 
payment  adjustment  policy  as  provided  by 
section  114(c)  of  the  MMSEA,  as  amended  by 
section  4302(a)  of  the  ARRA  and  sections 
3106(a)  and  10312(a)  of  the  Affordable  Care 
Act,  for  cost  reporting  periods  beginning  on 
or  after  October  1,  2012,  and  before  October 
1,  2013  (and  for  discharges  occurring  on  or 
after  October  1,  2012,  through  the  end  of  the 
cost  reporting  period  of  LTCHs  with  cost 
reporting  periods  beginning  on  or  after  July 
1,  2012,  and  before  September  30,  2012,  as 
explained  in  section  VII.E.2.  of  the  preamble 
of  this  final  rule).  We  estimate  that  this 
policy  will  result  in  a  payment  impact  of 
approximately  $170  million  to  LTCHs. 

c.  Impact  on  Providers 

The  basic  methodology  for  determining  a 
per  discharge  LTCH  PPS  payment  is  set  forth 
under  §  412.515  through  §412.536.  In 
addition  to  the  basic  MS-LTC-DRG  payment 
(the  standard  Federal  rate  multiplied  by  the 
MS-LTC-DRG  relative  weight),  we  make 
adjustments  for  differences  in  area  wage 
levels,  the  GOLA  for  Alaska  and  Hawaii,  and 
SSOs.  Furthermore,  LTCHs  may  also  receive 


HCO  payments  for  those  cases  that  qualify 
based  on  the  threshold  established  each  year. 

To  understand  the  impact  of  the  changes 
to  the  LTCH  PPS  payments  presented  in  this 
final  rule  on  different  categories  of  LTCHs  for 
FY  2013,  it  is  necessary  to  estimate  payments 
per  discharge  for  FY  2012  using  the  rates, 
factors  (including  the  FY  2012  GROUPER 
(Version  29.0),  and  relative  weights  and  the 
policies  established  in  the  FY  2012  IPPS/ 
LTCH  PPS  final  rule  (76  FR  51733  through 
51781  and  51838  through  51844).  It  is  also 
necessary  to  estimate  the  payments  per 
discharge  that  will  be  made  under  the  LTCH 
PPS  rates,  factors,  policies,  and  GROUPER 
(Version  30.0)  for  FY  2013  (as  discussed  in 
section  VII.  of  the  preamble  and  section  V. 
of  the  Addendum  to  this  final  rule).  These 
estimates  of  FY  2012  and  FY  2013  LTCH  PPS 
payments  are  based  on  the  best  available 
LTCH  claims  data  and  other  factors,  such  as 
the  application  of  inflation  factors  to  estimate 
costs  for  SSO  and  HCO  cases  in  each  year. 

We  also  evaluated  the  change  in  estimated 
FY  2012  payments  to  estimated  FY  2013 
payments  (on  a  per  discharge  basis)  for  each 
category  of  LTCHs.  We  are  establishing  a 
standard  Federal  rate  for  FY  2013  of 
$40,397.96  that  includes  the  1.8  percent 
annual  update,  the  area  wage  budget 
neutrality  factor,  and  the  one-time 
prospective  adjustment  to  the  standard 
Federal  rate  for  FY  2013  of  0.98734 
(approximately  -1.3  percent)  that  will  not 
apply  to  payments  for  discharges  occurring 
on  or  before  December  29,  2012,  consistent 
with  statute.  Payment  for  discharges 
occurring  on  or  after  October  1,  2012,  and  on 
or  before  December  28,  2012,  will  not  reflect 
that  one-time  prospective  adjustment  and 
instead  will  be  paid  based  on  a  standard 
Federal  rate  of  $40,915.95. 

Therefore,  we  modeled  payments  so  that 
claims  with  discharge  dates  prior  to  January 
will  be  paid  on  the  basis  of  a  rate  that  does 
not  reflect  the  one-time  prospective 
adjustment,  and  claims  with  discharges  in 
January  or  after  will  reflect  the  standard 
Federal  rate  for  FY  2013  that  reflects  the  one¬ 
time  prospective  adjustment.  Furthermore, 
because  the  statutory  moratorium  on  the 
application  of  the  very  short-stay  outlier 
policy  will  expire  effective  for  discharges 
occurring  on  or  after  December  29,  2012,  we 
modeled  payments  so  that  claims  that  will 
qualify  for  a  payment  under  the  very  short- 
stay  outlier  policy  with  discharge  dates  in 
October,  November,  and  December  are  paid 
based  on  the  “blended  payment”  option,  if 
applicable,  and  claims  that  will  qualify  for  a 
payment  under  the  very  short-stay  outlier 
policy  with  discharges  in  January  through 
September  are  paid  based  on  the  “IPPS 
comparable  per  diem  amount,”  if  applicable 
(as  described  in  section  VII.E.3.  of  the 
preamble  of  this  final  rule). 

Hospital  groups  were  based  on 
characteristics  provided  in  the  OSCAR  data, 
FY  2008  through  FY  2009  cost  r6port  data  in 
HCRIS,  and  PSF  data.  Hospitals  with 
incomplete  characteristics  were  grouped  into 
the  “unknown”  category.  Hospital  groups 
included  the  following: 

•  Location:  Large  urban/other  urban/rural. 

•  Participation  date. 

•  Ownership  control. 
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•  Census  region. 

•  Bed  size. 

To  estimate  the  impacts  of  the  payment 
rates  and  policy  changes  among  the  various 
categories  of  existing  providers,  we  used 
LTCH  cases  from  the  FY  2011  MedPAR  file 
to  estimate  payments  for  FY  2012  and  to 
estimate  payments  tor  FY  2013  for  428 
LTCHs.  We  believe  that  the  discharges  based 
on  the  FY  2011  MedPAR  data  for  the  428 
LTCHs  in  our  database,  which  includes  323 
proprietary  LTCHs,  provide  sufficient 
representation  in  the  MS-LTC-DRGs 
containing  discharges  for  patients  who 
received  LTCFLcare  for  the  most  commonly 
treated  LTCH  patients’  diagnoses. 

d.  Calculation  of  Prospective  Payments 

For  purposes  of  this  impact  analysis,  to 
estimate  per  discharge  payments  under  the 
LTCH  PPS,  we  simulated  payments  on  a 
case-by-case  basis  using  LTCH  claims  from 
the  FY  2011  MedPAR  files.  For  modeling 
estimated  LTCH  PPS  payments  for  FY  2012, 
we  used  the  FY  2012  standard  Federal  rate 
(that  is,  $40,222.05  effective  for  LTCH 
discharges  occurring  on  or  after  October  1 , 

2011,  through  September  30,  2012). 

For  modeling  estimated  LTCH  PPS 

payments  for  FY  2013,  we  used  the  FY  2013 
standard  Federal  rate  of  $40,397.96,  which 
includes  the  one-time  prospective  adjustment 
of  0.98734  for  FY  2013  for  payments  for 
discharges  occurring  on  or  after  December  29, 

2012,  and  through  September  30,  2013.  As 
noted  above,  consistent  with  section 
114(c)(4)  of  the  MMSEA,  as  amended  by 
sections  3106(a)  and  10312  of  the  Affordable 
Care  Act,  the  one-time  prospective 
adjustment  to  the  standard  Federal  rate  for 
FY  2013  of  0.98734  (approximately  -1.3 
percent)  will  not  apply  to  payments  for 
discharges  occurring  before  December  29, 
2012.  Therefore,  payment  for  discharges 
occurring  on  or  after  October  1,  2012,  and  on 
or  before  December  28,  2012,  will  not  reflect 
that  adjustment  and  instead  will  be  paid 
based  on  a  standard  Federal  rate  of 
$40,915.95;  therefore,  for  the  purpose  of 
payment  modeling,  claims  with  discharges 
occurring  during  October  through  December 
were  modeled  using  this  payment  rate. 

The  FY  2013  standard  Federal  rate  of 
$40,397.96  includes  the  application  of  an 
-  area  wage  level  budget  neutrality  factor  of 
0.999265  (as  discussed  in  section  V.B.5.  of 
the  Addendum  to  this  final  rule).  As  noted 
above,  consistent  with  section  114(c)(4)  of 
the  MMSEA,  as  amended  by  sections  3106(a) 
and  10312  of  the  Affordable  Care  Act,  this 
payment  rate  will  not  apply  to  payments  for 
discharges  occurring  before  December  29, 


2012.  Therefore,  payment  for  discharges 
occurring  on  or  after  October  1,  2012,  and  on 
or  before  December  28,  2012,  will  be  paid 
based  on  a  standard  Federal  rate  of 
$40,915.95,  which  also  includes  the  area 
wage  level  budget  neutrality  factor  of 
0.999265. 

Furthermore,  in  modeling  estimated  LTCH 
PPS  payments  for  both  FY  2012  and  FY  2013 
in  this,  impact  analysis,  we  applied  the  FY 

2012  and  the  FY  2013  adjustments  for  area 
wage  levels  and  the  COLA  for  Alaska  and 
Hawaii.  Specifically,  we  adjusted  for 
differences  in  area  wage  levels  in 
determining  estimated  FY  2012  payments 
using  the  current  LTCH  PPS  labor-related 
share  of  70.199  percent  (76  FR  51766)  and 
the  wage  index  values  established  in  the 
Tables  12A  and  12B  listed  in  the  Addendum 
to  the  FY  2012  IPPS/LTCH  PPS  final  rule 
(and  available  via  the  Internet  (76  FR  51813)). 
We  also  applied  the  FY  2012  COLA  factors 
shown  in  the  table  in  section  V.C.  of  the 
Addendum  to  that  final  rule  (76  FR  51810) 

to  the  FY  2012  nonlabor-related  share  (29.801 
percent)  for  LTCHs  located  in  Alaska  and 
Hawaii.  Similarly,  we  adjusted  for 
differences  in  area  wage  levels  in 
determining  the  estimated  FY  2013  payments 
using  the  FY  2013  LTCH  PPS  labor-related 
share  of  63.096  percent  and  the  FY  2013 
wage  index  values  presented  in  Tables  12 A 
and  12B  listed  in  section  VI.  of  the 
Addendum  to  this  final  rule  (and  available 
via  the  Internet).  We  also  applied  the  FY 

2013  COLA  factors  shown  in  the  table  in 
section  V.C.  of  the  Addendum  to  this  final 
rule  to  the  FY  2013  nonlabor-related  share 
(36.904  percent)  for  LTCHs  located  in  Alaska 
and  Hawaii. 

As  discussed  above,  our  impact  analysis 
reflects  an  estimated  change  in  payments  for 
SSO  cases,  as  well  as  an  estimated  increase 
in  payments  for  HCO  cases  (as  described  in 
section  V.D.  of  the  Addendum  to  this  final 
rule).  In  modeling  payments  for  SSO  and 
HCO  cases  in  FY  2013,  we  applied  an 
inflation  factor  of  1.050  (determined  by 
OACT)  to  estimate  the  costs  of  each  case 
using  the  charges  reported  on  the  claims  in 
the  FY  2011  MedPAR  files  and  the  best 
available  CCRs  from  the  March  2012  update 
of  the  PSF.  Furthermore,  in  modeling 
estimated  LTCH  PPS  payments  for  FY  2013 
in  this  impact  analysis,  we  used  the  FY  2013 
fixed-loss  amount  of  $15,408  (as  discussed  in 
section  V.D.  of  the  Addendum  to  this  final 
rule).  Finally,  in  modeling  payments  for  SSO 
cases,  we  included  the  expiration  of  the 
statutory  moratorium  on  application  of  the 
very  short-stay  outlier,  effective  for 
discharges  occurring  on  or  after  December  29, 


2012,  under  which  the  “blended  payment” 
option  of  the  SSO  payment  formula  will  be 
replaced  with  the  “IPPS  comparable  per 
diem  amount”  for  very  short-stay  outlier 
cases  as  discussed  in  section  VII.E.3.  of  the 
preamble  of  this  final  rule. 

These  impacts  reflect  the  estimated 
“losses”  or  “gains”  among  the  various 
classifications  of  LTCHs  from  FY  2012  to  FY 
2013  based  on  the  payment  rates  and  policy 
changes  presented  in  this  final  rule.  Table  IV 
illustrates  the  estimated  aggregate  impact  of 
the  LTCH  PPS  among  various  classifications 
of  LTCHs. 

•  The  first  column,  LTCH  Classification, 
identifies  the  type  of  LTCH. 

•  The  second  column  lists  the  number  of 
LTCHs  of  each  classification  type. 

•  The  third  column  identifies  the  number 
of  LTCH  cases. 

•  The  fourth  column  shows  the  estimated 
payment  per  discharge  for  FY  2012  (as 
described  above). 

•  The  fifth  column  shows  the  estimated 
payment  per  discharge  for  FY  2013  (as 
described  above). 

•  The  sixth  column  shows  the  percentage 
change  in  estimated  payments  per  discharge 
from  FY  2012  to  FY  2013  due  to  the  annual 
update  to  the  standard  Federal  rate  (as 
discussed  in  section  V.A.2.  of  the  Addendum 
to  this  final  rule)  and  the  one-time 
prospective  adjustment  factor  for  FY  2013 
(which  is  not  applicable  to  payments  for 
discharges  occurring  before  December  29, 
2012,  consistent  with  the  statute). 

•  The  seventh  column  shows  the 
percentage  change  in  estimated  payments  per 
discharge  from  FY  2012  to  FY  2013  for 
changes  to  the  area  wage  level  adjustment 
(that  is,  the  wage  indexes  and  labor-related 
share),  including  the  application  of  an  area 
wage  level  budget  neutrality  factor  (as 
discussed  in  section  V.B.5.  of  the  Addendum 
to  this  final  rule). 

•  The  eighth  column  shows  the  percentage 
change  in  estimated  payments  per  discharge 
from  FY  2012  to  FY  2013  due  to  the 
expiration  of  the  delay  in  the  application  of 
the  “very  short-stay”  SSO  policy  that 
allowed  for  certain  SSO  cases  to  be  paid 
under  a  “blended  payment  amount”  based  on 
the  LTCH  per  diem  rate  and  IPPS  comparable 
per  diem  rate  during  the  moratorium. 

•  The  ninth  column  shows  the  percentage 
change  in  estimated  payments  per  discharge 
from  FY  2012  (Column  4)  to  FY  2013 
(Column  5)  for  all  changes  (and  includes  the 
effect  of  estimated  changes  to  HCO  and  SSO 
payments). 


Table  IV— Impact  of  Payment  Rate  and  Policy  Changes  to  LTCH  PPS  Payments  for  FY  2013 
(Estimated  FY  2012  payments  compared  to  estimated  FY  2013  payments*] 


mil  I  ill! 


^Percent  change  in  estimated  payments  per  discharges  due  to  the  expiration  of  the  statutory  moratorium  on  application  of  the  “vary  short-stay"  SSO  payment  option,  effective  for  dis¬ 
charges  occurring  on  or  after  December  29,  2012,  under  which  the  "blended  payment"  option  of  the  SSO  payment  formula  will  be  replaced  with  the  “IPPS  comparable  per  diem  amount"  for 
very  short-stay  outlier  cases  as  discussed  in  section  VII.E.3.  of  the  preamble  of  this  final  rule. 


53743 


Federal  Register /Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


S 


.Is- 

§■5^1 

0.3  T3  O 
.  C*  3  W 

jg  ®-Q=D 
S>££  w 

®  s>  V  s 

SoSe 
5  ^  3  « 

_  <0  Q. 

*0  S 

c  «  c  <0 
§  o  «'o 

sail 

c  3  o  « 
~  jC  ^  O 

c  S  10  O 

J  -  ®-o 
6-D  0)S 

®  e  3  ? 
—  ti-g  E 

5:sl« 

I  E -o  o 

<D  m 

n  ® 

sill 

£51? 

O.C  •  a 

ff 'S 

^  O)  C. 

Ece  S  gn 
.C  «  m 

""S  « 

0.^9® 
O  CU.  O 

c  S'gO 
o  ®  «  o 

M  A  ^ 

CO  S  *  ® 
0.  O—  £ 


i-iR  ®  o 

.  3  <0  — 

_!  c:«_  P  ® 

O  p  « .c  -O 

.2  c  ®  o 

^8§£i 
E|  ®E  S 
.c« 

®  2’£ 

0)0  _  ®  m 

o  9  (0  Sit 
.2  3  "5  o  ® 
2T3  5 

® 

Q^.«0 


w  ^  ®  E 

l°i'5® 

^i|5i 

me  ® 

5  g-o  ®  « 

cSS  ®^ 

l<|£i 

S  ®  |  O  <0 
.c£g®® 

®  c  CTJ.® 
C  (0|s.  >. 
«  ®  ®  c  « 

■E .D  S’?  c 

c  S-c-=  ts 

8|“o« 

®  ®  >s.E 
“-.CO 
m  -r;  « 

_  ®  ®-= 
.E 


53744 


Federal  Register / Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  J^egulations 


e.  Resirlts 

Based  on  the  most  recent  available  data  for 
428  LTCHs,  we  have  prepared  the  following 
summary  of  the  impact  (as  shown  above  in 
Table  IV)  of  the  LTCH  PPS  payment  rate  and 
policy  changes  presented  in  this  final  rule. 
The  impact  analysis  in  Table  IV  shows  that 
estimated  payments  per  discharge  are 
expected  to  increase  approximately  1.7 
percent,  on  average,  for  all  LTCHs  from  FY 

2012  to  FY  2013  as  a  result  of  the  payment 
rate  and  policy  changes  presented  in  this 
final  rule,  including  the  expiration  of  the 
statutory  moratorium  on  application  of  the 
“very  short-stay"  SSO  policy  which  utilizes 
the  “IPPS  comparable  per  diem  amount” 
payment  option,  effective  for  discharges 
occurring  on  or  after  December  29,  2012 
(discussed  in  section  VII.E.3.  of  the  preamble 
of  this  final  rule)  and  an  estimated  increase 
in  HCO  payments.  This  estimated  1.7  percent 
increase  in  LTCH  PPS  payments  per 
discharge  hem  the  FY  2012  to  FY  2013  for 
all  LTCHs  (as  showm  in  Table  IV)  was 
determined  by  comparing  estimated  FY  2013 
LTCH  PPS  payments  (using  the  payment  rate 
and  policies  discussed  in  this  final  rule)  to 
estimated  FY  2012  LTCH  PPS  payments  (as 
described  above  in  section  I.).l.  of  this 
Appendix). 

We  are  establishing  a  standard  Federal  rate 
of  $40,397.96  for  FY  2013.  Specifically,  we 
are  updating  the  standard  Federal  rate  for  FY 

2013  by  1.8  percent,  which  is  based  on  the 
latest  estimate  of  the  LTCH  PPS  market 
basket  increase  (2.6  percent),  the  reduction  of 
0.7  percentage  point  for  the  MFP  adjustment, 
and  the  0.1  percentage  point  reduction 
consistent  with  sections  1886(m)(3)  and 
(m)(4)  of  the  Act.  In  addition,  we  are 
applying  a  one-time  prospective  adjustment 
factor  for  FY  2013  of  0.98734  (approximately 
— 1.3  percent)  to  the  standard  Federal  rate. 
However,  this  reduction  w'ill  not  apply  to 
payments  for  discharges  occurring  l^fore 
December  29,  2012,  consistent  with  section 

1 14(c)(4)  of  the  MMSEA,  as  amended  by 
sections  3106(a)  and  10312  of  the  Affordable 
Care  Act.  Therefore,  payments  for  discharges 
occurring  on  or  after  October  1,  2012,  and  on 
or  before  December  28.  2012,  will  not  reflect 
that  adjustment  and  instead  will  be  paid 
based  on  a  standard  Federal  rate  of 
$40,915.95.  We  noted  earlier  in  this  section 
that,  for  most  r,ategories  of  LTCHs,  as  shown 
in  Table  IV  (Column  6),  the  impact  of  the 
increase  of  1.8  percent  in  the  annual  update 
to  the  standard  Federal  rate  and  the 
application  of  the  one-time  prospective 
adjustment  for  FY  2013  of  approximately 
- 1.3  percent,  which  will  not  apply  to 
payments  for  discharges  occurring  before 
December  29,  2012,  consistent  with  the 
statute,  is  projected  to  result  in 
approximately  a  0.7  percent  increase  in 
estimated  payments  per  discharge  for  ail 
LTCHs  from  FY  2012  to  FY  2013.  That  is,  for 
approximately  the  first  3  months  of  FY  2013, 
payments  will  not  reflect  the  one-time 
prospective  adjustment  factor  for  FY  2013 
such  that  payments  will  be  based  on  the 
annual  update  to  the  standard  Federal  rate  of 
1.8  percent,  and  for  the  remaining  9  months 
of  FY  2013,  payments  will  be  based  on  a 
standard  Federal  rate  that  reflects  the  FY 
2013  annual  update  of  1.8  percent  and  the 


one-time  prospective  adjustment  for  FY  2013 
of  approximately  — 1.3  percent.  In  addition, 
our  estimate  of  the  changes  in  payments  due 
to  the  update  to  the  standard  Federal  rate 
also  reflects  estimated  payments  for  SSO 
cases  that  are  paid  using  special 
methodologies  that  are  not  affected  by  the 
update  to  the  standard  Federal  rate.  For  these 
reasons,  we  estimate  that  payments  will 
increase  by  0.7  percent  due  to  the  annual 
update  to  the  standard  Federal  rate  and  the 
application  of  the  one-time  prospective 
adjustment  for  FY  2013  (which  is  not 
applicable  to  payments  for  discharges 
occurring  before  December  29. 201, 
consistent  with  the  statute). 

(1)  Location 

Based  on  the  most  recent  available  data, 
the  vast  majority  of  LTCHs  are  located  in 
urban  areas.  Only  approximately  6  percent  of 
the  LTCHs  are  identified  as  being  located  in 
a  rural  area,  and  approximately  5  percent  of 
all  LTCH  cases  are  treated  in  these  rural 
hospitals.  The  impact  analysis  presented  in 
Table  IV  shows  that  the  average  percent 
increase  in  estimated  payments  per  discharge 
from  FY  2012  to  FY  2013  for  all  hospitals  is 
1.7  percent  for  all  changes.  For  rural  LTCKs, 
the  percent  change  for  all  changes  is 
estimated  to  be  3.3  percent,  while  for  urban 
LTCHs,  we  estimate  the  increase  will  be  1.6 
percent.  Large  urban  LTCHs  are  projected  to 
experience  an  increase  of  1.5  percent  in 
estimated  payments  per  discharge  from  FY 
2012  to  FY  2013,  while  other  urban  LTCHs 
are  projected  to  experience  an  increase  of  1.8 
percent  in  estimated  payments  per  discharge 
from  FY  2012  to  FY  2013,  as  shown  in  Table 
IV. 

(2)  Participation  Date 

LTCHs  are  grouped  by  participation  date 
into  four  categories:  (1)  Before  October  1983; 
(2)  between  October  1983  and  September 
1993;  (3)  between  October  1993  and 
September  2002;  and  (4)  after  October  2002. 
Based  on  the  most  recent  available  data,  the 
category  of  LTCHs  with  the  largest 
percentage  of  the  LTCH  cases  (approximately 
47  percent)  are  in  hospitals  that  began 
participating  in  the  Medicare  program 
between  October  1993  and  September  2002, 
and  are  projected  to  experience  nearly  the 
average  increase  (1.7  percent)  in  estimated 
payments  per  discharge  from  FY  2012  to  FY 
2013,  as  shown  in  Table  IV. 

In  the  participation  category  where  LTCHs 
began  participating  in  the  Medicare  program 
before  October  1983,  LTCHs  are  projected  to 
experience  a  higher  than  average  percent 
increase  (2.4  percent)  in  estimated  payments 
per  discharge  from  FY  2012  to  FY  2013,  as 
shown  in  Table  IV.  Approximately  4  percent 
of  LTCHs  began  participating  in  the  Medicare 
program  before  October  1983.  Approximately 
10  percent  of  LTCHs  began  participating  in 
the  Medicare  program  between  October  1983 
and  September  1993.  These  LTCHs  are 
projected  to  experience  a  1.7  percent  increase 
in  estimated  payments  from  FY  2012  to  FY 
2013.  LTCHs  that  began  participating  in  the 
Medicare  program  after  October  2002 
currently  represent  approximately  40  percent 
of  all  LTCHs,  and  are  projected  to  experience 
an  avferage  increase  (1.7  percent)  in  estimated 
payments  from  FY  2012  to  FY  2013. 


(3)  Ownership  Control 

Other  than  LTCHs  whose  ownership 
control  type  is  unknown,  LTCHs  are  grouped 
into  three  categories  based  on  ownership 
control  type;  Voluntary,  proprietary,  and 
government.  Based  on  the  most  recent 
available  data,  approximately  19  percent  of 
LTCHs  are  identified  as  voluntary  (Table  IV). 
We  expect  that  LTCHs  in  the  voluntary 
category  will  experience  a  higher  than  the 
average  increase  (2.3  percent)  in  estimated 
FY  2013  LTCH  PPS  payments  per  discharge 
as  compared  to  estimated  payments  in  FY 
2012  primarily  because  we  project  the 
estimated  increase  in  HCO  payments  to  be 
higher  than  the  average  increase  for  these 
LTCHs.  The  majority  (75  percent)  of  LTCHs 
is  identified  as  proprietary  and  these  LTCHs 
are  projected  to  experience  a  nearly  average 
increase  (1.6  percent)  in  estimated  payments 
per  discharge  from  FY  2012  to  FY  2013. 
Finally,  government-owned  and  operated 
LTCHs  are  also  expected  to  experience  the 
average  increase  in  payments  of  1.7  percent 
in  estimated  payments  per  discharge  from  FY 

2012  to  FY  2013. 

(4)  Census  Region 

Estimated  payments  per  discharge  for  FY 

2013  are  projected  to  increase  for  LTCHs 
located  in  all  regions  in  comparison  to  FY 
2012.  Of  the  9  census  regions,  we  project  that 
the  increase  in  estimated  payments  per 
discharge  will  have  the  largest  positive 
impact  on  LTCHs  in  the  West  South  Central, 
East  South  Central,  and  New  England  regions 
(2.3  percent,  2.2  percent,  and  2.1  percent 
respectively  as  shown  in  Table  IV).  The 
estimated  percent  increase  in  payments  per 
discharge  from  FY  2012  to  FY  2013  for  those 
regions  is  largely  attributable  to  the  changes 
in  the  area  wage  level  adjustment  or  updates 
to  the  MS— LTC-DRGs  classifications  and 
relative  weights. 

In  contrast,  LTCHs  located  in  the  Pacific 
region  are  projected  to  experience  the 
smallest  increase  in  estimated  payments  per 
discharge  from  FY  2012  to  FY  2013.  The 
average  estimated  increase  in  payments  of  0.6 
percent  for  LTCHs  in  the  Pacific  region  is 
primarily  due  to  estimated  decreases  in 
payments  associated  with  the  changes  to  the 
area  wage  level  adjustment. 

(5)  Bed  Size 

LTCHs  are  grouped  into  six  categories 
based  on  bed  size:  0-24  beds;  25-49  beds; 
50-74  beds;  75-124  beds;  125-199  beds;  and 
greater  than  200  beds. 

We  project  that  small  LTCHs  (0—24  beds) 
will  experience  a  2.2  percent  increase  in 
payments  due  to  increases  in  the  area  wage 
level  adjustment  while  large  LTCHs  (200-h 
beds)  will  experience  a  1.8  percent  increase 
in  payments.  LTCHs  with  between  75  and 
124  beds  are  expected  to  experience  a  below 
average  increase  in  payments  per  discharge 
from  FY  2012  to  FY  2013  (1.3  percent) 
primarily  due  to  an  estimated  decrease  in 
their  payments  from  FY  2012  to  FY  2013  due 
to  the  area  wage  level  adjustment. 

4.  Effect  on  the  Medicare  Program 

As  noted  previously,  we  project  that  the 
provisions  of  this  final  rule  will  result  in  an 
increase  in  estimated  aggregate  LTCH  PPS 
payments  in  FY  2013  relative  to  FY  2012  of 
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appro;  itely  $92  million  (or  approximately 
1.7  percent)  for  the  428  LTCHs  in  our 
database.  In  addition,  the  effects  of  the 
extension  of  the  moratorium  on  the 
application  of  the  “25  percent  threshold” 
payment  adjustment  policy,  as  provided  by 
section  114(c)  of  the  MMSEA,  as  amended  by 
section  4302(a)  of  the  ARRA  and  sections 
3106(a)  and  10312(a)  of  the  Affordable  Care 
Act,  for  cost  reporting  periods  beginning  or 
after  October  1,  2012,  and  before  October  1, 
2013  (and  for  discharges  occurring  on  or  after 
October  1,  2012,  through  the  end  of  the  cost 
reporting  period  of  LTCHs  with  cost 
reporting  periods  beginning  on  or  after  July 
1,  2012,  and  before  September  30,  2012,  as 
explained  in  section  V1I.E.2.  of  the  preamble 
of  this  final  rule),  will  result  in.a  payment 
impact  of  approximately  $170  million  to 
LTCHs. 

5.  Effect  on  Medicare  Beneficiaries 

Under  the  LTCH  PPS,  hospitals  receive 
payment  based  on  the  average  resources 
consumed  by  patients  for  each  diagnosis.  We 
do  not  expect  any  changes  in  the  quality  of 
care  or  access  to  services  for  Medicare 
beneficiaries  under  the  LTCH  PPS,  but  we 
continue  to  expect  that  paying  prospectively 
for  LTCH  services  will  enhance  the  efficiency 
of  the  Medicare  program. 

K.  Effects  of  Requirements  for  Hospital 
Inpatient  Quality  Reporting  (IQR)  Program 

In  section  VIII.A.  of  this  final  rule,  we 
discuss  our  requirements  for  hospitals  to 
report  quality  data  under  the  Hospital  IQR 
Program  in  order  to  receive  the  full  annual 
percentage  increase  for  FY  2015.  We  now 
estimate  that  approximately  95  hospitals  may 
not  receive  the  full  annual  percentage 
increase  in  any  fiscal  year.  At  the  time  that 
the  analysis  was  prepared,  70  hospitals  did 
not  receive  the  full  annual  percentage 
increase  in  FY  2012. 

For  the  FY  2015  payment  determination, 
we  will  remove  one  chart-abstracted 
measure,  and  16  claims  based  measures, 
beginning  with  January  1,  2012  discharges. 
We  believe  that  these  changes  will  not  have 
a  significant  effect  on  our  estimate.  We 
believe  that  most  of  these  hospitals  will  be 
either  small  rural  or  small  urban  hospitals. 
However,  at  this  time,  information  is  not 
available  to  determine  the  precise  number  of 
hospitals  that  will  not  meet  the  requirements 
to  receive  the  full  annual  percentage  increase 
for  FY  2015. 

In  section  VIII. A. 6.  of  this  final  rule,  we  are 
finalizing  for  the  FY  2015  payment 
determination,  supplements  to  the  chart 
validation  process  for  the  Hospital  IQR 
Program.  As  a  part  of  these  supplements,  we 
are  finalizing,  for  FY  2015  payment 
determinations  and  subsequent  years,  to 
separate  validation  for  chart-abstracted  and 
HAI  measures  and  to  also  validate  two 
additional  HAI  measures,  CAUTI  and  SSI. 
Starting  with  the  FY  2015  payment 
determination,  we  are  finalizing  a  modest 
increase  to  the  current  Hospital  IQR  Program 
validation  sample  of  18  cases  per  quarter 
(currently  three  each  for  SCIP,  AMI,  HF,  PN, 
ED/IMM,  and  candidate  CLABSI)  to  27  cases 
per  quarter  (3  each  for  SCIP,  AMI,  HF,  PN, 
ED/IMM,  and  up  to  12  records  combined  for 
CLABSI,  CAUTI,  and  SSI).  However,  in  order 


not  to  increase  the  Hospital  IQR  validation 
program’s  overall  burden  to  hospitals,  while 
expanding  some  of  the  requirements,  and 
targeting  hospitals  with  higher  levels  of 
concern  for  data  quality,  we  are  reducing  the 
total  sample  size  of  hospitals  included  in  the 
annual  validation  random  sample  firom  800 
eligible  hospitals  to  up  to  600  eligible 
hospitals.  This  includes  400  hospitals  in  the 
base  random  sample  and  up  to  200  hospitals 
in  the  target  sample.  The  requirement  of  an 
additional  9  charts  per  hospital  submitted  for 
validation,  combined  with  the  decreased 
sample  size,  will  result  in  approximately 
1 ,800  additional  charts  per  quarter  being 
submitted  to  CMS  by  all  selected  hospitals. 

We  provide  payment  to  hospitals  for  the  cost 
of  sending  charts  to  the  CDAC  contractor  at 
the  rate  of  12  cents  per  page  for  copying  and 
approximately  $4.00  per  chart  for  postage. 

Our  experience  shows  that  the  average  chart 
received  by  the  CDAC  contractor  is 
approximately  275  pages.  Thus,  we  estimate 
that  we  would  expend  approximately 
$66,600  per  quarter  to  collect  th,e  additional 
charts  we  need  to  validate  all  measures. 

The  total  requirement  of  27  charts  per 
hospital  would  result  in  approximately 
16,200  charts  per  quarter  being  submitted  to 
CMS.  Using  the  assumptions  discussed 
above,  for  the  FY  2015  Hospital  IQR  Program, 
we  estimate  that  we  would  have 
expenditures  of  approximately  $599,400  per 
quarter  related  to  the  validation  requirement. 
Given  that  we  pay  for  the  data  collection 
effort,  we  believe  that  a  requirement  for  27 
charts  per  hospital  per  quarter  represents  a 
minimal  burden  to  participating  hospitals 
selected  for  validation. 

L.  Effects  of  PPS-Exempt  Cancer  Hospital 
Quality  Reporting  (PCHQR)  Program 

In  section  VIII. B.  of  the  preamble  of  this 
final  rule,  we  discuss  our  proposed  and  final 
policies  to  implement  the  quality  data 
reporting  program  for  PPS-exempt  hospitals 
(PCHs),  which  we  refer  to  as  the  PCHQR 
Program.  The  PCHQR  Program  is  established 
under  section  1866(k)  of  the  Act,  as  added  by 
section  3005  of  the  Affordable  Care  Act. 
These  quality  reporting  requirements  will 
affect  all  PCHs  participating  in  Medicare.  In 
this  final  rule,  PCHs  will  be  required  to 
register  with  the  CDC,  the  CMS  contractor, 
and  QualityNet  Web  sites  and  take  the  proper 
training  in  order  to  be  adequately  prepared 
to  use  the  respective  systems  to  submit  the 
data.  The  anticipated  burden  to  these  PCHs 
consists  of  the  following:  (1)  The  initial 
registration  of  the  facility  with  CDC,  the  CMS 
contractor,  and  CMS;  (2)  training  of  the 
appropriate  staff  members  on  how  to  use  the 
CDC  agency-based  data  collection 
mechanism  (CDC/NHSN),  the  CMS 
contractor-based  collection  mechanism  for 
the  cancer-specific  quality  measure  data,  and 
CMS  (QualityNet)  program;  (3)  the  time 
required  for  collection  and  aggregation  of 
data;  (4)  the  time  required  for  entry'  of  the 
data  into  the  CDC’s  NHSN  data  warehouse, 
CMS  contractor’s  quality  measure  data 
warehouse,  and  QualityNet  databases  by  the 
PCH’s  representative. 

All  PCHs  that  currently  do  not  already 
report  data  to  the  NHSN  will  be  required  to 
register  with  the  CDC,  the  CMS  contractor. 


and  the  CMS/QualityNet  and  take  the  proper 
training  in  order  to  be  adequately  prepared 
to  use  the  CDC’s  NHSN  data  warehouse,  tlie 
CMS  contractor’s  collection  mechanism  for 
data  submission,  and  the  CMS  QualityNet 
Web  site. 

Those  PCHs  that  already  report  the  HAI 
measures  to  the  NHSN  will  not  be 
significantly  affected  because  we  intend  to 
align  our  reporting  infrastructure  with  that 
used  by  the  NHSN.  However,  for  PCHs  that 
do  not  currently  report  the  two  HAI  measures 
to  the  NHSN,  at  this  time,  we  have  no  way 
to  estimate  how  many  PCHs  will  participate 
in  the  PCHQR  program.  Therefore,  we  are 
unable  to  estimate  the  burden  for  these  PCHs. 

Aside  from  the  statutory  requirements,  it  is 
important  to  note  that  one  of  our  priorities 
is  to  help  achieve  better  health  and  better 
health  care  for  individuals  through  collection 
of  valid,  reliable,  and  relevant  measures  of 
quality  health  care  data.  Such  data  can  be 
shared  with  appropriate  health  care  related 
organizations  and  used  to  further  the 
development  of  health  care  quality,  which,  in 
turn,  helps  to  further  our  objectives  and 
goals.  Health  care  organizations  can  use  their 
health  care  quality  data  for  many  purposes 
such  as  in  their  risk  management  programs, 
health  care  acquired  infection  prevention 
programs  and  research  and  development  of 
medical  programs,  among  others. 

Even  more  importantly,  we  intend  to  share 
the  inforination  obtained  ft-om  the  PCHQR 
Program  with  the  public  as  is  required  under 
the  statute.  These  data  will  be  displayed  on 
the  Hospital  Compare  Web  site.  The  goals  of 
making  these  data  available  to  the  public  in 
a  public  user-friendly  and  relevant  format, 
include,  but  are  not  limited  to:  (1)  Keeping 
the  public  informed  of  the  quality  of  care  that 
is  being  provided  in  PCHs  as  a  whole;  (2) 
keeping  the  public  informed  of  the  quality  of 
care  being  provided  in  specific  PCHs;  (3) 
allowing  the  public  to  compare  and  contrast 
the  data  about  specific  PCHs,  thus  enabling 
the  public  to  make  informed  health  care 
decisions  regarding  PCHs;  and  (4)  providing 
information  about  current  trends  in  health 
care.  There  are  many  other  public  uses  for 
these  quality  data  concerning  PCHs.  Further, 
keeping  the  public  informed  of  quality  of 
care  provided  in  health  care  has  always  been 
of  high  priority  to  CMS. 

We_  also  seek  to  align  the  new  PCHQR 
Program  reporting  requirements  with  current 
HHS  high  priority  conditions  and  topics  and 
to  ultimately  provide  a  comprehensive 
assessment  of  the  quality  of  health  care 
delivered  in  a  variety  of  settings. 

We  did  not  receive  any  public  comments 
on  the  anticipated  effects  of  the  PCHQR 
Program. 

M.  Effects  of  Hospital  Value-Based 
Purchasing  (VBP)  Program  Requirements 

Section  1886(o)(l)(B)  of  the  Act  directs  the 
Secretary  to  begin  making  value-based 
incentive  payments  under  the  Hospital  VBP 
Program  to  hospitals  for  discharges  occurring 
on  or  after  October  1,  2012.  These  incentive 
payments  will  be  funded  for  FY  2013  through 
a  reduction  to  the  FY  2013  base  operating 
MS-DRG  payment  for  each  discharge  of  1 
percent,  as  required  by  section  1886(o)(7)(B) 
of  the  Act.  The  applicable  percentage  for  FY 
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2014  is  1.25  percent,  for  FY  2015  is  1.5 
percent,  for  FY  2016  is  1.75  percent,  and  for 
FY  2017  and  subsequent  years  is  2  percent. 

We  previously  published  a  detailed 
analysis  of  the  FY  201 3  Hospital  VBP 
Program’s  Impact,  based  on  scoring  for  tw'o 
quality  domains,  in  the  Hospital  Inpatient 
VBP  Program  final  rule  (76  FR  26542  through 
26545).  As  we  indicated  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule,  because  we  are  not 
making  any  changes  to  theFY  2013  Hospital 
VBP  Program,  we  do  not  believe  we  must 
provide  an  additional  regulalory  impact 
analysis  for  the  FY  2013  Hospital  VBP 
Program.  In  this  final  rule,  we  are  setting 
forth  the  operational  details  of  the  payihent 
adjustment.  We  believe  that  these  operational 
details  do  not  have  a  regulatory  impact  or 
financial  impact  beyond  policies  already 
finalized.  They  specih'  how  CMS  intends  to 
ensure  that  the  value-based  incentive 
payments  made  to  all  hospitals  in  a  fiscal 
year  are  equal,  in  total,  to  the  reduced  base 
operating  DRG  payment  amounts. 

In  section  VIII.C.  of  the  preamble  of  this 
final  rule,  we  discuss  our  proposal  and  final 
policy  to  add  requirements  for  the  Hospital 
VBP  Program.  In  addition  to  certain 
operational  and  payment  details  for  the  FY 
2013  Hospital  VBP  Program,  we  are  making 
a  number  of  additional  changes  related  to  the 
FY  2015  and  the  FY  2016  Hospital  VBP 
Program,  including  measures,  performance 
periods,  performance  standards,  domain 
weighting,  and  other  topics. 

Specifically,  with  respect  to  the  FY  2015 
Hospital  VBP  Program,  as  we  proposed,  we 
are  adding  two  additional  measures  in  the 
Outcome  domain,  an  AHRQ  Patient  Safety 
Indicators  composite  measure  and  CLABSI: 
Central  Line-Associated  Blood  Stream 
Infection.  We  also  are  adding  a  measure  of 
Medicare  Spending  per  Beneficiary  in  the 
Efficiency  domain. 

With  respect  to  the  FY  2016  Hospital  VBP 
Program,  as  we  proposed,  we  are  adopting 
four  measures:  'Three  30-day  mortality 
measures  adopted  for  FY  2014  and  proposed 
for  FY  2015— MORT-30- AMI,  MORT-30- 
HF,  and  MORT-30-PN— and  the  AHRQ  PSI 
composite  measure  in  the  Outcome  domain. 
All  of  these  measures  are  required  for  the 
Hospital  IQR  Program;  therefore,  their 
inclusion  in  the  Hospital  VBP  Program  does 
not  result  in  any  additional  burden  because 
the  Hospital  VBP  Program  uses  data  that  are 
required  for  the  Hospital  IQR  Program. 

For  future  program  years,  we  intend  to 
consider  the  impacts  of  Hospital  VBP 
Program  policies  in  the  applicable  IPPS/ 
L'TCH  PPS  rulemaking  vehicle.  Because  we 
are  not  altering  the  underlying  scoring 
methodology  finalized  for  the  FY  2013 
Hospital  VBP  Program  in  this  final  rule,  we 
do  not  believe  it  appropriate  to  revise  the 
regulatory  impact  analysis  published  in  the 
Hospital  Inpatient  VBP  Program  final  rule 
referenced  above.  We  intend  to  provide  an 
updated  analysis  of  the  Hospital  VBP 
Program’s  impacts  for  the  FY  2014  program 
year  in  the  FY  2014  IPPS/LTCH  PPS 
rulemaking. 

N.  Effects  of  New  Measures  Added  to  the 
LTCH  Quality  Reporting  (LTCHQR)  Program 
In  section  VIII. D.  of  the  preamble  of  this 
final  rule,  we  discuss  the  implementation  of 


section  3004(a)  of  the  Affordable  Care  Act, 
which  added  section  1886(m)(5)  to  the  Act. 
Section  1886(m)(5)  of  the  Act,  further 
provides  that  in  the  case  of  an  LTCH  that 
does  not  submit  data  to  the  Secretary  in 
accordance  with  section  1886(m)(5)(C)  of  the 
Act  with  respect  to  such  a  rate  year,  any 
annual  update  to  the  standard  Federal  rate 
for  discharges  for  the  hospital  during  the  rate 
year,  and  after  application  of  section 
1886(m)(3)  of  the  Act,  shall  be  reduced  by  2 
percentage  points.  The  initial  requirements 
for  this  LTCH  Quality  Reporting  (LTCHQR) 
Program  were  finalized  in  section  VII.C.  of 
the  FY  2012  IPPS/LTCH  PPS  final  rule  (76  FR 
51743  through  51756). 

In  the  FY  2012  IPPS/LTCH  PPS  final  rule 
(76  FR  51839  through  51840),  we  estimated 
that  only  a  few  LTCHs  would  not  receive  the 
full  payment  update  in  any  fiscal  year  as  a 
result  of  not  submitting  data  under  the  LTCH 
quality  reporting  program.  At  this  time,  the 
LTCHQR  Program  has  not  been  fully 
implemented,  as  data  collection  will  not 
begin  until  October  1,  2012.  However,  we 
believe  that  statements  we  made  in  the  FY 
2012  IPPS/LTCH  PPS  final  rule  regarding  the 
number  and  types  of  LTCHs  that  may  not 
receive  the  full  payment  update  as  a  result 
of  failing  to  submit  data  to  the  Secretary 
under  the  LTCHQR  Program  remain  valid. 

We  believe  that  a  majority  of  LTCHs  will 
submit  data  because  they  will  view  the  new 
quality  reporting  program  as  an  important 
step  in  improving  the  quality  of  care  patients 
receive  in  these  facilities.  We  believe  that 
most  LTCHs  will  quickly  and  easily  adapt  to 
this  new  quality  reporting  program  and  find 
that  the  benefits  of  this  program  outweigh  the 
burdens. 

In  section  VIII. D. 3. d.  of  the  preamble  of 
this  final  rule,  for  FY  2015,  as  we  proposed, 
we  have  retained  the  three  quality  measures 
that  were  finalized  for  use  in  the  LTCHQR 
Program  in  the  FY  2012  IPPS/LTCH  PPS  final 
rule.  These  measures  are;  (1)  Catheter- 
Associated  Urinary  Tract  Infections  (CAUTI); 
(2)  Central  Line  Catheter-Associated  Blood 
Stream  Infection  Event  (CLABSI);  and  (3) 
Pressure  Ulcers  that  are  New  or  Have 
Worsened.  In  the  FY  2012  IPPS/LTCH  PPS 
final  rule  (76  FR  51780  through  51781),  we 
estimated  that  the  total  yearly  cost  to  all 
LTCH  that  are  paid  under  the  LTCH  PPS  to 
report  these  data  (including:  NHSN 
registration  and  training  for  the  CAUTI  and 
CLABSI  quality  measures;  data  submission 
for  all  three  measures,  and  monitoring  data 
submission)  will  be  approximately  $756,326. 
In  section  XI. B. 9.  of  the  preamble  of  this  final 
rule,  we  have  adopted  this  same  burden 
estimate. 

It  is  important  to  note  that,  as  part  of  its 
endorsement  maintenance  process  under 
NQF’s  Patient  Safety  Measures  Project 
{http://  wnw.  qualityforum.  org/ projects/ 
patient  safety  measures.aspx],  the  NQF 
reviewed  the  CAUTI  and  CLABSI  measures 
that  we  adopted  in  the  FY  2012  IPPS/LTCH 
final  rule.  As  a  result  of  this  review,  the  NQF 
expanded  the  scope  of  endorsement  of  these 
measures  to  include  additional  care  settings, 
including  LTCHs.  As  proposed,  in  this  final 
rule,  we  are  specifying  that  the  CAUTI  and 
CLABSI  measures  will  be  adopted  in  their 
expanded  form  for  the  FY  2014  payment 


determination  and  all  subsequent  fiscal  year 
payment  determinations. 

We  do  not  believe  that  the  total  burden 
estimate,  in  the  amount  of  $756,326,  that  was 
made  in  the  FY  2012  IPPS/LTCH  PPS  final 
rule  would  be  affected4)y  the  expansion  of 
the  CAUTI  and  CLABSI  measures.  We  made 
this  statement  because  these  expanded 
measures  are  essentially  the  same  measures 
we  adopted  in  the  FY  2012  IPPS/LTCH  PPS 
final  rule,  except  that  the  measure  names 
have  been  changed  and  the  scope  of 
endorsement  expanded  so  as  to  be  applicable 
to  the  LTCH  setting.  The  expanded  CAUTI 
and  CLABSI  measures  make  no  changes  to 
the  way  that  these  data  are  to  be  collected 
and  reported  by  LTCHs.  Thus,  use  of  the 
expanded  CAUTI  and  CLABSI  measures  will 
place  no  additional  financial  burden  on 
LTCHs.  In  addition,  we  believe  that  this 
financial  burden  should  remain  relatively 
stable  over  the  first  several  years  of  this 
quality  reporting  program,  subject  to  normal 
inflationary  increases,  such  as  increased 
labor  wage  rates. 

In  section  VlII.D.3.d.  of  the  preamble  of 
this  final  rule,  for  the  FY  2016  LTCHQR 
Program,  as  proposed,  we  are  adding  two 
additional  quality  measures  to  the  LTCHQR 
Program.  These  quality  measures  are:  (1) 
Percent  of  Nursing  Home  Residents  Who 
Were  Assessed  and  Appropriately  Given  the 
Seasonal  Influenza  Vaccine  (Short-Stay) 

(NQF  #0680);  and  (2)  Influenza  Vaccination 
Coverage  Among  Healthcare  Personnel  (NQF 
#0431).  Data  for  the  staff  immunization 
measure  will  be  reported  by  LTCHs  to  NHSN. 
Data  for  the  patient  influenza  vaccination 
measure  will  be  collected  using  the  LTCH 
CARE  Data  Set.  While  we  are  still  in  the 
process  of  identifying  and  developing  the 
specific  data  items  that  will  be  necessary  for 
these  measures,  we  believe  that  the  number 
of  data  items  will  be  limited.  Therefore,  we 
anticipate  little,  if  any,  change  in  burden 
associated  with  these  two  measures. 

As  we  noted  previously,  the  LTCHQR 
Program  has  not  been  fully  implemented,  as 
data  collection  will  not  begin  until  October 
1,  2012.  At  this  time,  we  provide  estimates 
of  the  costs  associated  with  the  collection 
and  submission  of  data  in  section  XI.B.9.  of 
the  preamble  of  this  final  rule. 

In  the  FY  2013  IPPS/LTCH  PPS  proposed 
rule,  we  invited  public  comment  on  the 
impact  that  the  proposed  measures  would 
have  on  LTCHs.  The  public  comments  that 
we  received  addressed  the  burden  estimates 
associated  with  the  proposed  measures.  We 
are  addressing  these  public  comments  in 
section  XI.B.9.  of  the  preamble  of  this  final 
rule,  where  we  discuss  in  detail  the 
information  collection  requirements  and  the 
burden  associated  with  those  requirements. 

O.  Effects  of  Quality  Reporting  Requirements 
for  Ambulatory  Surgical  Centers  (ASCs) 

In  section  XIV.K.  of  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period  (76  FR 
74492  through  74517),  we  finalized  quality 
reporting  measures  for  the  CYs  2014,  2015, 
and  2016  payment  determinations  and  other 
requirements  for  the  ASC  Quality  Reporting 
(ASCQR)  Program.  In  section  VIII.E.  of  the 
preamble  of  this  final  rule,  we  discuss 
proposed  and  final  policies  for  ASCs  to 
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report  quality  data  under  the  ASCQR 
Program  in  order  to  be  eligible  to  receive  the 
full  ASC  annual  payment  update.  We  are 
unable  at  this  time  to  estimate  the  number  of 
ASCs  that  may  not  receive  the  full  ASC 
annual  payment  update  in  CYs  2014,  2015, 
and  2016  because  we  do  not  have  data  that 
will  allow  us  to  make  a  reasonable  estimate. 
ASCs  have  not  yet  submitted  quality  data  to 
CMS;  therefore,  there  are  no  data  from 
previous  program  operations  on  which  to 
base  an  estimate.  Further,  data  from  other 
quality  programs  do  not  allow  us  to  make  a 
jeasonable  estimate.  Although  we  might  be 
able  to  make  a  reasonable  estimate  based  on 
data  from  other  programs  with  respect  to  the 
structural  and  process  of  care  measures,  we 
are  unable  to  estimate  the  number  of  ASCs 
that  will  not  be  eligible  to  receive  the  full 
ASC  annual  payment  update  with  respect  to 
the  submission  of  QDCs  for  the  claims-based 
measures.  There  are  two  other  quality  data 
reporting  programs  that  utilize  QDCs 
reported  on  claims  similar  to  what  we 
finalized  in  the  ASCQR  Program:  the 
Physician  Quality  Reporting  System  (PQRS) 
and  the  E-Prescribing  Incentive  Program. 
However,  these  programs  do  not  have 
comparable  reporting  incentives.  The  PQRS 
currently  has  no  penalty  for  not  meeting 
reporting  requirements,  and  the  E-Prescribing 
Incentive  Program  until  CY  2012  was  solely 
incentive-based,  rather  than  penalty-based. 

We  did  not  receive  any  public  comments 
regarding  the  effects  of  the  proposed 
requirements  for  the  ASCQR  Program. 

P.  Effects  of  Requirements  for  the  Inpatient 
Psychiatric  Facilities  Quality  Reporting 
(IPFQR)  Program 

In  section  VIII.F.  of  the  preamble  of  this 
final  rule,  we  discuss  oinr  proposed  and  final 
policies  to  implement  the  Inpatient 
Psythiatric  Facilities  Quality  Reporting 
(IPFQR)  Program. 

1.  General  Background  and  Intent  for 
Implementation  of  the  IPFQR  Program 

We  intend  to  achieve  several  goals  as  we 
develop  and  implement  the  proposed  IPFQR 
Program.  One  goal  of  the  IPFQR  Program  is 
to  implement  the  statutory  requirements  of 
section  1886(s)(4)  of  the  Act  as  added  by 
sections  3401(f)(4)  and  10322(a)  of  the 
Affordable  Care  Act.  However,  in  addition,  it 
is  important  to  note  that  one  of  our  priorities 
is  to  help  achieve  better  health  and  better 
health  care  for  individuals  through  collection 
of  valid,  reliable,  and  relevant  measures  of 
quality  health  care  data.  Such  data  can  be 
shared  with  appropriate  health  care  related 
organizations  and  used  to  further  the 
development  of  health  care  quality,  which,  in 
turn,  helps  to  further  CMS’  objectives  and 
goals.  Health  care  organizations  can  use  such 
health  care  quality  data  for  many  purposes 
such  as  in  their  risk  management  programs, 
health  care  acquired  infection  prevention 
programs  and  research  and  development  of 
medical  programs,  among  others. 

More  importantly,  as  required  by  the  Act, 
we  intend  to  share  the  information  obtained 
from  the  IPFQR  Program  with  the  public. 
These  data  will  be  displayed  on  the  CMS 
Web  site.  The  goals  of  making  these  data 
available  to  the  public  in  a  properly  risk- 
adjusted,  public  user-friendly  and  relevant 


format,  include,  but  are  not  limited  to:  (1) 
Keeping  the  public  informed  of  the  quality  of 
care  that  is  being  provided  in  IPFs  as  a 
whole;  (2)  keeping  the  public  informed  of  the 
quality  of  care  being  provided  in  specific 
IPFs;  (3)  allowing  the  public  to  compare  and 
Contrast  the  data  about  specific  IPFs,  thus 
enabling  the  public  to  make  informed  health 
care  decisions  regarding  IPFs;  and  (4) 
providing  information  about  current  trends 
in  health  care.  There  are  certainly  many  other 
public  uses  for  these  quality  data  concerning 
IPFs.  However,  giving  the  public  access  to 
information  about  the  quality  of  care  in 
specific  facilities  and  keeping  the  public 
informed  of  trends  in  health  care  has  always 
been  of  high  priority  to  CMS. 

We  also  seek  to  align  the  new  IPFQR 
Program  reporting  requirements  with  current 
HHS  high  priority  conditions  and  topics  and 
to  ultimately  provide  a  comprehensive 
assessment  of  the  quality  of  health  care 
delivered  in  a  variety  of  settings. 

2.  Anticipated  Effects 
This  final  rule  will  affect  all  IPFs 
participating  in  Medicare.  The  facilities  will 
have  to  register  with  QualityNet  and  take  the 
proper  training  in  order  to  be  adequately 
prepared  to  use  the  QualityNet  system  to 
submit  the  data.  The  anticipated  burden  to 
these  providers  consists  of  the  following:  (1) 
The  initial  registration  of  the  facility  with 
QualityNet:  (2)  training  of  the  appropriate 
staff  members  on  how  to  use  the  QualityNet 
reporting  program;  (3)  the  time  required  for 
collection  and  aggregation  of  data;  and  (4)  the 
time  required  for  entry  of  the  data  into  the 
QualityNet  database  by  the  IPF’s 
representative. 

We  have  estimated  the  burdens  associated 
with  IPFs  reporting  aggregated-level  data  on 
QualityNet.  In  our  burden  calculation,  we 
have  included  the  time  used  for  chart 
abstraction  and  for  training  personnel  on 
collection  of  chart-abstracted  data, 
aggregation  of  the  data,  as  well  as  training  for 
submitting  the  aggregate-level  data  through 
QualityNet.  We  estimate  that  the  annual 
hourly  burden  to  each  IPF  for  the  collection, 
submission,  and  training  of  personnel  for 
submitting  all  quality  measures  is 
approximately  821  hours  in  a  year  for  each 
IPF.  Thus,  the  average  hourly  burden  to  each 
IPF  is  approximately  68  hours  per  month.  At 
this  time,  we  have  no  way  to  estimate  how 
many  IPFs  will  participate  in  the  program. 
Therefore,  we  cannot  estimate  the  financial 
impact. 

As  we  proposed  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule,  we  are  adopting  the 
quality  measures,  abstraction  methods, 
population,  sampling,  and  reporting 
approaches  used  by  TJC.  One  reason  we 
selected  this  approach  was  to  minimize  the 
burden  on  IPFs.  There  were  1,741  existing 
IPFs,  of  which  450  (approximately  26 
percent)  are  currently  reporting  the  proposed 
measures  to  TJC.  For  these  IPFs,  we  estimate 
that  the  burden  will  be  minimal. 

We  did  not  receive  any  public  comments 
on  the  anticipated  effects  of  the  proposals  for 
the  IPFQR  Program. 


Q.  Effects  of  Requirements  for  Provider  and 
Practitioner  Medical  Record  Deadlines  and 
Claims  Denials 

In  section  X.  of  the  preamble  of  this  final 
rule,  we  discuss  our  proposed  and  finalized 
changes  for  practitioners  to  follow  in 
resppnding  to  requests  for  medical  records 
from  Quality  Improvement  Organizations 
(QlOs).  These  changes  require  practitioners 
to  adhere  to  the  21 -day  and  30-day 
timeframes  in  the  regulations,  which  are 
currently  only  applicable  to  providers.  In 
addition,  the  changes  will  give  QIOs  the 
authority  to  effectuate  claim  denials  for 
practitioners  who  fail  to  submit  the  medical 
records  within  these  timeframes.  QIOs  have 
authority  to  carry  out  claim  denials  for 
providers  who  fail  to  submit  medical  records, 
but  similar  provisions  do  not  exist  for 
practitioners.  In  fact,  to  this  point,  the  QIOs’ 
only  option  for  practitioners  who  fail  to 
submit  medical  records  has  been  to  refer  the 
matter  to  the  HHS  Inspector  General,  and  it 
seems  appropriate  to  identify  a  step,  short  of 
recommending  sanctions,  for  the  QIOs  to 
pursue. 

On  average,  QIOs  request  approximately 
2,000  medical  records  from  practitioners 
each  year.  In  general,  requests  for  medical 
records  from  both  practitioners  and  providers 
are  ultimately  fulfilled,  but  the  average 
response  time  is  considerably  longer  for 
practitioners  than  for  providers.  Because  we 
are  working  to  improve  the  QIOs’  response 
time  in  completing  various  review  activities, 
the  application  of  the  timeframes  to 
practitioners  is  an  important  step  in  our 
efforts.  In  addition,  given  that  the  QIOs  have 
the  need  for  and  the  statutory  authority  to 
request  medical  records  within  a  reasonable 
period  of  time,  they  have  relied  on  the  same 
21-day  and  30-day  timeframes  for 
practitioners.  We  believe  that  having  the 
regulatory  timeframe  and  authority  to  carry 
out  claims  denials  for  providers  have 
generally  resulted  in  providers  complying 
with  medical  record  requests  within  the 
required  timeframes.  In  line  with  this,  we 
believe  that  having  this  same  regulatory 
authority  for  practitioners  will  result  in 
practitioners  complying  with  medical  record 
requests  within  their  required  timeframes, 
which  should,  in  turn,  greatly  reduce  the 
potential  for  any  claims  denials.  Moreover, 
because  vendors  are  increasingly  being  used 
by  providers  and  practitioners  to  respond  to 
requests  for  medical  records,  the  increasing 
effectiveness  of  this  process  could  further 
diminish  any  impact  of  the  regulatory 
changes.  As  we  noted  in  the  proposed  rule, 
we  believe  the  impact  will  be  insignificant. 
However,  at  this  time,  we  cannot  determine 
the  precise  number  of  claim  denials  that 
could  occur  for  practitioners  as  a  result  of 
these  changes. 

We  did  not  receive  any  public  comments  • 
on  our  proposed  statement  of  impact. 

R.  Alternatives  Considered 

This  final  rule  contains  a  range  of  policies. 
It  also  provides  descriptions  of  the  statutory 
provisions  that  are  addressed,  identifies  the 
finalized  policies,  and  presents  rationales  for 
our  decisions  and,  where  relevant, 
alternatives  that  were  considered. 
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S.  Overall  Conclusion 

1.  Acute  Care  Hospitals 
Table  I  of  section  l.G.  of  this  Appendix 
demonstrates  the  estimated  distributional 
impact  of  the  IPPS  budget  neutrality 
requirements  for  the  MS— DRG  and  wage 
index  changes,  and  for  the  wage  index 
reclassifications  under  the  MGCRB.  Table  1 
also  shows  an  overall  increase  of  2.3  percent 
in  operating  payments.  We  estimate  that 
operating  payments  will  increase  by 
approximately  S2.45  billion  in  FY  2013 
relative  to  FY  2012.  In  addition,  we  estimate 
a  savings  of  $24  million  associated  with  the 
HACs  policies  in  FY  2013,  which  is  an 
additional  $2  million  in  savings  than  in  FY 
2012.  In  FY  2012,  pursuant  to  section  1109 
of  the  Affordable  Care  Act,  we  distributed  an 
additional  $250  million  to  qualifying 
hospitals  resulting  in  a  decrease  of  $250 
million  in  payments  to  hospitals  in  FY  2013 
relative  to  FY  2012.  Furthermore,  we 
estimate  that  the  expiration  of  the  expansion 
of  low-volume  payments  under  sections  3125 
and  10314  of  the  Affordable  Care  Act  in  FY 
2013  will  result  in  a  decrease  in  payments  of 
approximately  $318  million  compared  to 
low-volume  payments  made  in  FY  2012.  We 
estimate  that  new  technology  add-on 
payments  will  increase  payments  by 
approximately  $46.1  million.  Finally,  we 
estimate  that  our  finalized  policies  to  count 
labor  cmd  delivery  bed  days  in  the  available 
bed  day  count  for  IME  and  DSH  payments 
will  reduce  IME  payments  by  approximately 
$40  million  for  FY  2013.  These  estimates, 
combined  with  our  FY  2013  operating 
estimate  of  $2.45  billion,  will  result  in  an 
increase  of  approximately  $1.87  billion  for 
FY  2013.  We  estimate  that  capital  payments 
will  experience  a  1.8  percent  increase  in 
payments  per  case,  as  shown  in  Table  III  of 
section  I.I.  of  this  Appendix.  We  project  that 
there  will  be  a  $154  million  increase  in 
capital  payments  in  fV  2013  compared  to  FY 
2012.  The  cumulative  operating  and  capital 
payments  should  result  in  a  net  increase  of 
approximately  $2.04  billion  to  IPPS 
providers.  The  discussions  presented  in  the 
previous  pages,  in  combination  with  the  rest 
of  this  final  rule,  constitute  a  regulatory 
impact  analysis. 

2.  LTCHs 

Overall,  LTCHs  are  projected  to  experience 
an  increase  in  estimated  payments  per 
discharge  in  FY  2013.  In  the  impact  analysis, 
we  are  using  the  rates,  factors,  and  policies 
presented  in  this  final  rule,  including 
updated  wage  index  values  and  relative 
weights,  and  the  best  available  claims  and 
CCR  data  to  estimate  the  change  in  payments 
under  the  LTCH  PPS  for  FY  2013. 
Accordingly,  based  on  the  best  available  data 
for  the  428  LTCHs  in  our  database,  we 
estimate  that  FY  2013  LTCH  PPS  payments 
will  increase  approximately  $92  million 
relative  to  FY  2012.  In  addition,  we  estimate 
that  extension  of  the  moratorium  on  the 
application  of  the  “25  percent  threshold” 
payment  adjustment  policy,  as  provided  by 
section  114(c)  of  the  MMSEA,  as  amended  by 
section  4302(a)  of  the  ARRA  and  sections 
3106(a)  and  10312(a)  of  the  Affordable  Care 
Act,  for  cost  reporting  periods  beginning  on 
or  after  October  1,  2012,  and  before  October 


I,  2013,  will  result  in  a  payment  impact  of 
approximately  $170  million  to  LTCHs. 

II.  Accounting  Statements  and  Tables 
A.  Acute  Care  Hospitals 

As  required  by  OMB  Circular  A— 4 
(available  at  http://www.\vhitehouse.gov/ 
omb/ circulars /a004/ a-4.pdf),  in  Table  V 
below,  we  have  prepared  an  accounting 
statement  showing  the  classification  of  the 
expenditures  associated  with  the  provisions 
of  this  final  rule  as  they  relate  to  acute  care 
hospitals.  This  table  provides  our  best 
estimate  of  the  change  in  Medicare  payments 
to  providers  as  a  result  of  the  changes  to  the 
IPPS  presented  in  this  final  rule.  All 
expenditures  are  classified  as  transfers  to 
Medicare  providers. 

Table  V— Accounting  Statement: 
Classification  of  Estimated  Ex¬ 
penditures  Under  the  IPPS 
From  FY  2012  to  FY  2013 


Category 

Transfers 

Annualized  Monetized 

$2.04  billion. 

T  ransfers. 

From  Whom  to  Whom  i 

Federal  Government 

to  IPPS  Medicare 

Providers. 

Total . 

$2.04  billion. 

B.  LTCHs 

As  discussed  in  section  I.J.  of  this 
Appendix,  the  impact  amlysis  for  the 
changes  we  are  making  under  the  LTCH  PPS 
for  this  final  rule  projects  an  increase  in 
estimated  aggregate  payments  in  FY  2013 
relative  to  FY  2012  of  approximately  $92 
million  for  the  428  LTCHs  in  our  database 
that  are  subject  to  payment  under  the  LTCH 
PPS.  Therefore,  as  required  by  OMB  Circular 
A— 4  (available  at  http://www.whitehouse.gov/ 
omb/circulars/a004/a-4.pdf),  in  Table  VI 
below,  we  have  prepared  an  accounting 
statement  showing  the  classification  of  the 
expenditures  associated  with  the  provisions 
of  this  final  rule  as  they  relate  to  changes  to 
the  LTCH  PPS.  Table  VI  provides  our  best 
estimate  of  the  estimated  increase  in 
Medicare  payments  under  the  LTCH  PPS  as 
a  result  of  the  provisions  presented  in  this 
final  rule  based  on  the  data  for  the  428 
LTCHs  in  our  database.  All  expenditures  are 
classified  as  transfers  to  Medicare  providers 
(that  is,  LTCHs). 

Table  VI— Accounting  Statement: 
Classification  of  Estimated  Ex¬ 
penditures  From  the  FY  2012 
LTCH  PPS  TO  THE  FY  2013  LTCH 


PPS 

Category 

1  ransfers 

Annualized  Monetized 
Transfers. 

Positive  transfer — Es¬ 
timated  increase  in 
expenditures:  $92 
million. 

III.  Regulatory  Flexibility  Act  (RFA) 

Analysis 

The  RFA  requires  agencies  to  analyze 
options  for  regulatory  relief  of  small  entities. 
For  purposes  of  the  RFA,  small  entities 
include  small  businesses,  nonprofit 
organizations,  and  small  government 
jurisdictions.  We  estimate  that  most  hospitals 
and  most  other  providers  and  suppliers  are 
small  entities  as  that  term  is  used  in  the  RFA. 
The  great  majority  of  hospitals  and  most 
other  health  care  providers  and  suppliers  are 
small  entities,  either  by  being  nonprofit 
organizations  or  by  meeting  the  SBA 
definition  of  a  small  business  (having 
revenues  of  less  than  $7.5  million  to  $34.5 
million  in  any  1  year).  (For  details  on  the 
latest  standards  for  health  care  providers,  we 
refer  readers  to  page  33  of  the  Table  of  Small 
Business  Size  Standards  for  NAIC  622  found 
on  the  SBA  Web  site  at:  http://wK'w. sba.gov/ 
contractingopportunities/sizestandardtopics/ 
tableofsize/in  dex.h  tml.). 

For  purposes  of  the  RFA,  all  hospitals  and 
other  providers  and  suppliers  are  considered 
to  be  small  entities.  Individuals  and  States 
are  not  included  in  the  definition  of  a  small 
entity.  We  believe  that  the  provisions  of  this 
final  rule  relating  to  acute  care  hospitals  will 
have  a  significant  impact  on  small  entities  as 
explained  in  this  Appendix.  Because  we  lack 
data  on  individual  hospital  receipts,  we 
cannot  determine  the  number  of  small 
proprietary  LTCHs.  Therefore,  we  are 
assuming  that  all  LTCHs  are  considered 
small  entities  for  the  purpose  of  the  analysis 
in  section  I.J.  of  this  Appendix.  Medicare 
fiscal  intermediaries  and  MACs  are  not 
considered  to  be  small  entities.  Because  we 
acknowledge  that  many  of  the  affected 
entities  are  small  entities,  the  analysis 
discussed  throughout  the  preamble  of  this 
final  rule  constitutes  our  regulatory 
flexibility  analysis.  In  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule,  we  solicited  public 
comments  on  our  estimates  and  analysis  of 
the  impact  of  our  proposals  op  those  small 
entities.  Any  public  comments  that  we 
received  and  our  responses  are  presented 
throughout  this  final  rule. 

IV.  Impact  on  Small  Rural  Hospitals 

Section  1102(b)  of  the  Social  Security  Act 
requires  us  to  prepare  a  regulatory  impact 
analysis  for  any  proposed  or  final  rule  that 
may  have  a  significant  impact  on  the 
operations  of  a  substantial  number  of  small 
rural  hospitals.  This  analysis  must  conform 
to  the  provisions  of  section  603  of  the  RFA. 
With  the  exception  of  hospitals  located  in 
certain  New  England  counties,  for  purposes 
of  section  1102(b)  of  the  Act,  we  define  a 
small  rural  hospital  as  a  hospital  that  is 
located  outside  of  an  urban  area  and  has 
fewer  than  100  beds.  Section  601(g)  of  the 
Social  Security  Amendments  of  1983  (Pub.  L. 
98-21)  designated  hospitals  in  certain  New 
England  counties  as  belonging  to  the  adjacent 
urban  area.  Thus,  for  purposes  of  the  IPPS 
and  the  LTCH  PPS,  we  continue  to  classify 
these  hospitals  as  urban  hospitals.  (We  refer 
readers  to  Table  I  in  section  l.G.  of  this 
Appendix  for  the  quantitative  effects  of  the 
final  policy  changes  under  the  IPPS  for 
operating  costs.) 
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V.  Unfunded  Mandates  Reform  Act  Analysis 
Section  202  of  the  Unfunded  Mandates 

Reform  Act  of  1995  (Pub.  L.  104-4)  also 
requires  that  agencies  assess  anticipated  costs 
and  benefits  before  issuing  any  rule  whose 
mandates  require  spending  in  any  1  year  of 
$100  million  in  1995  dollars,  updated 
annually  for  inflation.  In  2012,  that  threshold 
level  is  approximately  $136  million.  This 
final  rule  will  not  mandate  any  requirements 
for  State,  local,  or  tribal  governments,  nor 
will  it  affect  private  sector  costs. 

VI.  Executive  Order  12866 

In  accordance  with  the  provisions  of 
Executive  Order  12866,  the  Executive  Office 
of  Management  and  Budget  reviewed  this 
final  rule.  • 

Appendix  B:  Recommendation  of 
Update  Factors  for  Operating  Cost 
Rates  of  Payment  for  Inpatient  Hospital 
Services 

I.  Background 

Section  1886(e)(4)(A)  of  the  Act  requires 
that  the  Secretary,  taking  into  consideration 
the  recommendations  of  MedPAC, 
recommend  update  factors  for  inpatient 
hospital  services  for  each  fiscal  year  that  take 
into  account  the  amounts  necessary  for  the 
efficient  and  effective  delivery  of  medically 
appropriate  and  necessary  care  of  high 
quality.  Under  section  1886(e)(5)  of  the  Act, 
we  are  required  to  publish  update  factors 
recommended  by  the  Secretary  in  the 
proposed  and  final  IPPS  rules,  respectively. 
Accordingly,  this  Appendix  provides  the 
recommendations  for  the  update  factors  for 
the  IPPS  national  standardized  amount,  the 
Puerto  Rico-specific  standardized  amount, 
the  hospital-specific  rate  for  SCHs,  and  the 
rate-of-increase  limits  for  certain  hospitals 
excluded  from  the  IPPS,  as  well  as  LTCHs. 

In  prior  years,  we  have  made  a 
recommendation  in  the  IPPS  proposed  rule 
and  final  rule  for  the  update  factors  for  the 
payment  rates  for  IRFs  and  IPFs.  However, 
for  FY  2013,  we  plan  to  include  the 
Secretary’s  recommendation  for  the  update 
factors  for  IRFs  and  IPFs  in  separate  Federal 
Register  documents  at  the  time  that  we 
announce  the  annual  updates  for  IRFs  and 
IPFs.  We  also  discuss  our  response  to 
MedPAC’s  recommended  update  factors  for 
inpatient  hospital  services. 

II.  Inpatient  Hospital  Update  for  FY  2013 

A.  FY 2013  Inpatient  Hospital  Update 
Section  1886(b)(3)(B)  of  the  Act,  as 
amended  by  sections  3401(a)  and  10319(a)  of 
the  Affordable  Care  Act,  sets  the  applicable 
percentage  increase  under  the  IPPS  for  FY 
2013  as  equal  to  the  rate-of-increase  in  the 
hospital  market  basket  for  IPPS  hospitals  in 
all  areas  (which  is  based  on  IHS  Global 
Insight  Inc.’s  (IGI’s)  second  quarter  2012 
forecast  of  the  FY  2006-based  IPPS  market 
basket),  subject  to  a  reduction  of  2.0 
percentage  points  if  the  hospital  fails  to 
submit  quality  data  under  rules  established 
by  the  Secretary  in  accordance  with  section 
1886(b)(3)(B)(viii)  of  the  Act,  and  then 
subject  to  an  adjustment  based  on  changes  in 
economy-wide  productivity  and  an 
additional  reduction  of  0.1  percentage  point. 


Sections  1886(b)(3)(B)(xi)  and  (b)(3)(B)(xii)  of 
the  Act,  as  added  by  section  3401(a)  of  the 
Affordable  Care  Act,  state  that  the 
application  of  the  multifactor  productivity 
adjustment  and  the  additional  FY  2012 
adjustment  of  0.1  percentage  point  may  result 
in  the  applicable  percentage  increase  being 
less  than  zero. 

In  accordance  with  section  1886(b)(3)(B)  of 
the  Act,  as  amended  by  section  3401(a)  of  the 
Affordable  Care  Act,  in  section  IV.H.l  of  the 
preamble  of  the  proposed  rule,  we  proposed 
a  multifactor  productivity  (MFP)  adjustment 
(the  10-year  moving  average  of  MFP  for  the 
period  ending  FY  2012)  of  0.8  percent  (77  FR 
27975  and  27976).  Also,  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  27975  and 
27976),  based  on  Id’s  first  quarter  2012 
forecast  of  the  FY  2013  market  basket 
increase,  we  proposed  an  applicable 
percentage  increase  to  the  FY  2012  operating 
standardized  amount  of  2.1  percent  (that  is, 
the  proposed  FY  2013  estimate  of  the  market 
basket  rate-of-increase  of  3.0  percent  less  an 
adjustment  of  0.8  percentage  points  for 
economy-wide  productivity  and  less  0.1 
percentage  point)  for  hospitals  in  all  areas, 
provided  the  hospital  submits  quality  data  in 
accordance  with  section  1886(b)(3)(B)(viii)  of 
the  Act  and  our  rules.  For  hospitals  that  fail 
to  submit  quality  data,  we  proposed  an 
applicable  percentage  increase  to  the 
operating  standardized  amount  of  0.1  percent 
(that  is,  the  proposed  FY  2013  estimate  of  the 
market  basket  rate-of-increase  of  3.0  percent 
less  2.0  percentage  points  for  failure  to 
submit  quality  data,  less  an  adjustment  of  0.8 
percentage  points  for  economy-wide 
productivity,  and  less  an  additional 
adjustment  of  0.1  percentage  point). 

For  this  final  rule,  in  accordance  with 
section  1886(b)(3)(B)  of  the  Act,  as  amended 
by  section  3401(a)  of  the  Affordable  Care  Act, 
in  section  IV.H.l.  of  the  preamble  of  this  final 
rule,  we  are  making  an  MFP  adjustment  of 
0.7  percent.  Based  on  Id’s  second  quarter 
2012  forecast  of  the  FY  2013  market  basket 
increase,  we  are  providing  for  an  applicable 
percentage  increase  to  the  FY  2012  operating 
standardized  amount  of  1.8  percent  (that  is, 
the  FY  2013  estimate  of  the  market  basket 
rate-of-increase  of  2.6  percent  less  an 
adjustment  of  0.7  percentage  point  for 
economy-wide  productivity  and  less  0.1 
percentage  point)  for  hospitals  in  all  areas, 
provided  the  hospital  submits  quality  data  in 
accordance  with  section  1886(b)(3)(B)(viii)  of 
the  Act  and  our  rules.  For  hospitals  that  fail 
to  submit  quality  data,  we  are  providing  for 
an  applicable  percentage  increase  to  the 
operating  standardized  amount  of  -0.2 
percent  (that  is,  the  FY  2013  estimate  of  the 
market  basket  rate-of-increase  of  2.6  percent 
less  2.0  percentage  points  for  failure  to 
submit  quality  data,  less  an  adjustment  of  0.7 
percentage  point  for  economy-wide 
productivity,  and  less  an  additional 
adjustment  of  0.1  percentage  point). 

B.  Update  for  SCHs  forFY  2013 

Section  1886(b)(3)(B)(iv)  of  the  Act 
provides  that  the  FY  2013  applicable 
percentage  increase  in  the  hospital-specific 
rate  for  SCHs  equals  the  applFcable 
percentage  increase  set  forth  in  section 
1886(b)(3)(B)(i)  of  the  Act  (that  is,  the  same 


update  factor  as  for  all  other  hospitals  subject 
to  the  IPPS).  Therefore,  the  update  to  the 
hospital  specific  rate  for  SCHs  is  subject  to 
section  1886(b)(3)(B)(i)  of  the  Act,  as 
amended  by  sections  3401(a)  and  10319(a)  of 
the  Affordable  Care  Act.  Accordingly,  we  are 
providing  for  an  applicable  percentage 
increase  to  the  hospital-specific  rate 
apolicable  to  SCHs  of  1.8  percent  for 
hospitals  that  submit  quality  data  or  -  0.2 
percent  for  hospitals  that  fail  to  submit 
quality  data. 

C.  FY  2013  Puerto  Rico  Hospital  Update  ‘ 

Section  401(c)  of  Public  Law  108-173 

amended  section  1886(d)(9)(C)(i)  of  the  Act 
and  states  that,  for  discharges  occurring  in  a 
fiscal  year  (beginning  with  FY  2004),  the 
Secretary  shall  compute  an  average 
standardized  amount  for  hospitals  located  in 
any  area  of  Puerto  Rico  that  is  equal  to  the 
average  standardized  amount  computed 
under  subclause  (I)  for  FY  2003  for  hospitals 
in  a  large  urban  area  (or,  beginning  with  FY 
2005,  for  all  hospitals  in  the  previous  fiscal 
year)  increased  by  the  applicable  percentage 
increase  under  subsection  (b)(3)(B)  for  the 
fiscal  year  involved.  Therefore,  the  update  to 
the  Puerto  Rico-specific  operating 
standardized  amount  is  subject  to  the 
applicable  percentage  increase  set  forth  in 
section  1886(b)(3)(B)(i)  of  the  Act  as 
amended  by  sections  3401fa)  and  10319(a)  of 
the  Affordable  Care  Act  (that  is,  the  same 
update  factor  as  for  all  other  hospitals  subject 
to  the  IPPS).  Accordingly,  we  are  providing 
for  an  applicable  percentage  increase  to  the 
Puerto  Rico-specific  standardized  amount  of 
1.8  percent. 

D.  Update  for  Hospitals  Excluded  From  the 
IPPS 

Section  1886(b)(3)(B)(ii)  of  the  Act  is  used 
for  purposes  of  determining  the  percentage 
increase  in  the  rate-of-increase  limits  for 
children’s  and  cancer  hospitals.  Section 
1886(b)(3)(B)(ii)  of  the  Act  sets  the 
percentage  increase  in  the  rate-of-increase 
limits  equal  to  the  market  basket  percentage 
increase.  In  accordance  with  §  403.752(a)  of 
the  regulations,  RNHCIs  are  paid  under 
§  413.40,  which  also  uses  section 
1886(b)(3)(B)(ii)  of  the  Act  to  update  the 
percentage  increase  in  the  rate-of-increase 
limits. 

Currently,  children’s  hospitals,  cancer 
hospitals,  and  RNHCIs  are  the  remaining 
three  types  of  hospitals  still  reimbursed 
under  the  reasonable  cost  methodology.  We 
are  providing  that  the  FY  2013  rate-of- 
increase  percentage  applicable  to  the  target 
amount  for  children’s  hospitals,  cancer 
hospitals,  and  RNHCIs  is  the  percentage 
increase  in  the  IPPS  operating  market  basket. 
For  this  final  rule,  the  current  estimate  of  the 
FY  2013  IPPS  operating  market  basket 
percentage  increase  is  2.6  percent. 

E.  Update  for  LTCHs 

Section  123  of  Public  Law  106-113,  as 
amended  by  section  307(b)  of  Public  Law 
106-554  (and  codified  at  section  1886(m)(l) 
of  the  Act),  provides  the  statutory’  authority 
for  updating  payment  rates  under  the  LTCH 
PPS.  _ 

As  discussed  in  section  VII.  of  the 
preamble  of  this  final  rule,  we  are 
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establishing  an  update  to  the  LTCH  PPS 
standard  Federal  rate  for  FY  2013  based  on 
the  full  LTCH  PPS  market  basket  increase 
estimate  (for  this  final  rule,  estimated  to  be 
2.6  percent),  subject  to  an  adjustment  based 
on  changes  in  economy- wide  productivity 
and  an  additional  reduction  of  0.1  percentage 
point.  The  productivity  adjustment  described 
in  section  1886(b)(3)(B)(xi)(ii)  of  the  Act  is 
currently  estimated  to  be  0.7  percent  for  FY 
2013.  In  addition,  section  1886(m)(3)(A)(ii)  of 
the  .^ct  requires  that  any  annual  update  for 
FY  2013  be  reduced  by  the  “other 
adjustment”  at  section  1886(m)(4)(C)  of  the 
Act,  which  is  0.1  percentage  point.  Therefore, 
based  on  Id’s  second  quarter  2012  forecast 
of  thfc  FY  2013  market  basket  increase,  we  are 
providing  for  an  annual  update  to  the  LTCH 
PPS  standard  Federal  rate  of  1.8  percent  (that 
is,  the  current  FY  2013  estimate  of  the  n;arket 
basket  iBte-o{-incjease  of  2.6  percent  lessen-, 
adjustment  of  0.7'peroBntage  point  for 
economy-wide  productivity  and  less  0.1-  •" 

percentage  point).  Accordingly,  we  are 
applying  an  update  factor  of  1.018  in 
determining  the  LTCH  PPS  standard  Federal 
rate  for  FY  2013.  Furthermore,  we  are 
phasing  in  a  one-time  prospective  adjustment 
to  the  standard  Federal  rate  under 
§  412.523(d)(3)  by  applying  a  factor  of  - 
0.98734  (or  approximately  — 1.3  percent)  in 
FY  2013,  which  will  not  be  applicable  to 
payments  for  LTCH  PPS  discharges  occurring 
on  or  before  December  28,  2012  (consistent 
with  current  law). 

III.  Secretary's  Recommendations 
MedPAC  is  recommending  an  inpatient 
hospital  update  equal  to  one  percent  for  FY 
2013.  MedPAC's  rationale  for  this  update 
recommendation  is  described  in  more  detail 
below.  As  mentioned  above,  section 
1886(e)(4)(A)  of  the  Act  requires  that  the 
Secretary,  taking  into  consideration  the 
recommendations  of  MedPAC,  recommend 
update  factors  for  inpatient  hospital  services 
for  each  fiscal  year  that  take  into  account  the 
amounts  necessary  for  the  efficient  and 
effective  delivery  of  medically  appropriate 
and  necessary'  care  of  high  quality.  Consistent 


with  current  law,  we  are  recommending  an 
applicable  percentage  increase  to  the 
standardized  amount  of  1.8  percent  (that  is, 
the  FY  2013  estimate  of  the  mrukel  basket 
rate-of-increase  of  2.6  percent  less  an 
adjustment  of  0.7  percentage  point  for  MFP 
and  less  0.1  percentage  point).  We  are 
recommending  that  the  same  applicable 
percentage  increase  apply  to  SCHs  aq4  the 
Puerto  Rico-specific  standardi^d  amount. 

In  addition  to  making  a  retiommendatiou  - 
for  IPPS  hospitals,  in  accordapc^with  ■  ' 
section  1886(e)(4)(A)  of  the  Acf,  we  are 
recommending  update  factors  for  certain  _  ^ 
other  types  of  hospitals  excluded  from  the 
IPPS.  Consistent  with  our  policies  for.  these 
facilities,  we  are  recommending  ah  update 
for  children’s  hospitals,  cancer  hospitals,  and 
RNHCIs  of  2.6  percent. 

For  FY  2013,  consistent  with  pqUcy  set^  . 

,  forth  in  Stection  VII.  t)f  the  pr^rable  of  thi^ 
final  rule,  we  are  recommencing,  an  update 
of  1.8  percent  to  the  LTCH  PPS  standard  • 
Federal  rate. 

IV.  MedPAC  Recommendation  for  Assessing 
Payment  Adequacy  and  Updating  Payments 
in  Traditional  Medicare  \  ' 

In  its  March  2012  Report  to  Congress, 
MedPAC  assessed  the  adequacy  of  current 
payments  and  costs,  and  the  relationship 
between  payments  and  an  appropriate  cost 
base.  MedPAC  recommended  an  update  to 
the  hospital  inpatient  rates  equal  to  one 
percent.  MedPAC  expects  Medicare  margins 
to  remain  low  in  2012.  At  the  same  time, 
MedPAC’s  analysis  finds  that  efficient 
hospitals  have  been  able  to  maintain  positive 
Medicare  margins  while  maintaining  a 
relatively  high  quality  of  care.  MedPAC  also 
recommended  that  Congress  should  require 
the  Secretary  to  use  the  difference  between 
the  increase  of  the  applicable  percentage 
increase  under  the  IPPS  for  FY  2013  and 
MedPAC’s  recommendation  of  a  1.0  percent 
update  to  gradually  recover  past 
overpayments  due  to  documentation  and 
coding  changes. 

Response:  With  regard  to  MedPAC’s 
recommendation  of  an  update  to  the  hospital 


inpatient  rates  equal  to  one  percent,  for  FY 
2013,  as  discussed  above,  sections  3401(a) 
and  10319(a)  of  the  Affordable  Care  Act 
amended  section  1886(b)(3)(B)  of  the  Act. 
Section  1886(b)(3)(B)  of  the  Act,  as  amended 
by  these  sections,  sets  the  requirements  for 
the  FY  2013  applicable  percentage  increase. 
Therefore,  we  have  provided  for  an 
applicable  percentage  increase  for  FY  2013  of 
1.8  percent,  provided  the  hospital  submits 
quality  data,  consistent  with  these  statutory 
requirements. 

With  regard  to  MedP.  vC’s  recommendation 
that  Congress  should  require  the  Secretary  to 
use  the  difference  between  the  increase  of  the 
applicable  percentage  increase  under  the 
IPPS  for  FY  2013  and  MedPAC’s 
recommendation  of  a  1.0  percent  update  to 
gradually  recover  past  overpayments  due  to 
documentation  and  coding  changes,  we  refer 
readers  to  section  II. D.  of  the  preamble  of  this 
final  rule  for  a  complete  discussion  of  the  FY 
2013  documentation  and  coding  adjustments. 
In  section  II.D.  of  the  preamble  of  this  final 
rule,  we  are  making  a  prospective  adjustment 
of  1.9  percent  to  the  FY  2013  standardized 
amount  to  remove  the  remaining  effect  of 
documentation  and  coding  that  occurred  in 
FY  2008  and  FY  2009.  We  note  that  section 
7(b)(1)(B)  of  Public  Law  110-90  authorized 
recoupments  of  overpayments  due  to 
documentation  and  coding  changes  for  FY 
2008  and  FY  2009,  and  under  this  authority, 
such  recoupments  had  to  be  made  no  later 
than  FY  2012.  Accordingly,  any  recoupments 
of  overpayments  due  to  documentation  and 
coding  changes  beyond  the  authority  of 
section  7(b)(1)(B)  of  Public  Law  110-90 
would  require  changes  to  current  law  by 
Congress. 

We  also  note  that,  because  the  operating 
and  capital  prospective  payment  systems 
remain  separate,  we  are  continuing  to  use 
separate  updates  for  operating  and  capital 
payments.  The  update  to  the  capital  rate  is 
discussed  in  section  UI.  of  the  Addendum  to 
this  final  rule. 

(FR  IDoc.  2012-19079  Filed  8-1-12;  4:15  pm] 
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DEPARTMENT  OF  THE  INTERIOR 
Fish  and  Wildlife  Service 
50CFR  Part  20 

[Docket  No.  FWS-R9-MB-201 2-0005; 
FF09M21 200-1 23-FXMB1 231 099BPP0L2] 

RIN  1018-AX97 

Migratory  Bird  Hunting;  Early  Seasons 
and  Bag  and  Possession  Limits  for 
Certain  Migratory  Game  Birds  in  the 
Contiguous  United  States,  Alaska, 
Hawaii,  Puerto  Rico,  and  the  Virgin 
isiands 

agency:  Fish  and  Wildlife  Service, 
Interior. 

ACTION:  Final  rule. 

SUMMARY:  This  rule  prescribes  the 
hunting  seasons,  hours,  areas,  and  daily 
bag  and  possession  limits  of  mourning, 
white-winged,  and  white-tipped  doves; 
band-tailed  pigeons;  rails;  moorhens 
and  gallinules;  woodcock:  common 
snipe:  sandhill  cranes;  sea  ducks;  early 
(September)  waterfowl  seasons; 
migratory  game  birds  in  Alaska,  Hawaii, 
Puerto  Rico,  and  the  Virgin  Islands; 
youth  waterfowl  day;  and  some 
extended  falconry  seasons.  Taking  of 
migratory  birds  is  prohibited  unless 
specifically  provided  for  by  annual 
regulations.  This  rule  permits  taking  of 
designated  species  during  the  2012-13 
season. 

DATES:  This  rule  is  effective  on 
September  1,  2012. 

ADDRESSES;  You  may  inspect  comments 
received  on  the  migratory  bird  hunting 
regulations  during  normal  business 
hours  at  the  Service’s  office  in  Room 
4107,  Arlington  Square  Building,  4501 
N.  Fairfax  Drive,  Arlington,  VA.  You 
may  obtain  copies  of  referenced  reports 
from  the  street  address  above,  or  from 
the  Division  of  Migratory  Bird 
Management’s  Web  site  at  http:// 
w'ww.fws.gov/migratorybirds/,  or  at 
http://www.regulations.gov  at  Docket 
No.  FWS-R9-MB-2012-0005. 

FOR  FURTHER  INFORMATION  CONTACT:  Ron 
W.  Kokel,  Division  of  Migratory  Bird 
Management,  U.S.  Fish  and  Wildlife 
Service,  (703)  358-1714. 
SUPPLEMENTARY  INFORMATION: 

Regulations  Schedule  for  2011 

On  April  17,  2012,  we  published  in 
the  Federal  Register  (77  FR  23094)  a 
proposal  to  amend  50  CFR  part  20.  The 
proposal  provided  a  background  and 
overview  of  the 'migratory  bird  hunting 
regulations  process,  and  addressed  the 
establishment  of  seasons,  limits,  and 
other  regulations  for  hunting  migratory 


game  birds  under  §§  20.101  through 
20.107,  20.109,  and  20.110  of  subpart  K. 
Major  steps  in  the  2012-13  regulatory 
cycle  relating  to  open  public  meetings 
and  Federal  Register  notifications  were 
also  identified  in  the  April  17  proposed 
rule. 

On  May  17,  2012,  we  published  in  the 
Federal  Register  (77  FR  29516)  a  second 
document  providing  supplemental 
proposals  for  early-  and  late-season 
migratory  bird  hunting  regulations.  The 
May  17  supplement  also  provided 
detailed  information  on  the  2012-13 
regulatory  schedule  and  announced  the 
Service  Regulations  Committee  (SRC) 
and  Flyway  Council  meetings. 

On  June  12,  2012,  we  published  in  the 
Federal  Register  (77  FR  34931)  a  third 
document  revising  our  previously 
announced  dates  of  the  June  2012  SRC 
meetings. 

On  June  19  and  20,  2012,  we  held 
open  meetings  with  the  Flyway  Council 
Consultants  where  the  participants 
reviewed  information  on  the  current 
status  of  migratory  shore  and  upland 
game  birds  and  developed 
recommendations  for  the  2012-13 
regulations  for  these  species  plus 
regulations  for  migratory  game  birds  in 
Alaska,  Puerto  Rico,  and  the  Virgin 
Islands;  special  September  waterfowl 
seasons  in  designated  States;  special  sea 
duck  seasons  in  the  Atlantic  Flyway; 
and  extended  falconry  seasons.  In 
addition,  we  reviewed  and  discussed 
preliminary  information  on  the  status  of 
waterfowl  as  it  relates  to  the 
development  and  selection  of  the 
regulatory  packages  for  the  2012-13 
regular  waterfowl  seasons. 

On  July  20,  2012,  we  published  in  the 
Federal  Register  (77  FR  42920)  a  fourth 
document  specifically  dealing  with  the 
proposed  frameworks  for  early-season 
regulations.  In  late  August  2012,  we 
published  in  the  Federal  Register  a  final 
rule  which  contained  final  frameworks 
for  early  migratory  bird  hunting  seasons 
from  which  wildlife  conservation 
agency  officials  from  the  States,  Puerto 
Rico,  and  the  Virgin  Islands  selected 
early-season  hunting  dates,  hours,  areas, 
and  limits. 

On  July  25-26,  2012,  we  held  open 
meetings  with  the  Flyway  Council 
Consultants  at  which  the  participants 
reviewed  the  status  of  waterfowl  and 
developed  recommendations  for  the 
2012-13  regulations  for  these  species. 
Proposed  hunting  regulations  were 
discussed  for  late  seasons.  VVe 
published  proposed  frameworks  for  the 
2012-13  late-season  migratory  bird 
hunting  regulations  in  an  August  17, 
2012  Federal  Register  (77  FR  49868). 

The  final  rule  described  here  is  the 
seventh  in  the  series  of  proposed. 


supplemental,  and  final  rulemaking 
documents  for  migratory  game  bird 
hunting  regulations  and  deals 
specifically  with  amending  subpart  K  of 
50  CFR  part  20.  It  sets  hunting  seasons, 
hours,  areas,  and  limits  for  mourning, 
white-winged,  and  white-tipped  doves; 
band-tailed  pigeons:  rails;  moorhens 
and  gallinules;  woodcock;  common 
snipe:  sandhill  cranes;  sea  ducks;  early 
(September)  waterfowl  seasons; 
migratory  game  birds  in  Alaska,  Hawaii, 
Puerto  Rico,  and  the  Virgin  Islands; 
youth  waterfowl  hunting  day;  and  some 
extended  falconry  seasons. 

National  Environmental  Policy  Act 
(NEPA)  Consideration 

NEPA  considerations  are  covered  by 
the  programmatic  document  “Final 
Supplemental  Environmental  Impact 
Statement:  Issuance  of  Annual 
Regulations  Permitting  the  Sport 
Hunting  of  Migratory  Birds  (FSES  88- 
14),’’  filed  with  the  Environmental 
Protection  Agency  on  June  9, 1988.  We 
published  a  notice  of  availability  in  the 
Federal  Register  on  June  16, 1988  (53 
FR  22582).  We  published  our  Record  of 
Decision  on  August  18, 1988  (53  FR 
31341).  In  addition,  an  August  1985 
environmental  assessment  entitled 
“Guidelines  for  Migratory  Bird  Hunting 
Regulations  on  Federal  Indian 
Reservations  and  Ceded  Lands”  is 
available  from  the  address  indicated 
under  the  caption  FOR  FURTHER 
INFORMATION  CONTACT. 

In  a  notice  published  in  the 
September  8,  2005,  Federal  Register  (70 
FR  53376),  we  announced  our  intent  to 
develop  a  new  Supplemental 
Environmental  Impact  Statement  (SEIS) 
for  the  migratory  bird  hunting  program. 
Public  scoping  meetings  were  held  in 
the  spring  of  2006,  as  detailed  in  a 
March  9,  2006,  Federal  Register  (71  FR 
.  12216).  We  released  the  draft  SEIS  on 
July  9,  2010  (75  FR  39577).  The  draft 
SEIS  is  available  either  by  writing  to  the 
address  indicated  under  FOR  FURTHER 
INFORMATION  CONTACT  or  by  viewing  our 
Web  site  at  http://www.fws.gov/ 
migratorybirds. 

Endangered  Species  Act  Consideration 

Section  7  of  the  Endangered  Species 
Act,  as  amended  (16  U.S.C.  1531-1543; 
87  Stat.  884),  provides  that,  “The 
Secretary  shall  review  other  programs 
administered  by  him  and  utilize  such 
programs  in  furtherance  of  the  purposes 
of  this  Act”  (and)  shall  “insure  that  any 
action  authorized,  funded,  or  carried  out 
*  *  *  is  not  likely  to  jeopardize  the 
continued  existence  of  any  endangered 
species  or  threatened  species  or  result  in 
the  destruction  or  adverse  modification 
of  [critical]  habitat  *  *  *.” 
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Consequently,  we  conducted  formal 
consultations  to  ensure  that  actions 
resulting  from  these  regulations  would 
not  likely  jeopardize  the  continued 
existence  of  endangered  or  threatened 
species  or  result  in  the  destruction  or 
adverse  modification  of  their  critical 
habitat.  Findings  from  these 
consultations  are  included  in  a 
biological  opinion,  which  concluded 
that  the  regulations  are  not  likely  to 
jeopardize  the  continued  existence  of 
any  endangered  or  threatened  species. 
Additionally,  these  findings  may  have 
caused  modification  of  some  regulatory 
measures  previously  proposed,  and  the 
final  frameworks  reflect  any  such 
modifications.  Our  biological  opinions 
resulting  from  this  section  7 
consultation  are  public  documents 
available  for  public  inspection  at  the 
address  indicated  under  ADDRESSES. 

Regulatory  Planning  and  Review 
(Executive  Orders  12866  and  13563) 

Executive  Order  12866  provides  that 
the  Office  of  Information  and  Regulatory 
Affairs  (OIRA)  in  the  Office  of 
Management  and  Budget  (OMB)  will 
review  all  significant  rules.  OIRA  has 
determined  that  this  rule  is  significant 
because  it  will  have  an  annual  effect  of 
$100  million  or  more  on  the  economy. 

Executive  Order  13563  reaffirms  the 
principles  of  E.O.  12866  while  calling 
for  improvements  in  the  nation’s 
regulatory  system  to  promote 
predictability,  to  reduce  uncertainty, 
and  to  use  the  best,  most  innovative, 
and  least  burdensome  tools  for 
achieving  regulatory  ends.  The 
executive  order  directs  agencies  to 
consider  regulatory  approaches  that 
reduce  burdens  and  maintain  flexibility 
and  freedom  of  choice  for  the  public 
where  these  approaches  are  relevant, 
feasible,  and  consistent  with  regulatory 
objectives.  E.O.  13563  emphasizes 
further  that  regulations  must  be  based 
on  the  best  available  science  and  that 
the  rulemaking  process  must  allow  for 
public  participation  and  an  open 
exchange  of  ideas.  We  have  developed 
this  rule  in  a  manner  consistent  with 
these  requirements. 

An  economic  analysis  was  prepared 
for  the  2008-09  season.  This  analysis 
was  based  on  data  from  the  2006 
National  Hunting  and  Fishing  Survey, 
the  most  recent  year  for  which  data  are 
available  (see  discussion  in  Regulator^ 
Flexibility  Act  section  below).  This 
analysis  estimated  consumer  surplus  for 
three  alternatives  for  duck  hunting 
(estimates  for  other  species  are  not 
quantified  due  to  lack  of  data).  The 
alternatives  are  (1)  Issue  restrictive 
regulations  allowing  fewer  days  than 
those  issued  during  the  2007-08  season. 


(2)  Issue  moderate  regulations  allowing 
more  days  than  those  in  alternative  1, 
and  (3)  Issue  liberal  regulations 
identical  to  the  regulations  in  the  2007- 
08  season.  For  the  2008-09  season,  we 
chose  alternative  3,  with  an  estimated 
consumer  surplus  across  all  flyways  of 
$205-$270  million.  We  also  chose 
alternative  3  for  the  2009-10  and  the 
2010-11  seasons.  At  this  time,  we  are 
proposing  no  changes  to  the  season 
frameworks  for  the  2011-12  season,  and 
as  such,  we  will  again  consider  these 
three  alternatives.  However,  final 
frameworks  for  waterfowl  will  be 
dependent  on  population  status 
information  available  later  this  year.  For 
these  reasons,  we  have  not  conducted  a 
new  economic  analysis,  but  the  2008-09 
analysis  is  part  of  the  record  for  this  rule 
and  is  available  at  http://www.fws.gov/ 
migratorybirds/ 

NewReportsPublications/SpecialTopics/ 
SpecialTopics.htmIttHuntingRegs  or  at 
http://www.reguIations.gov  at  Docket 
No.  FWS-R9-MB-2012-0005. 

Regulatory  Flexibility  Act 

The  annual  migratory  bird  hunting 
regulations  have  a  significant  economic 
impact  on  substantial  numbers  Of  small 
entities  under  the  Regulatory  Flexibility 
Act  (5  U.S.C.  601  et  seq.).  We  analyzed 
the  economic  impacts  of  the  annual 
hunting  regulations  on  small  business 
entities  in  detail  as  part  of  the  1981  cost- 
benefit  analysis.  This  analysis  was 
revised  annually  from  1990—95.  In  1995, 
the  Service  issued  a  Small  Entity 
Flexibility  Analysis  (Analysis),  which 
was  subsequently  updated  in  1996, 

1998,  2004,  and  2008.  The  primary 
source  of  information  about  hunter 
expenditures  for  migratory  game  bird 
hunting  is  the  National  Hunting  and 
Fishing  Survey,  which  is  conducted  at 
5-year  intervals.  The  2008  Analysis  was 
based  on  the  2006  National  Hunting  and 
Fishing  Survey  and  the  U.S.  Department 
of  Commerce’s  County  Business 
Patterns,  from  which  it  was  estimated 
that  migratory  bird  hunters  would 
spend  approximately  $1.2  billion  at 
small  businesses  in  2008. 

Copies  of  the  Analysis  are  available 
upon  request  from  the  Division  of 
Migratory  Bird  Management  (see 
ADDRESSES)  or  from  our  Web  site  at 
http://www.fws.gov/migratorybirds/ 
NewReportsPublications/SpecialTopics/ 
SpecialTopics.htmhtHuntingRegs  or  at 
http://www.regulations.gov  at  Docket 
No.  FWS-R9-MB-2012-0005. 

Small  Business  Regulatory  Enforcement 
Fairness  Act 

This  rule  is  a  major  rule  under  5 
U.S.C.  804(2),  the  Small  Business 
Regulatory  Enforcement  Fairness  Act. 


For  the  reasons  outlined  above,  this  rule 
will  have  an  annual  effect  on  the 
economy  of  $100  million  or  more. 
However,  because  this  rule  establishes 
hunting  seasons,  under  the  exemption 
contained  in  5  U.S.C.  808(1),  we  are  not 
deferring  the  effective  date. 

Paperwork  Reduction  Act 

We  examined  these  regulations  under 
the  Paperwork  Reduction  Act  of  1995 
(44  U.S.C.  3501  et  seq.].  The  various 
recordkeeping  and  reporting 
requirements  imposed  under  regulations 
established  in  50  CFR  part  20,  subpart 
K,  are  utilized  in  the  formulation  of 
migratory  game  bird  hunting 
regulations.  Specifically,  OMB  has 
approved  the  information  collection 
requirements  of  our  Migratory  Bird 
Surveys  and  assigned  control  number 
1018-0023  (expires  4/30/2014).  This 
information  is  used  to  provide  a 
sampling  frame  for  voluntary  national 
surveys  to  improve  our  harvest 
estimates  for  all  migratory  game  birds  in 
order  to  better  manage  these 
populations.  OMB  has  also  approved 
the  information  collection  requirements 
of  the  Alaska  Subsistence  Household 
Survey,  an  associated  voluntary  annual 
household  survey  used  to  determine 
levels  of  subsistence  take  in  Alaska,  and 
assigned  control  number  1018-0124 
(expires  4/30/2013). 

A  Federal  agency  may  not  conduct  or 
sponsor  and  a  person  is  not  required  to 
'respond  to  a  collection  of  information 
unless  it  displays  a  currently  valid  OMB 
control  number. 

Unfunded  Mandates  Reform  Act 

We  have  determined  and  certify,  in 
compliance  with  the  requirements  of  the 
Unfunded  Mandates  Reform  Act,  2 
U.S.C.  1502  et  seq.,  that  this  rulemaking 
will  not  impose  a  cost  of  $100  million 
or  more  in  any  given  year  on  local  or 
State  government  or  private  entities. 
Therefore,  this  rule  is  not  a  “significant 
regulatory  action”  under  the  Unfunded 
Mandates  Reform  Act. 

Civil  Justice  Reform — Executive  Order 
12988 

The  Department,  in  promulgating  this 
rule,  has  determined  that  this  rule  will 
not  unduly  burden  the  judicial  system 
and  that  it  meets  the  requirements  of 
sections  3(a)  and  3(b)(2)  of  Executive 
Order  12988. 

Takings  Implication  Assessment 

In  accordance  with  Executive  Order 
12630,  this  rule,  authorized  by  the 
Migratory  Bird  Treaty  Act,  does  not 
have  significant  takings  implications 
and  does  not  affect  any  constitutionally 
protected  property  rights.  This  rule  will 
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not  result  in  the  physical  occupancy  of 
property,  the  physical  invasion  of 
property,  or  the  regulatory  taking  of  any 
property.  In  fact,  this  rule  allows 
hunters  to  exercise  otherwise 
unavailable  privileges  and,  therefore, 
reduce  restrictions  on  the  use  of  private 
and  public  property. 

Energy  Effects — Executive  Order  13211 

Executive  Order  13211  requires 
agencies  to  prepare  Statements  of 
Energy  Effects  when  undertaking  certain 
actions.  While  this  rule  is  a  significant 
regulatory  action  under  Executive  Order 
12866,  it  is  not  expected  to  adversely 
affect  energy  supplies,  distribution,  or 
use.  Therefore,  this  action  is  not  a 
significant  energy  action  and  no 
Statement  of  Energy  Effects  is  required. 

Government-to-Government 
Relationship  With  Tribes 

In  accordance  with  the  President’s 
memorandum  of  April  29, 1994, 
“Government-to-Government  Relations 
with  Native  American  Tribal 
Governments”  (59  FR  22951),  Executive 
Order  13175,  and  512  DM  2,  we  have 
evaluated  possible  effects  on  Federally- 
recognized  Indian  tribes  and  have 
determined  that  there  are  no  effects  on 
Indian  trust  resources.  However,  in  the 
April  17  Federal  Register,  we  solicited 
proposals  for  special  migratory  bird 
hunting  regulations  for  certain  Tribes  on 
Federal  Indian  reservations,  off- 
reser\'ation  trust  lands,  and  ceded  lands 
for  the  2012-13  migratory  bird  hunting 
season.  The  resulting  proposals  were 
contained  in  a  separate  August  16,  2012, 
proposed  rule  (77  FR  49680).  By  virtue 
of  these  actions,  we  have  consulted  with 
Tribes  affected  by  this  rule. 

Federalism  Effects 

Due  to  the  migratory  nature  of  certain 
species  of  birds,  the  Federal 
Government  has  been  given 
responsibility  over  these  species  by  the 
Migratory  Bird  Treaty  Act.  We  annually 
prescribe  frame./brks  from  which  the 
States  make  selections  regarding  the 
hunting  of  migratory  birds,  and  we 
employ  guidelines  to  establish  special 
regulations  on  Federal  Indian 
reservations  and  ceded  lands.  This 
process  preserves  the  ability  of  the 


States  and  tribes  to  determine  which 
seasons  meet  their  individual  needs. 

Any  State  or  Indian  tribe  may  be  more 
restrictive  than  the  Federal  framew'orks 
at  any  time.  The  frameworks  are 
developed  in  a  cooperative  process  with 
the  States  and  the  Flyway  Councils. 

This  process  allows  States  to  participate 
in  the  development  of  frameworks  from 
which  they  will  make  selections, 
thereby  having  an  influence  on  their 
own  regulations.  These  rules  do  not 
have  a  substantial  direct  effect  on  fiscal 
capacity,  change  the  roles  or 
responsibilities  of  Federal  or  State 
governments,  or  intrude  on  State  policy 
or  administration.  Therefore,  in 
accordance  with  Executive  Order  13132, 
these  regulations  do  not  have  significant 
federalism  effects  and  do  not  have 
sufficient  federalism  implications  to 
warrant  the  preparation  of  a  federalism 
summary  impact  statement. 

Regulations  Promulgation 

The  rulemaking  process  for  migratory 
game  bird  hunting  must,  by  its  nature, 
operate  under  severe  time  constraints. 
However,  we  intend  that  the  public  be 
given  the  greatest  possible  opportunity 
to  comment.  Thus,  when  the 
preliminary  proposed  rulemaking  was 
published,  we  established  what  we 
believed  were  the  longest  periods 
possible  for  public  comment.  In  doing 
this,  we  recognized  that,  when  the 
comment  period  closed,  time  would  be 
of  the  essence.  That  is,  if  there  were  a 
delay  in  the  effective  date  of  these 
regulations  after  this  final  rulemaking. 
States  would  have  insufficient  time  to 
select  season  dates  and  limits;  to 
communicate  those  selections  to  us;  and 
to  establish  and  publicize  the  necessary 
regulations  and  procedures  to 
implement  their  decisions.  We  find  that 
“good  cause”  exists,  within  the  terms  of 
5  U.S.C.  553(d)(3)  of  the  Administrative 
Procedure  Act,  and  therefore,  under 
authority  of  the  Migratory  Bird  Treaty 
Act  (July  3, 1918),  as  amended  (16 
U.S.C.  703-711),  these  regulations  will 
take  effect  less  than  30  days  after 
publication.  Accordingly,  with  each 
conservation  agency  having  had  an 
opportunity  to  participate  in  selecting 
the  hunting  seasons  desired  for  its  State 
or  Territory  on  those  species  of 


migratory  birds  for  which  open  seasons 
are  now  prescribed,  and  consideration 
having  been  given  to  all  other  relevant 
matters  presented,  certain  sections  of 
title  50,  chapter  I,  subchapter  B,  part  20, 
subpart  K,  are  hereby  amended  as  set 
forth  below. 

List  of  Subjects  in  50  CFR  Part  20 

Exports,  Hunting,  Imports,  Reporting 
and  recordkeeping  requirements, 
Transportation,  Wildlife. 

Dated:  August  16,  2012. 

Rachel  Jacobson, 

Principal  Assistant  Deputy  Secretary  for  Fish 
and  Wildlife  and  Parks. 

For  the  reasons  set  out  in  the 
preamble,  title  50,  chapter  I,  subchapter 
B,  part  20,  subpart  K  of  the  Code  of 
Federal  Regulations  is  amended  as 
follows: 

PART  20— [AMENDED] 

■  1.  The  authority  citation  for  part  20 
continues  to  read  as  follows: 

Authority:  Migratory  Bird  Treaty  Act,  40 
Stat.  755, 16  U.S.C.  703-712;  Fish  and 
Wildlife  Act  of  1956, 16  U.S.C.  742  a-j, 

Public  Law  106-108, 113  Stat.  1491,  Note 
Following  16  U.S.C.  703. 

Note:  The  following  annual  hunting 
regulations  provided  for  by  §§  20.101  through 
20.106  and  20.109  of  50  CFR  20  will  not 
appear  in  the  Code  of  Federal  Regulations 
because  of  their  seasonal  nature. 

■  2.  Section  20.101  is  revised  to  read  as 

follows:  , 

§20.101  Seasons,  limits,  and  shooting 
hours  for  Puerto  Rico  and  the  Virgin 
Isiands. 

Subject  to  the  applicable  provisions  of 
the  preceding  sections  of  this  part,  areas 
open  to  hunting,  respective  open 
seasons  (dates  inclusive),  shooting  and  • 
hawking  hours,  and  daily  bag  and 
possession  limits  for  the  species 
designated  in  this  section  are  prescribed 
as  follows: 

Shooting  and  hawking  hours  are  one- 
half  hour  before  sunrise  until  sunset. 

CHECK  COMMONWEALTH 
REGULATIONS  FOR  AREA 
DESCRIPTIONS  AND  ANY 
ADDITIONAL  RESTRICTIONS. 

(a)  Puerto  Rico. 


1 

1 

1 

Season  dates 

Limits 

i 

_ 1 

Bag 

Possession 

Doves  and  Pigeons:  i 

Zenaida,  white-winged.and  mourning  doves  (1)  ... 

Sept.  1-Oct.  29  . 

20 

20 

Scaly-naped  pigeons  . 

Sept.  1-Oct.  29  . . . 

5 

5 

Ducks  . 

Nov.  10-Dec.  17  &  . 

6 

12 

Jan. 12-Jan.  28 . 

6 

12 

Common  Moorhens  . 

Nov.  10-Dec.  17  &  . 

6 

12 

I  Jan.  12-Jan.  28 . 

6 

12 
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f.  I 

1 - 

Limits 

Season  dates 

Bag 

Possession 

Common  Snipe . . . 

Nov.  10-Dec.  17  &  . 

16 

Jan.  12-Jan.  28 . 

8 

16 

(1)  Not  more  than  10  Zenaida  and  3  mourning  doves  in  the  aggregate. 


Restrictions:  In  Puerto  Rico,  the 
season  is  closed  on  the  ruddy  duck, 
white-cheeked  pintail,  West  Indian 
whistling  duck,  fulvous  whistling  duck, 


masked  duck,  purple  gallinule, 
American  coot,  Caribbean  coot,  white- 
crowned  pigeon,  and  plain  pigeon. 


Closed  Areas:  Closed  areas  are 
described  in  the  July  20,  2012,  Federal 
Register  (77  FR  42920). 

(b)  Virgin  Islands. 


Season  dates  ! 

Limits 

1 

Bag  1 

Possession 

Zenaida  doves  . 

Ducks  . 

Sept.  1-Sept.  30 . 

CLOSED  . 

10 

10 

Restrictions:  In  the  Virgiri  Islands,  the 
seasons  are  closed  for  ground  or  quail 
doves,  pigeons,  ruddy,  duck,  white¬ 
cheeked  pintail,  West  Indian  whistling 
duck,  fulvous  whistling  duck,  masked 
duck,  and  purple  gallinule. 

Closed  Areas:  Ruth  Cay,  just  south  of 
St.  Croix,  is  closed  to  the  hunting  of 
migratory  game  birds.  All  Offshore  Cays 
under  jurisdiction  of  the  Virgin  Islands 
Government  are  closed  to  the  hunting  of 
migratory  game  birds. 

■  3.  Section  20.102  is  revised  to  read  as 
follows: 


§  20.1 02  Seasons,  limits,  and  shooting 
hours  for  Alaska. 

Subject  to  the  applicable  provisions  of 
the  preceding  sections  of  this  part,  areas 
open  to  hunting,  respective  open 
seasons  (dates  inclusive),  shooting  and 
hawking  hours,  and  daily  bag  and 
possession  limits  for  the  species 
designated  in  this  section  are  prescribed 
as  follows: 

Shooting  and  hawking  hours  are  one- 
half  hour  before  sunrise  until  sunset. 
Area  descriptions  were  published  in  the  , 


July  20,  2012,  Federal  Register  (77  FR 
42920). 

CHECK  STATE  REGULATIONS  FOR 
AREA  DESCRIPTIONS  AND  ANY 
ADDITIONAL  RESTRICTIONS. 


Area  seasons 

Dates 

North  Zone  . 

Sept.  1-Dec.  16. 

Gulf  Coast  Zone . 

Sept.  1-Dec.  16. 

Southeast  Zone . 

Sept.  16-Dec.  31 

Pribilof  &  Aleutian  Is¬ 
lands  Zone.- 

Oct.  8-Jan.  22. 

Kodiak  Zone . 

Oct.  8-Jan.  22. 

Daily  Bag  and  Possession  Limits 


Area 

Ducks  (1  j 

1 

Dark  geese  ! 
(2)(3)(4)  1 

Light 
geese  (2) 

j - 1 

Brant  (2) 

• - i 

Common  . 
snipe  1 

Sandhill 
cranes  (5) 

North  Zone  . 

10-30 

4-8 

4-8 

2-4 

8-16 

3-6 

Gulf  Coast  Zone . 

8-24 

4-8 

4-8 

2-4 

8-16 

2-4 

Southeast  Zone . 

7-21 

4-8  i 

4-8 

2-4 

8-16 

2-4 

Pribilof  and  Aleutian  Islands  Zone . 

7-21 

4-8 

4-8 

2^ 

8-16 

1  2-4 

Kodiak  Zone . 

7-21 

4-8 

4-8 

2-4 

8-16 

_ 

(1)  The  basic  duck  bag  limits  may  include  no  more  than  1  canvasback  daily,  3  in  possession,  and  may  not  include  sea  ducks.  In  addition  to 
the  basic  duck  limits,  sea  duck  limits  of  10  daily,  20  in  possession,  singly  or  in  the  aggregate,  including  no  more  than  6  each  of  either  harlequin 
or  long-tailed  ducks,  are  allowed.  Special  sea  duck  limits  will  be  available  to  nonresidents,  but  at  lower  daily  limits  than  residents,  and  they  may 
take  no  more  than  a  possession  limit  of  20  per  season,  including  no  more  than  4  each  of  harlequin  and  long-tailed  ducks,  black,  surf,  and  white¬ 
winged  scoters,  and  king  and  common  eiders.  In  Unit  15C,  Kachemak  Bay  east  of  a  line  from  Point  Pogibshi  to  Anchor  Point,  the  special  sea 
duck  daily  bag  limit  for  residents  and  nonresidents  is  2  per  day,  4  in  possession,  for  harlequin  and  long-tailed  ducks,  and  1  per  day,  2  in  posses¬ 
sion,  for  eiders  (king  and  common  collectively).  Sea  ducks  include  scoters,  common  and  king  eiders,  harlequin  ducks,  long-taileid  ducks,  and 
common  and  red-breasted  mergansers.  The  season  for  Steller=s  and  spectacled  eiders  is  closed. 

(2)  Dark  geese  include  Canada  and  white-fronted  geese.  Light  geese  include  snow  geese  and  Ross’  geese.  Separate  limits  apply  to  brant. 
The  season  for  emperor  geese  is  closed  Statewide. 

(3)  In  Units  5  and  6,  the  taking  of  Canada  geese  is  only  permitted  from  September  28  through  December  16.  In  the  Middleton  Island  portion  of 
Unit  6,  the  taking  of  Canada  geese  is  by  special  permit  only,  with  a  maximum  of  10  permits  for  the  season  and  a  daily  bag  and  possession  limit 
of  1 .  The  season  shall  close  if  incidental  harvest  includes  5  dusky  Canada  geese.  In  Unit  6-C  and  on  Hinchinbrook  and  Hawkins  Islands  in  Unit 
6-D,  a  special,  permit-only  Canada  goose  season  may  be  offered.  Hunters  must  have  all  harvested  geese  checked  and  classified  to  subspecies. 
The  daily  bag  limit  is  4  daily  and  8  in  possession.  The  Canada  goose  season  will  close  in  all  of  the  permit  areas  if  the  total  dusky  goose  han/est 
reaches  40. 

(4)  In  Units  9,  10,  17,  and  18,  dark  goose  limits  are  6  per  day,  12  in  possession. 

(5)  In  Unit  17,  the  daily  bag  limit  for  sandhill  cranes  is  2  and  the  possession  limit  is  4. 


Falconry:  The  total  combined  bag  and 
possession  limit  for  migratory  game 
birds  taken  with  the  use  of  a  falcon 
under  a  falconry  permit  is  3  per  day,  6 
in  possession,  and  may  not  exceed  a 


more  restrictive  limit  for  any  species 
listed  in  this  subsection. 

Special  Tundra  Swan  Season:  In 
Units  17, 18,  22,  and  23,  there  will  be 
a  tundra  swan  season  from  September  1 
through  October  31  with  a  season  limit 


of  3  tundra  swans  per  hunter.  This 
season  is  by  registration  permit  only; 
hunters  will  be  issued  1  permit  allowing 
the  take  of  up  to  3  tundra  swans. 

Hunters  will  be  required  to  file  a  harvest 
report  after  the  season  is  completed.  Up 
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to  500  permits  may  be  issued  in  Unit  18; 
300  permits  each  in  Units  22  and  23; 
and  200  permits  in  Unit  17. 

■  4.  Section  20.103,  including  the 
heading,  is  revised  to  read  as  follows: 

§  20.103  Seasons,  limits,  and  shooting 
hours  for  doves  and  pigeons. 

Subject  to  the  applicable  provisions  of 
the  preceding  sections  of  this  part,  areas 


open  to  hunting,  respective  open 
seasons  (dates  inclusive),  shooting  and 
hawking  hours,  and  daily  bag  and 
possession  limits  for  the  species 
designated  in  this  section  are  prescribed 
as  follows: 

Shooting  and  hawking  hours  are  one- 
half  hour  before  sunrise  until  sunset 
except  as  otherwise  noted.  Area 
descriptions  were  published  in  the  July 


20,  2012,  Federal  Register  (77  FR 
42920). 

CHECK  STATE  REGULATIONS  FOR 
AREA  DESCRIPTIONS  AND  ANY 
ADDITIONAL  RESTRICTIONS. 

(a)  Doves. 

Note:  Unless  noted,  the  seasons  listed 
below  are  for  mourning  and  w’hite-winged 
doves  in  the  aggregate. 


Season  dates 


EASTERN  MANAGEMENT  UNIT 


Alabama: 

North  Zone; 

12  noon  to  sunset  . 

1/2  hour  before  sunrise  to  sunset 


South  Zone; 

12  noon  to  sunset  . 

1/2  hour  before  sunrise  to  sunset 


Delaware 


Florida: 

12  noon  to  sunset  . 

1/2  hour  before  sunrise  to  sunset 

Georgia: 

12  noon  to  sunset  . . 

1/2  hour  before  sunrise  to  sunset 


Illinois  (1)  . 

Indiana . 

Kentucky: 

1 1  a.m.  to  sunset  . 

1/2  hour  before  sunrise  to  sunset 


Louisiana: 

North  Zone; 

12  noon  to  sunset  . 

1/2  hour  before  sunrise  to  sunset 


South  Zone; 

12  noon  to  sunset  . 

1/2  hour  before  sunrise  to  sunset 


Maryland: 

12  noon  to  sunset  . 

1/2  hour  before  sunrise  to  sunset 

Mississippi: 

North  Zone  . 


South  Zone 


North  Carolina 


Ohio 


Sept.  8  only  . 

i  Sept.  9-Oct.  7  &  .... 
Oct.  2(>-Nov.  3  &  ... 
'  Dec.  8-Jan.  1  . 

i  Sept.  22  only  . 

i  Sept.  23-Oct  21  &  . 
;  Nov.  22-Nov.  25  & 

Dec.  I^an.  5  . 

i  Sept.  1-Sept.  29  & 

!  Oct.  13-Oct.  27  &  .. 
'  Dec.  18-Jan.  12  .... 

'  Oct.  6-Oct.  29  . 

•  Nov.  10-Nov.  25  & 
Dec.  8-Jan.  6  . 

I  Sept.  1  only  . 

'  Sept.  2-Sept.  16  ... 
Oct.  13-Oct.  21  &  . 

;  Nov.  22-Jan.  5  . 

I  Sept.  1-Oct.  28  &  . 

,  Nov.  3-Nov.  14 . 

I  Sept.  1-Oct.  23  &  . 
I  Nov.  9-Nov.  25 . 

I  Sept.  1  only  . 

Sept.  2-Oct.  24  &  . 
:  Nov.  22-Nov.  30  & 

;  Dec.  29-nJan.  4  . 


1  Sept.  1  only  . 

!  Sept.  2-Sept.  16  & 
Oct.  6-Nov.  4  &  ..... 
Dec.  15-Jan.  7  . . 

I 

I  Sept.  1  only  . 

I  Sept.  2-Sept.  9  &  . 

;  Oct.  13-Nov.  25  & 

:  Dec.  22-Jan.  7  . 

I  Sept.  1-Oct.  6  . 

;  Nov.  3-Nov.  23  &  . 

;  Dec.  22-Jan.  3  . 

i  Sept.  1-Sept.  23  & 
i  Oct.  13-Nov.  11  & 

:  Dec.  15-Dec.  31  ... 
I  Sept.  1-Sept.  9  &  . 
I  Oct.  6-Nov.  1 1  &  .. 

Dec.  21-Jan.  13  ... 
I  Sept.  1-Oct.  6  &  ... 
j  Nov.  19-Nov.  24  & 
Dec.  15-Jan.  11  ... 
!  Sept.  1-Oct.  21  &  . 
Dec.  15-Jan.  2  . 


*  Limits 


Possession 

15 

15 

15 

15 

15 

15 

15  ! 

15 

15  1 

15 

15  i 

15 

15  i 

15 

15  ! 

15 

15  i 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

15 

30 

Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations  53757 


1 

Limits 

Bag 

Pennsylvania: 

12  noon  to  sunset  . 

Sept.  1-Sept.  29  &  . 

15 

30 

1/2  hour  before  sunrise  to  sunset . 

Oct.  27-Nov.  24  & . 

15 

30 

Dec.  26-Jan.  5  . 

15 

30 

Rhode  Island: 

12  noon  to  sunset  . 

Sept.  15-Oct.  15  . 

12 

24 

1/2  hour  before  sunrise  to  sunset . 

Oct.  20-Nov.  10  & . . . 

12 

24 

Dec.  19-Jan.  4  . . . 

12 

24 

South  Carolina: 

12  noon  to  sunset  . 

Sept.  1-Sept.  3 . 

15 

30 

1/2  hour  before  sunrise  to  sunset . 

Sept.  4-Oct.  6  & . 

15 

30 

« 

Nov.  17-Nov.  24  &  . 

15 

30 

Dec.  21  ^an.  15  . 

15 

30 

Tennessee: 

12  noon  to  sunset  . 

Sept.  1  only  . 

15 

30 

1/2  hour  before  sunrise  to  sunset  . 

Sept.  2-Sept.  26  &  . 

15 

30 

Oct.  13-Oct.  28  & . 

15 

30 

! 

Dec.  19-Jan.  15  . 

15 

30 

Virginia: 

1 2  noon  to  sunset  . 

Sept.  1-Sept.  7 . 

15 

30 

1/2  hour  before  sunrise  to  sunset  . 

Sept.  8-Oct.  1 3  & . 

15 

30 

Oct.  17-Oct.  27  & . 

15 

30 

Dec.  28-Jan.  12  . 

15 

30 

West  Virginia: 

12  noon  to  sunset  . 

Sept.  1  only  . . 

15 

30 

1/2  hour  before  sunrise  to  sunset  . 

Sept.  2-Oct.  6  & . 

15 

30 

. 

Oct.  22-Nov.  10  &  . 

15 

30 

Dec.  24-Jan.  5  . 

15 

30 

Wisconsin  . . 

Sept.  1-Nov.  9 . 

15 

30 

CENTRAL  MANAGEMENT  UNIT 

Arkansas . . 

Sept.  1-Oct.  25  & . 

15 

30 

Dec.  26-Jan.  9  . 

15 

30 

Colorado . 

Sept.  1-Nov.  9  . 

15 

30 

Iowa  . 

Sept.  1-Nov.  9 . 

15 

30 

Kansas  . 

Sept.  1-Oct.  31  & . 

15 

30 

Nov.  3-Nov.  11  . 

15 

30 

Minnesota  . 

Sept.  1-Nov.  9 . 

15 

30 

Missouri  . 

Sept.  1-Nov  9 . 

15 

30 

Montana . 

Sept.  1-Oct.  30  . 

15 

30 

Nebraska  . 

Sept.  1-Oct.  30  . . 

15 

30 

New  Mexico: 

North  Zone  . 

Sept.  1-Nov.  9 . 

15 

30 

South  Zone . 

Sept.  1-Oct.  9  & . 

15 

30 

Dec.  1-Dec.  31  . 

15 

30 

North  Dakota  . ' . 

Sept.  1-Oct.  30  . 

15 

30 

Oklahoma  . 

Sept.  1-Oct.  31  & . 

15 

30 

Dec.  22-Dec.  30 . 

15 

30 

South  Dakota . 

Sept.  1-Nov.  9 . . . 

15 

30 

Texas  (2); 

North  Zone  . 

Sept.  1-Oct.  24  & . 

15 

30 

Dec.  22-Jan.  6  . 

15 

30 

Central  Zone . 

Sept.  1-Oct.  24  & . 

15 

30 

Dec.  22-Jan.  6  . 

15 

30 

South  Zone: 

Special  Area . 

Sept.  21-Oct.  28  & . 

15 

30 

Dec.  22^an.  18  . 

15 

30 

(Special  Season)  1 2  noon  to  sunset  . 

Sept.  1-Sept.  2  &  . 

15 

30 

Sept.  8-Sept.  9 . 

15 

30 

Remainder  of  the  South  Zone . 

Sept.  21-O'ct.  28  & . 

15 

30 

Dec.  22-Jan.  22  . 

15 

30 

Wyoming . •. . 

Sept.  1-Nov.  9 . 

15 

30 

WESTERN  MANAGEMENT  UNIT 

Arizona  (3)  . 

Sept.  1-Sept.  15  &  . 

10 

20 

Nov.  23-Jan.  6  . . . 

10 

20 

California . 

Sept.  1-Sept.  15  &  . 

10 

20 

Nov.  10-Dec.  24  _.... . 

10 

20 

Idaho  . 

Sept.  1-Sept.  30 . . . 

10 

20 

Nevada  . 

Sept.  1-Sept.  30 . 

10 

20 

Oregon  . 

Sept.  1-Sept.  30 . 

10 

20 

Utah  . 

Sept.  1-Sept.  30 . 

10 

20 

Washington . 

Sept.  1-Sept.  30 . . 

10 

20 

OTHER  POPULATIONS 

53758  Federal  Register/ Vol.  77,  No.  170 /Friday,  August  31,  2012 /Rules  and  Regulations 


! 

Season  dates 

Limits 

Bag  1  Possession 

_ 1 _ 

Hawaii  (4)  . 

Nov.  3-Nov.  25  &  . 

Dec.  1-Dec.  23  & . 

i  Jan.  5-dan.  21  . 

o  o  o 

o  o  o 

(1)  In  Illinois,  shooting  hours  are  sunrise  to  sunset. 

(2)  In  Texas,  the  daily  bag  limit  is  either  15  mourning,  white-winged,  and  white-tipped  doves  in  the  aggregate,  of  which  no  more  than  2  may  be 
white-tipped  doves  with  a  maximum  70-day  season.  Possession  limits  are  twice  the  daily  ba^  limit.  During  the  special  season  in  the  Special 
White-winged  Dove  Area  of  the  South  Zone,  the  daily  bag  limit  is  15  mourning,  white-winged,  and  white-tipped  doves  in  the  aggregate,  of  which 
no  more  than  4  may  be  mourning  doves  and  2  may  be  white-tipped  doves.  Possession  limits  are  twice  the  daily  bag  limit. 

(3)  In  Arizona,  during  September  1  through  15,  the  daily  bag  limit  is  10  mourning  and  white-winged  doves  in  the  aggregate,  of  which  no  more 
than  6  may  be  white-wing  doves.  During  November  23  through  January  6,  the  daily  bag  limit  is  10  mourning  doves.  The  possession  limit  is  twice 
the  daily  bag  limit. 

(4)  In  Hawaii,  the  season  is  only  open  on  the  island  of  Hawaii.  The  daily  bag  and  possession  limits  are  10  mourning  doves,  spotted  doves  and 
chestnut-bellied  sandgrouse  in  the  aggregate.  Shooting  hours  are  from  one-half  hour  before  sunrise  through  one-half  hour  after  sunset.  Hunting 
is  permitted  only  on  weekends  and  State  holidays. 


(b)  Band-tailed  Pigeons. 


Season  dates 

Limits 

Bag 

Possession 

Arizona  . 

Sept.  7-Sept.  30 . 

5 

10 

California: 

North  Zone  . 

Sept.  15-Sept.  23 . 

2 

4 

South  Zone . 

Dec.  15-Dec.  23 . 

2 

4 

Colorado . 

Sept.  1-Sept.  30 . 

5 

10 

New  Mexico  (1); 

North  Zone  . 

Sept.  1-Sept.  20 . .*.. 

5 

10 

South  Zone . 

Oct.  1-Oct.  20  . 

5 

10 

Oregon  . 

Sept.  15-Sept.  23 . 

2 

4 

Utah  (2) . 

Sept.  1-Sept.  30 . 

5 

10 

Washington . 

Sept.  15-Sept.  23 . 

2 

4 

(1)  In  New  Mexico,  each  band-tailed  pigeon  hunter  must  have  a  band-tailed  pigeon  hunting  permit  issued  by  the  State. 

(2)  In  Utah,  each  band-tailed  pigeon  hunter  must  have  either  a  band-tailed  ^geon  hunting  permit  or  a  special  bird  permit  stamp  issued  by  the 
State. 


■  5.  Section  20.104  is  revised  to  read  as 
follows: 

§20.104  Seasons,  limits,  and  shooting 
hours  for  rails,  woodcock,  and  common 
snipe. 

Subject  to  the  applicable  provisions  of 
the  preceding  sections  of  this  part,  areas 
open  to  hunting,  respective  open 
seasons  (dates  inclusive),  shooting  and 


hawking  hours,  and  daily  bag  and 
possession  limits  for  the  species 
designated  in  this  section  are  prescribed 
as  follows: 

Shooting  and  hawking  hours  are  one- 
half  hour  before  sunrise  until  sunset 
except  as  otherwise  noted.  Area 
descriptions  were  published  in  the  July 
20,  2012,  Federal  Register  (77  FR 
42920). 


CHECK  STATE  REGULATIONS  FOR 
AREA  DESCRIPTIONS  AND  ANY 
ADDITIONAL  RESTRICTIONS. 

Note:  States  wUh  deferred  seasons  will 
select  those  seasons  at  the  same  time  they 
select  waterfowl  seasons  in  August.  Consult 
late-season  regulations  for  further 
information. 


_ i 

Sora  and  Virginia  | 

rails 

Clapper  and  King 
rails 

Woodcock 

Common  snipe 

Daily  bag  limit . 

25(1)  . 

15  (2)  . 

3 . 

8 

Possession  limit . 

25  (1)  . 

30(2)  . 

6  . 

16 

ATLANTIC  FLYWAY 

Connecticut  (3)  . j 

Sept.  4-Nov.  12 . 

Sept.  4-Nov.  12 . 

Oct.  24-Nov.  24  &  . 

Oct.  24-Nov.  24  & 

Delaware . . ! 

Sept.  1-Nov.  8 . 

Sept.  1-Nov.  8 . 

Nov.  26-Dec.  8 . 

Nov.  19-Dec.  8  &  . 

Nov.  26-Dec.  8 

Nov.  19-Dec.  8  & 

Florida . 

j  Sept.  1-Nov.  9 . 

Sept.  1-Nov.  9*. . i 

Dec.  12^an.  5  . 

Dec.  18-Jan.  31  . 

Dec.  12-Jan.  5 

Nov.  1-Feb.  15 

Georgia . 

1  Sept.  14-Ocl.  31  &  . 

Sept.  14— Oct.  31  &  . 

Dec  8— .Jan.  21  . 

Nov.  15-Feb.  28 

'  Nov.  10-Dec.  1  . 

Nov.  10-Dec.  1 

Maine . 

i  Sept.  1-Nov.  9 . 

Closed . 

Oct.  1-Nov.  14 . 

Sept.  1-Dec.  15 

Maryland  (4)  . 

Sept.  1-Nov.  9 . 

Sept.  1-Nov.  9 . 

Oct.  26-Nov.  23  &  . 

Sept.  25-Nov.  23  & 

Massachusetts  (5)  . 

Sept.  1-Nov.  9 . . 

Closed . 

Jan.  11 -Jan.  26  . 

Deferred . 

Dec.  11 -Jan.  26 

Sept.  1-Dec.  15 

Sept.  15-Nov.  14 

New  Hampshire . 

Closed . 

Closed . 

Oct.  1-Nov.  14 . 

New  Jersey  (6): 

North  Zone  . 

1  Sept.  1-Nov.  9 . 

1  Sept.  1-Nov.  9 . 

Oct.  20-Nov.  24 . 

Sept.  17-Jan.  1 
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Sora  and  Virginia 
rails 

Clapper  and  King 
rails 

r 

Woodcock 

Common  snipe 

South  Zone . 

Sept.  1-Nov.  9 . 

Sept.  1-Nov.  9  . . 

Nov.  10-Dec.  1  &  . 

Sept.  17-Jan.  1 

'New  York  (7)  . 

Sept.  1-Nov.  9 . 

Closed . 

Dec.  19--Jan.  1  . 

Oct.  1-Nov.  14 . 

Sept.  1-Nov.  9 

North  Carolina  . 

Sept.  1-Nov.  9 . 

Sept.  1-Nov.  9 . 

Dec.  13-Jan.  26  . 

Nov.  14-Feb.  28 

Pennsylvania  (8) . 

Sept.  1-Nov.  9 . 

Closed . 

Oct.  13-Nov.  24 . 

Oct.  13-Nov.  24 

Rhode  Island  (9) .  | 

Sept.  1-Nov.  9 . . 

Sept.  1-Nov.  9 . 

Oct.  20-Nov.  30 . 

Sept.  1-Nov.  9 

South  Carolina . 

Sept.  1 8-Sept.  22  &  . 

Sept.  18-Sept.  22  &  . 

Dec.  1&-Jan.  31  . 

Nov.  14-Feb.  28 

Vermont . 

Oct.  13-Dec.  16 . 

Closed . 

Oct.  13-Dec.  16 . 

Closed . .-. 

Oct.  1-Nov.  14 . . 

Oct.  1-Nov.  14 

Virginia . r. . 

Sept.  8-Sept.  29  &  . 

Sept.  8-Sept.  29  &  . 

Oct.  27-Nov.  2  &  . 

Oct.  4-Oct.  8  & 

West  Virginia  . 

Oct.  1-Nov.  17 . 

Sept.  1-Nov.  3 . 

Oct.  1-Nov.  17 . 

Closed . 

Dec.  6-Jan.  12  . 

Oct.  13-Nov.  26 . 

Oct.  22-Jan.  31 

Sept.  1-Dec.  8 

MISSISSIPPI  FLYWAY 

Alabama  (^0)  . 

Nov.  23-Jan.  27  . 

Nov.  23-Jan.  27  . 

Dec.  18-Jan.  31  . 

Nov.  14-Feb.  28 

Arkansas . 

Sept.  8-Nov.  16 . 

Closed . 

Nov.  3-Dec.  17 . 

Nov.  1-Feb.  15 

Illinois  01)  . 

Sept.  8-Nov.  16 . 

Closed . 

Oct.  20-Dec.  3 . 

Sept.  8-Dec.  23 

Indiana  (12)  . 

Sept.  1-Nov.  9 . . . 

Closed . 

Oct.  15-Nov.  28 . 

Sept.  1-Dec.  16 

Sept.  1-Nov.  30 

Sept.  19-Oct.  28  & 

Nov.  22^an.  27 
Deferred 

Iowa  (13) . 

Sept.  1-Nov.  9 . 

Closed . 

Oct.  6-Nov.  19 . 

Kentucky . 

Sept.  1-Nov.  9 . 

Closed . 

Nov.  1— Dec.  15 . 

Louisiana  (14) . 

Sept.  15-Sept.  30 . 

Sept.  15-Sept.  30 . 

Dec.  18-Jan.  31  . 

Michigan  (15) . 

Sept.  1-Nov.  9 . 

Closed . 

Sept.  22-Nov.  5 . 

Sept.  1-Nov.  9 

Minnesota  . 

Sept.  1-Nov.  5 . 

Closed . 

Sept.  22-Nov.  5 . 

Sept.  1-Nov.  5 

Mississippi  . 

Sept.  22-Nov.  30 . :... 

Sept.  22-Nov.  30 . 

Dec.  18— Jan.  31  . 

Nov.  14-Feb  28 

Missouri  . 

Sept.  1-Nov.  9 . 

Closed . . 

Oct.  15-Nov.  28 . 

Sept.  1-Dec.  16 

Ohio . 

Sept.  1-Nov.  9 . 

Closed . 

Oct.  12-Nov.  25 . 

Sept.  1-Nov.  25  & 

Tennessee  . 

Deferred  . 

Closed . 

Oct.  27— Dec.  10 . 

Dec.  15-Jan.  4 

Nov.  14-Feb.  28 

Wisconsin  . 

Deferred  . 

Closed . 

Sept.  22-Nov.  5 . 

Deferred 

CENTRAL  FLYWAY 

Colorado . 

Sept.  1-Nov.  9 . 

Closed . 

Closed . 

Sept.  1-Dec.  16 

Kansas  . 

Sept.  1-Nov.  9 . 

Closed . 

Oct.  13-Nov.  26 . 

Sept.  1-Dec.  16 

Montana . . . 

Closed . 

Closed . 

Closed . 

Sept.  1-Dec.  16 

Sept.  1-Dec.  16 

Nebraska  (16) . 

Sept.  1-Nov.  9 . 

Closed . 

Sept.  24-Nov.  7 . 

New  Mexico  (16)  . 

Sept.  15-Nov.  23 . 

Closed . 

Closed . 

Oct.  13-Jan.  27 

North  Dakota  . 

Closed . 

Closed . 

Sept.  22-Nov.  5  . 

Sept.  15-Dec.  2 

Oklahoma  . 

Sept.  1-Nov.  9 . 

Closed . 

Nov.  1-Dec.  15 . 

Oct.  1-Jan.  15 

South  Dakota  (17)  . 

Closed . 

Closed . 

Closed . 

Sept.  15-Dec.  2 

Sept.  1-Oct.  31 

Nov.  3-Feb.  17 

Texas  . 

Sept.  15— Sept.  30  &  . 

Sept.  15— Sept.  30  &  . 

Dec.  18— Jan.  31  . 

Wyoming . . . 

Nov.  3-Dec.  26 . 

Sept.  1-Nov.  9 . 

Nov.  3-Dec.  26 . 

Closed . 

Closed . 

Sept.  1-Dec.  16 

Deferred 

PACIFIC  FLYWAY 

Arizona . .'. . 

Closed . ; . 

Closed . 

Closed . 

California . 

Closed . 

Closed . 

Closed . 

Oct.  20-Feb.  3 

Colorado  . 

Sept.  1-Nov.  9 . 

Closed . 

Closed . 

Sept.  1-Dec.  16 

Deferred 

Idaho: 

Area  1  . 

Closed . 

Closed . 

Closed . 

Area  2 . 

Closed . 

Closed . 

Closed . 

Deferred 

Montana . ; 

Closed . 

Closed . 

Closed . 

Sept.  1-Dec.  16 
Deferred 

Nevada  . 

Closed . 

Closed . ; . 

Closed . 

New  Mexico  (16)  . 

Sept.  15— Nov.  23 . 

Closed . 

Closed . 

Oct.  13-Jan.  27 

Oregon . 

Closed . 

Closed . 

Closed . . . 

Deferred 

Utah  . 

Closed . 

Closed . 

Closed . 

Oct.  6-Jan.  19 

Washington . 

Closed . 

Closed . 

Closed . 

Deferred 

Wyoming . 

Sept.  1-Nov.  9 . 

Closed . 

Closed . 

Sept.  1-Dec.  16 

(1)  The  bag  and  possession  limits  for  sora  and  Virginia  rails  apply  singly  or  in  the  aggregate  of  these  species. 

(2)  A!l  bag  and  possession  limits  for  clapper  and  king  rails  apply  singly  or  in  the  aggregate  of  the  two  species  and,  unless  othenwise  specified, 
the  limits  are  in  addition  to  the  limits  on  sora  and  Virginia  rails  in  all  States.  In  Connecticut,  Delaware,  Maryland,  and  New  Jersey,  the  limits  for 
clapper  and  king  rails  are  10  daily  and  20  in  possession. 

(3)  In  Connecticut,  the  daily  bag  and  possession  limits  may  not  contain  more  than  1  king  rail. 

(4)  In  Maryland,  no  more  than  1  king  rail  may  be  taken  per  day. 

(5)  In  Massachusetts,  the  sora  rail  limrts  are  5  daily  and  5  in  possession;  the  Virginia  rail  limits  are  10  daily  and  10  in  possession. 

(6)  In  New  Jersey,  the  season  for  king  rails  is  closed  by  State  regulation. 

(7)  In  New  York,  the  rail  daily  bag  and  possession  limits  are  8  and  16,  respectively.  Seasons  for  sora  and  Virginia  rails  and  common  snipe  are 
closed  on  Long  Island. 

(8)  In  Pennsylvania,  the  daily  bag  and  possession  limits  for  rails  are  3  and  6,  respectively. 

(9)  In  Rhode  Island,  the  sora  and  Virginia  rails  limits  are  3  daily  and  6  in  possession,  singly  or  in  the  aggregate;  the  clapper  and  king  rail  limits 
are  1  daily  and  2  in  possession,  singly  or  in  the  aggregate;  the  common  snipe  limits  are  5  daily  and  10  in  possession. 

(10)  In  Alabama,  the  rail  limits  are  15  daily  and  15  in  possession,  singly  or  in  the  aggregate. 

(1 1)  In  Illinois,  shooting  hours  are  from  sunrise  to  sunset.  , 

(12)  In  Indiana,  the  sora  rail  limits  are  25  daily  and  25  in  possession.  The  season  on  Virginia  rails  is  closed. 

(13)  In  Iowa,  the  limits  for  sora  and  Virginia  rails  are  12  daily  and  24  in  possession. 
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(14)  Additional  days  occurring  after  September  30  will  be  published  with  the  late  season  selections. 

(15)  In  Michigan,  the  aggregate  limits  for  sora  and  Virginia  rails  are  8  daily  and  16  in  possession. 

(16)  In  Nebraska  and  New  Mexico,  the  rail  limits  are  10  daily  and  20  in  possession. 

(17)  In  South  Dakota,  the  snipe  limits  are  5  daily  and  15  in  possession. 


■  6.  Section  20.105  is  revised  to  read  as 
follows: 

§20.105  Seasons,  limits,  and  shooting 
hours  for  waterfowl,  coots,  and  gallinules. 

Subject  to  the  applicable  provisions  of 
the  preceding  sections  of  this  part,  areas 
open  to  hunting,  respective  open 
seasons  (dates  inclusive),  shooting  and 
hawking  hours,  and  daily  bag  and 


possession  limits  for  the  species 
designated  in  this  section  are  prescribed 
as  follows: 

Shooting  and  hawking  hours  are  one- 
half  hour  before  sunrise  until  sunset, 
except  as  otherwise  noted.  Area 
descriptions  were  published  in  the  July 
20,  2012,  Federal  Register  (77  FR 
42920). 


CHECK  STATE  REGULATIONS  FOR 
AREA  DESCRIPTIONS  AND  ANY 
ADDITIONAL  RESTRICTIONS. 

Note:  States  with  deferred  seasons  may 
select  those  seasons  at  the  same  time  they 
select  waterfowl  seasons  in  August.  Consult 
late-seasons  regulations  for  further 
information. 

(a)  Common  Moorhens  and  Purple 
Gallinules. 


1 

Season  dates 

Limits 

Bag  1 

Possession 

ATLANTIC  FLYWAY 

Delaware  . : . . ! 

Sept.  1-Nov.  h . 

15 

30 

Florida  (1) . 

Sept.  I-Nov.9  . 

15 

30 

Georgia . 

Deferred  . . . 

New  Jersev  . 

Sept.  1-Nov.  9 . 

10 

20 

New  York: 

Long  Island  . 

Closed  . . 

Remainder  of  State . 

Sept.  1-Nov.  9 . 

8 

16 

North  Carolina . 

Sept.  1-Nov.  9 . 

15 

30 

Pennsylvania . 

Sept.  1-Nov.  9 . 

3 

6 

South  Carolina  . 

Sept.  18-Sept.  22  &  . •. . 

15 

30 

Oct.  13-Dec.  16 . 

Virginia  . 

Deferred  . 

West  Virginia . 

Deferred  . 

MISSISSIPPI  FLYWAY 

Alabama  . 

Nov.  23-dan.  27  . 

15 

15 

Arkansas  . . . 

Sept.  1-Nov.  9 . 

15 

30 

Kentucky . 

Sept.  1-Nov.  9 . 

15 

30 

Louisiana  (2)  . 

Sept.  15-Sept.  30 . 

15 

30 

Michigan . 

Deferred  . . 

Minnesota . 

Deferred  . 

Mississippi . . . . 

Sept.  22-Nov.  30  . 

15 

30 

Ohio . 

Sept.  1-Nov.  9  . 

15 

30 

Tennessee  . 

Deferred  . 

Wisconsin . 

Deferred  . 

CENTRAL  FLYWAY 

New  Mexico: 

Zone  1  . 

i  Sept.  29-Dec.  7 . . . 

1 

2 

Zone  2 . 

1  Sept.  29-Dec.  7 . 

1 

2 

Oklahoma . 

i  Sept.  1-Nov.  9 . : . 

15 

30 

Texas . . . 

;  Sept.  1 5-Sept.  30  &  . 

15 

30 

'  Nov.  3-Dec.  26 . 

15 

30 

PACIFIC  FLYWAY 

1 

All  States . 

I  Deferred  . 

t 

(1)  The  season  applies  to  common  moorhens  only.  j 

(2)  Additional  days  occurring  after  September  30  will  be  published  with  the  late  season  selections.  | 


(b)  Sea  Ducks  (scoter,  eider,  and  long¬ 
tailed  ducks  in  Atlantic  FlyTvay). 

Within  the  special  sea  duck  areas,  the 
daily  bag  limit  is  7  scoter,  eider,  and 


long-tailed  ducks,  singly  or  in  the 
aggregate,  of  which  no  more  than  4  may 
be  scoters.  Possession  limits  are  twice 
the  daily  bag  limit.  These  limits  may  be 


in  addition  to  regular  duck  bag  limits 
only  during  the  regular  duck  season  in 
the  special  sea  duck  hunting  areas. 


- 

I 

Season  dates 

Limits 

Bag 

Possession 

Connecticut  (1) . 

Sept.  20-Jan.  19  . 

■5 

10 

Delaware . 

Sept.  25-Jan.  26  . 

7 

14 

Georgia . 

Deferred  . 

Maine  (2)  . 

Oct.  l-dan.  31  . 

7 

14 

Maryland . 

;  Deferred  . 
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I 

Season  dates  ! 

Limits 

Bag  j 

Possession 

Massachusetts  . 

Deferred  . 

New  Hampshire  (3)  . 

Oct.  1-dan.  15  . . . 

7 

14 

New  Jersey  . 

Sept.  2(>-Jan.  22  . 

7 

14 

New  York . . 

Oct.  13-Jan.  27  . 

7 

14 

North  Carolina  . 

Deferred  . 

Rhode  Island . 

Oct.  e-nJan.  20  . 

5 

10 

South  Carolina  . 

Deferred  . 

Virginia  . 

Deferred  . 

Note:  Notwithstanding  the  provisions  of  this  Part  20,  the  shooting  of  crippled  waterfowl  from  a  motortroat  under  power  will  be  permitted  in 
Maine,  Massachusetts,  New  Hampshire,  Rhode  Island,  Connecticut,  New  York,  Delaware,  Virginia  and  Maryland  in  those  areas  described,  delin¬ 
eated,  and  designated  in  their  respective  hunting  regulations  as  special  sea  duck  hunting  areas. 

(1)  In  Connecticut,  the  daily  bag  limit  may  include  no  more  than  4  long-tailed  ducks. 

(2)  In  Maine,  the  daily  bag  limit  for  eiders  is  4,  . and  the  possession  limit  is  8. 

(3)  In  New  Hampshire,  the  daily  bag  limit  may  include  no  more  than  4  eiders  or  4  long-tailed  ducks. 


(c)  Early  (September)  Duck  Seasons.  Note:  Unless  otherwise  specified,  the 

seasons  listed  helow  are  for  teal  only. 


1 

Season  dates  i 

Limits 

Bag  j 

Possession 

ATLANTIC  FLYWAY 

Delaware  (1 ) . 

Sept.  12-Sept.  29 . 

4 

8 

Florida  (2) . 

Sept.  22— Sept.  26  . 

4 

8 

Georgia . 

Sept.  8-Sept.  23  . 

4 

8 

Maryland  ('\){3) . 

Sept.  17-Sept.  29 . 

4 

8 

North  Carolina  m  . 

Sept.  8-Sept.  26 . 

4 

8 

South  Carolina  (3)  . 

Sept.  15-Sept.  30  . 

4 

8 

Virginia  (1) . . 

Sept.  17-Sept.  29 . 

4 

8 

MISSISSIPPI  FLYWAY 

1 

Alabama  . 

Sept.  8-Sept.  23 . 

4 

8 

Arkansas  (3) . 

Sept.  &-Sept.  23 . 

4 

8 

Illinois  (3)  . 

Sept.  8-Sept.  23  . 

4 

8 

Indiana  (3)  . 

Sept.  1-Sept.  16 . 

4 

8 

Iowa  (4): 

North  Zone  . 

Sept.  22-Sept.  26  . 

Missouri  River  Zone . 

Sept.  22-Sept.  26 . 

South  Zone  . 

Sept.  22— Sept.  26  . ■. . 

Kentucky  {2)  . 

Sept.  19-Sept.  23  . 

4 

8 

Louisiana  . 

Sept.  15— Sept.  30  . 

4 

8 

Mississippi . 

Sept.  15-Sept.  30  . 

4 

8 

Missouri  (3)  . 

Sept.  8— Sept.  23 . 

4 

8 

Ohio  (3)  . : . 

Sept.  1-Sept.  16  . 

4 

8 

Tennessee  (2)  . 

Sept.  8-Sept.  12  . 

4 

8 

CENTRAL  FLYWAY 

Colorado  (^)  . 

Sept.  8— Sept.  16 . 

4 

8 

Kansas: 

Low  Plains . 

Sept.  8— Sept.  23  . 

4 

8 

High  Plains . 

Sept.  15— Sept.  23 . 

4 

8 

Nebraska  (1): 

Low  Plains . 

Sept.  8-Sept.  23  . 

4 

8 

High  Plains . 

Sept.  8-Sept.  16  . . 

4 

8 

New  Mexico . . . 

Sept.  15-Sept.  23 . 

4 

8 

Oklahoma . 

Sept.  8-Sept.  23 . 

4 

8 

Texas: 

High  Plains . 

Sept.  15-Sept.  30  . . 

4 

8 

Rest  of  State  . . ; . 

Sept.  15-Sept.  30 . 

4 

8 

(1)  Area  restrictions.  See  State  regulations. 

(2)  In  Florida,  Kentucky,  and  Tennessee,  the  daily  bag  limit  is  4  wood  ducks  and  teal  in  the  aggregate,  of  which  no  more  than  2  may  be  wood 
ducks.  The  possession  limit  is  twice  the  daily  bag  limit. 

(3)  Shooting  hours  are  from  sunrise  to  sunset. 

(4)  In  Iowa,  the  September  season  is  part  of  the  regular  season,  and  limits  will  conform  to  those  set  for  the  regular  season. 


(d)  Special  Early  Canada  Goose 
Seasons. 
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ATLANTIC  FLYWAY 
Connec&cut  {!): 

North  Zone  . 

South  Zone  . 

Delaware . 

Florida  . 

Georgia . 

Maine: 

Northern  Zone . 

Souttrem  Zone  . 

Coastal  Zone . 

Maryland  {\Y,2). 

Eastern  Unit  . 

Western  Unit  . 

Massachusetts: 

Cenhai  Zorre  . 

Coastal  Zone . 

Western  Zor>e . . 

New  Hampshire . 

New  Jersey  (1)(2)(3)  . 

New  York 

Lake  Champlain  Zone . 

Northeastern  Zone . 

Western  Zone  . 

Southeastern  Zone  . 

Western  Long  Island  Zone’ . 
Central  Long  Island  Zone  ... 
Eastern  Long  Isiarxl  Zone  .. 

North  Carolina  (4X5)  . 

Pennsylvania  (6): 

SJBP  Zone  (7)  . 

Rest  o<  State  (8)  . 

Rhode  /island  (1)  . 

South  Carolina: 

Earty-Season  Hunt  Unit  . 

Vermont 

Lake  Champlain  Zorre  (9)  ... 

Interior  Vermont  Zone . 

Connecticut  River  Zone  (10) 

Virginia  (11) . 

West  Virginia . 


MISSISSIPPI  FL  YWA  Y 

Alabama  .  Sept.  1-Sept.  15 

Arkansas  (12) .  Sept.  1-Sept.  15 

Illinois: 

North  Zone  .  Sept.  1-Sept.  15 

Central  Zorte  .  Sept.  1-Sept.  15 

South  Central  Zone .  Sept.  1-Sept.  15 

South  Zone  .  Sept.  1-Sept.  15 

Indiana .  Sept.  1-Sept.  15 

Iowa: 

South  Goose  Zorre:. 

Des  Moines  Goose  Zone .  Sept.  1-Sept.  9 

Cedar  Rapids/Iowa  City  Goose  Zone .  Sept.  1-Sept.  9  . 

Remainder  of  South  Zone  .  Closed . 

North  Goose  Zone:. 

Cedar  Falls/Watertoo  Zone .  Sept.  1-Sept.  9  . 

RemairKler  of  North  Zorte .  Closed . 

Kentucky  (12)  .  Sept.  1-Sept.  15 

Michigan: 

North  Zone  .  Sept.  1-Sept.  10 

Middle  Zone  .  Sept.  1-Sept.  15 

South  Zorre  . .  Sept.  1-Sept.  15 

Huron,  Saginaw,  and  Tuscola  Counties .  Sept.  1-Sept.  tO 

Mirmesota .  Sept.  1-Sept.  21 

Mississippi .  Sept.  1-Sept.  15 

Ohio .  Sept.  1-Sept.  15 

Tennessee .  Sept.  1-Sept.  15 

Wisconsin . Sept.  1-Sept.  15 

CENTRAL  FLYWAY  . 

North  Dakota: 
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Season  dates 

Limits 

Bag 

Possession 

Missouri  River  Zone . . . 

Sept.  1-Sept.  7 . . . 

15 

30 

Remainder  of  State . 

Sept.  1-Sept.  15 . 

15 

30 

Oklahoma . 

Sept.  8-Sept.  17 . 

8 

16 

South  Dakota  (12)  . . . 

Sept.  1-Sept.  30 . . 

8 

16 

Texas: 

East  Zone . 

Sept.  15-Sept.  30 . . 

5 

10 

PACIFIC  FLYWAY 

Colorado . 

Sept.  1-Sept.  9 . . . 

4 

8 

Oregon: 

Northwest  Zone . 

Sept.  8-Sept.  17  . ? . 

5 

10 

Southwest  Zone  (13)  . 

Sept.  8-Sept.  12 . 

5 

10 

,  East  Zone  (13)  . 

Sept.  8-Sept.  12  . 

5 

10 

Washirigton: 

Mgmt.  Area  2B  . 

Sept.  1-Sept.  15 . 

5 

-  10 

,  Mgmt.  Areas  1  &  3 . 

Sept.  10-Sept.  15 . 

5 

10 

Mgmt.  Area  4  &  5  . 

Sept.  14-Sept.  t5  . 

3 

6 

Mgmt.  Area  2A . 

Sept.  10-Sept.  15 . 

/  3 

6 

Wyoming: 

Teton  County  . . . 

Sept.  1-Sept.  8 . 

3 

6 

Rest  of  State  . 

Sept.  1-Sept.  8  . 

2 

(1)  Shooting  hours  are  one-half  hour  before  sunrise  to  one-half  hour  after  sunset. 

(2)  The  use  of  shotguns  capable  of  holding  more  than  3  shotshells  is  allowed. 

(3)  The  use  of  electronic  calls  is  allowed. 

(4)  In  North  Carolina,  the  use  of  unplugged  guns  and  electronic  calls  is  allowed  in  that  area  west  of  U.S.  Highway  17  only. 

(5)  In  North  Carolina,  shooting  hours  are  one-half  hour  before  sunrise  to  one-half  hour  after  sunset  in  that  area  west  of  U.S.  Highway  17  only. 

(6)  In  Pennsylvania,  shooting  hours  are  one-half  hour  before  sunrise  to  one-half  hour  after  sunset  from  September  1  to  September  14,  Sep¬ 
tember  16  to  September  21,  and  September  23  to  September  25.  On  September  15  and  September  22,  shooting  hours  are  one-half  hour  before 
sunrise  to  sunset. 

(7)  In  Pennsylvania,  in  the  area  south  of  SR  198  from  the  Ohio  state  line  to  intersection  of  SR  18,  SR  18  south  to  SH  618,  SR  618  south  to 
U.S.  Route  6,  U.S.  Route  6  east  to  U.S.  Route  322/SR  18,  U.S.  Route  322/SR  18  west  to  intersection  of  SR  3013,  SR  3013  south  to  the 
Crawford/Mercer  County  line,  not  including  the  Pymatuning  State  Park  Reservoir  and  an  area  to  extend  100  yards  inland  from  the  shoreline  of 
the  reservoir,  excluding  the  area  east  of  SR  3011  (Hartstown  Road),  the  daily  bag  limit  is  one  goose.  The  season  is  closed  on  State  Game 
lOTds  214. 

(8)  In  Pennsylvania,  in  the  area  of  Lancaster  and  Lebanon  Counties  north  of  the  Pennsylvania  Turnpike,  east  of  SR  501  to  SR  419,  south  of 
SR  419  to  the  Lebanon-Berks  County  line,  west  of  the  Lebanon-Berks  County  line  and  the  Lancaster-Berks  County  line  to  SR  1053,  west  of  SR 
1053  to  the  Pennsylvania  Turnpike  1-76,  the  daily  bag  limit  is  1  goose  with  a  possession  limit  of  2  geese.  On  State  Game  Lands  No.  46  (Middle 
Creek  Wildlife  Mgmt  Area),  the  season  is  closed. 

(9)  In  Vermont,  in  Addison  County  north  of  Route  125,  the  daily  bag  and  possession  limit  is  2  and  4,  respectively. 

^(10)  In  Vermont,  the  season  in  the  Connecticut  River  Zone  is  the  same  as  the  New  Hampshire  Inland  Zone  season,  set  by  New  Hampshire. 

(11)  In  Virginia,  shooting  hours  are  one-half  hour  before  sunrise  to  one-half  hour  after  sunset  from  September  1  to  September  15,  and  one-half 
hour  before  sunrise  to  sunset  from  September  17  to  September  25  in  the  area  east  of  1-95  where  the  September  teal  season  is  open.  Shooting 
hours  are  one-half  hour  before  sunrise  to  one-half  hour  after  sunset  from  September  1  to  September  22,  and  one-half  hour  before  sunrise  to 
sunset  from  September  24  to  September  25  in  the  area  west  of  1-95. 

(12)  See  State  regulations  for  additional  information  and  restrictions. 

(13)  In  Oregon,  the  season  is  closed  in  the  Southcoast  Zone  and  the  Klamath  County  Zone. 


(e)  Regular  Goose  Seasons. 

Note:  Bag  and  possession  limits  will 
conform  to  those  set  for  the  regular  season. 
Additional  season  dates  occurring  after 
September  30  will  be  published  with  the  late 
season  selections. 


Season  dates 

MISSISSIPPI  FLYWAY 

Michigan . 

Wisconsin: 

Deferred 

North  Zone . 

Sept.  16-Sept.  30 

South  Zone  . 

Sept.  16-Sept.  30 

Mississippi  River 
'  Zone. 

Sept.  22-Sept.  30 

(f)  Youth  Waterfowl  Hunting  Days. 

The  following  seasons  are  open  only 
to  youth  hunters.  Youth  hunters  must  he 
accompanied  into  the  field  by  an  adult 
at  least  18  years  of  age.  This  adult 
cannot  duck  hunt  but  may  participate  in 
other  open  seasons. 


Definitions 

Youth  Hunters:  Includes  youths  15 
years  of  age  or  younger. 

The  Atlantic  Flyway:  Includes 
Connecticut,  Delaware,  Florida,  Georgia, 
Maine,  Maryland,  Massachusetts,  New 
Hampshire,  New  Jersey,  New  York, 
North  Carolina,  Pennsylvania,  Rhode 
Island,  South  Carolina,  Vermont, 
Virginia,  and  West  Virginia. 

Tme  Mississippi  Flyway:  Includes 
Alabama,  Arkansas,  Illinois,  Indiana, 
Iowa,  Kentucky,  Louisiana,  Michigan, 
Minnesota,  Mississippi,  Missouri,  Ohio, 
Tennessee,  and  Wisconsin. 

The  Central  Flyway:  Includes 
Colorado  (east  of  the  Continental 
Divide),  Kansas,  Montana  (Blaine, 
Carbon,  Fergus,  Judith  Basin,  Stillwater, 
Sweetgrass,  Wheatland,  and  all  counties 
east  thereof),  Nebraska,  New  Mexico 
(east  of  the  Continental  Divide  except 
that  the  Jicarilla  Apache  Indian 


Reservation  is  in  the  Pacific  Fly  way). 
North  Dakota,  Oklahoma,  South  Dakota, 
Texas,  and  Wyoming  (east  of  the 
Continental  Divide). 

The  Pacific  Flyway:  Includes  Arizona, 
California,  Colorado  (west  of  the 
Continental  Divide),  Idaho,  Montana 
(including  and  to  the  west  of  Hill, 
Chouteau,  Cascade,  Meagher,  and  Park 
Counties),  Nevada,  New  Mexico  (the 
Jicarilla  Apache  Indian  Reservation  and 
west  of  the  Continental  Divide),  Oregon, 
Utah,  Washington,  and  Wyoming  (west 
of  the  Continental  Divide  including  the 
Great  Divide  Basin). 

Note:  Bag  and  possession  limits  will 
conform  to  those  set  for  the  regular  season 
unless  there  is  a  special  season  already  open 
(e.g.,  September  Canada  goose  season),  in 
which  case,  that  season’s  daily  bag  limit  will 
prevail. 
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ATLANTIC  FLYWAY 

Connecticut . 

Delaware  . 

Florida . 

Georgia . 

Maine . 


Maryland ('[)  . 

Massachusetts .. 
New  Hampshire 

New  Jersey . . 

New  York  (2)  .... 


North  Carolina  . 

Pennsylvania  . 

Rhode  Island . 

South  Carolina . 

Vermont . 

Virginia . 

IVesf  Virginia  (3)  .... 


Season  dates 


Ducks,  geese,  brant,  mergansers,  and  coots 


Ducks,  geese,  mergansers,  coots,  moorhens,  and  galli- 
nules. 

Ducks,  geese,  mergansers,  and  coots . 

North  Zone . 

South  Zone  &  Coastal  Zone . 


Ducks,  geese,  mergansers,  and  coots 


Deferred. 

Oct.  13  &  Dec.  8. 
Deferred. 

Nov.  10  &  11. 


Sept.  1 5  &  Dec.  1 5. 
Sept.  22  &  Nov.  17. 
Deferred. 

Deferred. 

Sept.  29  &  30. 
Deferred  . 


Ducks,  mergansers,  coots,  brant,  and  Canada  geese 

Long  Island  Zone . . 

Lake  Champlain  Zone  . 

Northeastern  Zone . 

Southeastern  Zone  . 

Western  Zone  . 


Ducks,  mergansers,  Canada  geese,  coots,  and  moorhens 
Ducks,  mergansers  and  coots . 


Ducks,  geese,  mergansers  and  coots 


Ducks,  geese,  mergansers,  coots,  moorhens,  and  galli- 
nules.  , 


Nov.  10  &  11. 
Sept.  29  &  30. 
Sept.  22  &  23. 
Sept.  29  &  30. 

Oct.  13  &  14. 
Deferred. 

Sept.  15  &  22. 

Oct.  20  &  21. 
Deferred. 

Sept.  29  &  30. 
Deferred. 

Sept.  22  &  Nov.  3. 


MISSISSIPPI  FLYWAY 
Alabama  . 

Arkansas . 

Illinois . 

Indiana . 

Iowa . 

Kentucky . 

Louisiana . 

Michigan  . 

Minriesota . 

Mississippi . 

Missouri . 

Ohio . 

Tennessee  . 

Wisconsin  . 

CENTRAL  FLYWAY 
Colorado . 


Kansas  (4)  ... 

Montana . 

Nebraska  (5) 
New  Mexico 


North  Dakota  . 

Oklahoma . 

South  Dakota  (6) 

Texas  . 

Wyomir}g . 


PACIFIC  FLYWAY 

Arizona  . 

California . 


Colorado 
Idaho . 


Ducks,  mergansers,  coots,  geese,  moorhens,  and  galli- 
nules. 


Ducks,  geese,  mergansers,  coots,  moorhens,  and  galli- 
nules. 

Ducks,  geese,  mergansers,  coots,  moorhens,  and  galli- 
nules. 


Ducks,  geese,  mergansers,  coots,  moorhens,  and  galli- 
nules. 

Ducks,  dark  geese,  mergansers,  and  coots . 

Mountain/Foothills  Zone  . 

Northeast  Zone . 

Southeast  Zone  . 


Ducks,  geese,  mergansers,  and  coots . . 

Ducks,  geese,  mergansers,  and  coots . 

Ducks,  mergansers,  coots,  and  moorhens 

North  Zone . . . 

South  Zone  . 

Ducks,  geese,  mergansers,  and  coots . 


Ducks,  Canada  geese,  mergansers,  and  coots 


Ducks,  geese,  mergansers,  and  coots 

Zone  1  . 

Zone  2 . 


Feb.  9  &  10. 

Deferred. 
Deferred. 
Deferred. 
Deferred  . 
Deferred. 
Deferred. 

Sept.  15  &  16. 

Sept.  8. 

Deferred. 

Deferred. 

Deferred. 

Deferred. 

Sept.  15  &  16. 


Sept.  22  &  23. 
Sept.  22  &  23. 
Oct.  20&21. 
Deterred. 

Sept.  22  &  23. 
Deferred. 

Sept.  29  &  30. 
Oct.  13  &  14. 
Sept.  15  &  16. 
Deferred. 

Sept.  22  &  23. 
Deferred. 

Sept.  29  &  30. 
Sept.  15&  16. 


Ducks,  geese,  mergansers,  coots,  moorhens,  gallinules, 
and  brant. 

Northeastern  Zone . 

Remainder  of  State . 

Ducks,  geese,  mergansers,  and  coots . 

Ducks,  Canada  geese,  mergansers,  coots,  moorhens,  and 
gallinules. 


Deferred. 


Sept.  22  &  23. 
Deferred. 

Oct.  13  &  14. 
Sept-.  29  &  30. 
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Season  dates 

Montana . 

Ducks,  geese,  mergansers,  and  coots . 

Sept.  22  &  23. 

Nevada  . 

Ducks,  geese,  mergansers,  coots,  moorhens,  and  galli- 
nules. 

Northeast  Zone  . 

Sept.  15  &  Jan.  12. 

Rest  of  State . 

Deferred. 

New  Mexico . . . 

Ducks,  mergansers,  moorhens,  and  coots . 

Oct.  6  &  7. 

Oregon  (7)  . 

Ducks,  Canada  geese,  mergansers,  coots,  moorhens,  and 
gallinules. 

Sept.  22  &  23. 

Utah . 

Ducks,  geese,  mergansers,  coots,  moorhens,  and  galli¬ 
nules. 

Sept.  22. 

Washington . 

Ducks,  Canada  geese,  mergansers,  and  coots . 

Sept.  22  &  23. 

Wyoming . 

Ducks,  dark  geese,  mergansers,  and  coots . 

Sept.  15  &  16. 

(1)  In  Maryland,  the  accompanying  adult  must  be  at  least  21  years  of  age  and  possess  a  valid  Maryland  hunting  license  (or  be  exempt  from 
the  license  requirement).  This  accompanying  adult  may  not  shoot  or  possess  a  firearm. 

(21  In  New  York,  the  daily  bag  limit  for  Canada  geese  is  2. 

(3)  In  West  Virginia,  the  accompanying  adult  must  be  at  least  21  years  of  age. 

(4)  In  Kansas,  the  adult  accompanying  the  youth  must  possess  any  licenses  and/or  stamps  required  by  law  for  that  individual  to  hunt  water- 
fowl. 


(5)  In  Nebraska,  see  State  regulations  for  additional  information  on  the  daily  bag  limit. 

(6)  In  South  Dakota,  the  limit  for  Canada  geese  is  3,  except  in  areas  where  the  Special  Early  Canada  goose  season  is  open.  In  those  areas, 
the  limit  is  the  same  as  for  that  special  season. 

(7)  In  Oregon,  the  goose  season  is  closed  for  the  youth  hunt  in  the  Northwest  Special  Permit  Goose  Zone  and  the  Northwest  General  Zone. 


■  7.  Section  20.106  is  revised  to  read  as 
follows: 

§20.106  Seasons,  limits,  and  shooting 
hours  for  sandhill  cranes. 

Subject  to  the  applicable  provisions  of 
the  preceding  sections  of  this  part,  areas 
open  to  hunting,  respective  open 
seasons  (dates  inclusive),  shooting  and 
hawking  hours,  and  daily  bag  and 
possession  limits  on  the  species 
designated  in  this  section  are  as  follows: 

Shooting  and  hawking  hours  are  one- 
half  hour  before  sunrise  until  sunset, 
except  as  otherwise  noted.  Area 


descriptions  were  published  in  the  July 
20,  2012,  Federal  Register  (77  FR 
42920). 

Federally  authorized.  State-issued 
permits  are  issued  to  individuals,  and 
only  the  individual  whose  name  and 
address  appears  on  the  permit  at  the 
time  of  issuance  is  authorized  to  take 
sandhill  cranes  at  the  level  allowed  by 
the  permit,  in  accordance  with 
provisions  of  both  Federal  and  State 
regulations  governing  the  hunting 
season.  The  permit  must  be  carried  by 
the  permittee  .when  exercising  its 
provisions  and  must  be  presented  to  any 


law  enforcement  officer  upon  request. 
The  permit  is  not  transferable  or 
assignable  to  another  individual,  and 
may  not  be  sold,  bartered,  traded,  or 
otherwise  provided  to  another  person.  If 
the  permit  is  altered  or  defaced  in  any 
way,  the  permit  becomes  invalid. 

CHECK  STATE  REGULATIONS  FOR 
AREA  DESCRIPTIONS  AND  ANY 
ADDITIONAL  RESTRICTIONS. 

Note:  States  with  deferred  seasons  may 
select  those  seasons  at  the  same  time  they 
select  waterfowl  seasons  in  August.  Consult 
late-season  regulations  for  further 
information. 


Season  dates 


Limits 


Bag 


Possession 


MISSISSIPPI  FLYWAY 

Kentucky  . 

Minnesota  (1): 

NW  Goose  Zone . 

CENTRAL  FLYWAY 

Colorado  (1 )  . 

Kansas  (^)(2){3) . 

Montana: 

Regular  Season  Area  (1 ) 
Special  Season  Area  (4) 


New  Mexico: 

Regular  Season  Area  (1) . 

Middle  Rio  Grande  Valley  Area  (4)(5) 


Southwest  Area  (4) 


Estancia  Valley  (4) . 

North  Dakota  (1): 

Area  1  . 

Area  2  . 

Oklahoma  {1)  . 

South  Dakota  (1) . 1  Sept.  22-Nov.  18 

Texas  (1) . 1  Deferred  . . 


Deferred  . 

Sept.  15-Oct.  21  , 

Sept.  29-Nov.  25 
Nov.  7-Jan.  3 . . 


Sept.  29-Nov.  25 
Sept.  8-Sept.  30  . 


Oct.  31 -Jan.  31  . 

Oct.  27-Oct.  28  &  . 

Nov.  10  only  &  . 

Nov.  17-Nov.  18  & 
Dec.  1-Dec.  2  &  .... 
Jan.  12-Jan.  13  .... 
Oct.  27-Nov.  4  &  .. 

Jan.  5-Jan.  6  . 

Oct.  27-Nov.  4  . 


2  per  season 


Sept.  15-Nov.  11 
Sept.  15-Oct.  21 
Deferred  . 
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1 

Limits 

! 

Bag 

Possession 

Wyoming: 

Regular  Season  (Area  7)  (1)  . 

Sept.  15-Nov.  11  . 

3 

6 

Riverton-Boysen  Unit  (Area  4)  (4) . j 

Sept.  15-Oct.  7 . 

1  per  season 

Big  Horn,  Hot  Springs,  Park,  and  Washakie  Coun-  i 

Sept.  15-Oct.  7  . 

1  per  season 

ties  (Area  6)  (4).  j 

PACIFIC  FLYWAY 

Arizona  (4):  j 

— 

Nov.  9-Nov.  11  & . 

3  per  season 

1 

Nov.  16-Nov.  18  & . . 

3  per  season 

! 

Nov.  20-Nov.  22  & . 

3  per  season 

Nov.  24-Nov.  26  & . 

3  per  season 

Nov.  28-Nov.  30  & . 

3  per  season 

Dec.  7-Dec.  9  . 

3  per  season 

Lower  CO  River  Hunt  Area . 

Closed 

Idaho  (4): 

Areas  1  &  6 . 

Sept.  1-Sept.  30  . 

3 

9  per 

• 

Areas  2-5  . 

1  Sept.  1-Sept.  15  . 

3 

season 
9  per 
season 
2  per 

Montana  . 

!  Special  Season  Area  (4) . . . 

Sept.  8- 

j  Sept.  30 

season 

Utah  (4); 

Rich  County  . 

i  Sept.  1-Sept.  9  . 

1  per  season 

Cache  County  . 

Sept.  1-Sept.  9  . 

1  per  season 

Eastern  Box  Elder  County  . 

Sept.  1-Sept.  9  . 

1  per  season 

Uintah  County  . 

,Sept.  22-Sept.  30  . 

1  per  season 

Wyoming  (4): 

Bear  River  Area  (Area  1) . 

Sept.  1-Sept.  8  . 

1  per  season 

Salt  River  Area  (Area  2)  . .'. . 

Sept.  1-Sept.  8  . 

1  per  season 

Eden-Farson  Area  (Area  3)  . . 

Sept.  1-Sept.  8  . 

1  per  season 

Uinta  County  (Area  5) . 

Sept.  1-Sept.  8  . 

1  per  season 

(1)  Each  person  participating  in  the  regular  sandhill  crane  seasons  must  have  a  valid  sandhill  crane  hunting  permit  and/or  a  State-issued  Har¬ 
vest  Information  Survey  Program  (HIP)  certification  for  game  bird  hunting  in  their  possession  while  hunting. 

(2)  In  Kansas,  shooting  hours  are  from  sunrise  until  sunset. 

(3)  In  Kansas,  each  person  desiring  to  hunt  sandhill  cranes  is  required  to  pass  an  annual,  online  sandhill  crane  identification  examination. 

(4)  Hunting  is  by  State  permit  only.  See  State  regulations  for  further  information. 

(5)  In  New  Mexico,  in  the  Middle  Rio  Grande  Valley  Area,  the  season  is  only  open  for  youth  hunters  on  November  10.  See  State  regulations 
for  further  details. 


■  8.  Section  20.109  is  revised  to  read  as 
follows: 

§20.109  Extended  seasons,  limits,  and 
hours  for  taking  migratory  game  birds  by 
falconry. 

Subject  to  the  applicable  provisions  of 
the  preceding  sections  of  this  part,  areas 
open  to  hunting,  respective  open 

Daily  bag  limit  . ' . 

Possession  limit  . 

These  limits  apply  to  falconry  during 
both  regular  hunting  seasons  and 
extended  falconry  seasons — unless 
further  restricted  by  State  regulations. 
The  falconry  bag  and  possession  limits 
are  not  in  addition  to  regular  season 
limits.  Unless  otherwise  specified, 
extended  falconry  for  ducks  does  not 


seasons  (dates  inclusive),  hawking 
hours,  and  daily  bag  and  possession 
limits  for  the  species  designated  in  this 
section  are  prescribed  as  follows: 

Hawking  hours  are  one-half  hour 
before  sunrise  until  sunset  except  as 
otherwise  noted.  Area  descriptions  were 
published  in  the  July  20,  2012,  Federal 
Register  (77  FR  42920).  For  those 


include  sea  ducks  within  the  special  sea 
duck  areas.  Only  extended  falconry 
seasons  are  shown  below.  Many  States 
permit  falconry  during  the  gun  seasons. 
Please  consult  State  regulations  for 
details. 

For  ducks,  mergansers,  coots,  geese, 
and  some  moorhen  seasons;  additional 


extended  seasons  for  ducks,  mergansers, 
and  coots,  eurea  descriptions  were 
published  in  an  August  17,  2012, 
Federal  Register  and  will  be  published 
again  in  a  late-September  2012,  Federal 
Register. 

CHECK  STATE  REGULATIONS  FOR 
AREA  DESCRIPTIONS  AND  ANY 
ADDITIONAL  RESTRICTIONS. 


season  days  occurring  after  September 
30  will  be  published  with  the  late- 
season  selections.  Some  States  have 
deferred  selections.  Consult  latq-season 
regulations  for  further  information. 


3  migratory  birds,  singly  or  in  the  aggregate. 
6  migratory  birds,  singly  or  in  the  aggregate. 
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ATLANTIC  FLYWAY: 

Delaware  . 1  Doves 

Rails  . 

Woodcock  and  snipe 
Florida . 1  Doves  . 


Georgia  .. 
Maryland 


North  Carolina 
Pennsylvania  . 

Virginia . 


Louisiana  . 
Minnesota 

Missouri  ... 


Ohio  . 

Tennessee 

Wisconsin  . 


CENTRAL  FLYWAY 

Montana  (2)  . 

Nebraska  . 


New  Mexico 


North  Dakota 
South  Dakota 


Texas  . 

Wyoming 


PACIFIC  FLYWAY 

Arizona  . 

New  Mexico . 


MISSISSIPPI  FLYWAY 
Illinois . 


Indiana 


Rails  . 

Woodcock  . 

Common  moorhens  . . 

Moorhens,  gallinules,  and  sea  ducks 

Doves  . 

Rails  . 

Woodcock  . 

Doves  . 

Rails,  moorhens,  and  gallinules . 

Woodcock  . . 

Doves  . 

Rails  . . 

Woodcock  and  snipe  . 

Moorhens  and  gallinules . 

Doves  . 


Woodcock 


Rails 


Doves  . 

Rails  . 

Woodcock  . 

Doves  . 

Woodcock  . 

Ducks,  mergansers,  and  coots  (1)  . 

Doves  . 

Woodcock  . 

Woodcock  . 

Rails  and  snipe  . ! . 

Doves  . 

Doves  . . . 

Ducks,  mergansers,  and  coots  . 

Ducks,  coots,  and  geese  . . 

Doves  . 

Ducks  (1) . 

Rails,  snipe,  moorhens,  and  gallinules  (1) 

Woodcock  . 

Ducks,  mergansers,  and  coots  . 


Ducks,  mergansers,  and  coots  (1) 
Ducks,  mergansers,  and  coots  . 


Doves 


Band-tailed  pigeons 


Ducks  and  coots 
Sandhill  cranes  . 


Common  moorhens  . 

Sora  and  Virginia  rails  . 

Ducks,  mergansers,  and  coots  . 

Snipe  . 

Ducks,  mergansers,  and  coots  (1) 


North  Zone 


High  Plains 
Low  Plains  . 
North  Zone 
South  Zone 
North  Zone 
South  Zone 


Doves  . 

Rails,  gallinules,  and  woodcock 

Rails  . 

Ducks,  mergansers,  and  coots  . 


Doves 

Doves 


High  Plains  . 
Low  Plains  .. 
North  Zone  . 
Middle  Zone 
South  Zone  . 


Zone  1 
Zone  2 


Extended  falconry  dates 


Regular  Season  Area 
Estancia  Valley  Area  . 


North  Zone 


Oct.  1-Oct.  12  &  Jan.  13-Feb.  6. 

Nov.  9-Dec.  16. 

Jan.  7-Mar.  9. 

Oct.  30-Nov.  9  &  Nov.  26-Dec.  7  &  Jan.  7- 
Jan.  20. 

Nov.  10-Dec.  16. 

Nov.  24-Dec.  17  &  Feb.  1-Mar.  10. 

Nov.  10-Dec.  14. 

Nov.  26-Dec.  7  &  Jan.  28-Feb.  1 . 

Oct.  7-Oct.  31  &  Jan.  4-Jan.  15. 

Nov.  10-Dec.  16. 

Oct.  1-Oct.  25  &  Feb.  2-Mar.  10. 

Oct.  13-Nov.  17. 

Nov.  17-Dec.  22. 

Nov.  5-Dec.  8  &  Feb.  1-Feb.  28. 

Oct.  1-Oct.  26  &  Nov.  26-Dec.  7. 

Nov.  10-Dec.  15. 

Sept.  1-Oct.  12  &  Nov.  26-Dec.  15. 

Nov.  10-Dec.  15. 

Oct.  14-Oct.  16  &  Dec.  13-Dec.  27  &  Jan. 
13-Jan.  31. 

Oct.  17-Oct.  26  &  Nov.  3-Dec.  5  &  Jan.  13- 
Jan.  31. 

Sept.  30  &  Nov.  1 8-Dec.  23. 

Oct.  29-Nov.  2  &  Nov.  15-Dec.  16. 

Sept.  1-Sept.  7  &  Nov.  17-Dec.  16. 

Sept.  1-Oct.  19  &  Dec.  4-Dec.  16. 

Oct.  24-Nov.  8  &  Jan.  I^an.  21. 

Sept.  20-Oct.  14  &  Nov.  29-Jan.  4. 

Sept.  27-Sept.  30. 

Sept.  17-Oct.  3. 

Oct.  28-Dec.  17  &  Feb.  1-Feb.  11. 

Sept.  1-Sept.  21  &  Nov.  6-Dec.  16. 

Nov.  6-Dec.  16. 

Nov.  10-Dec.  16. 

Nov.  10-Dec.  16. 

Sept.  8-Sept.  23. 

Sept.  1-Sept.  16. 

Sept.  27-Oct.  12  &  Oct.  29-Nov.  18. 

Sept.  13-Oct.  18. 

Sept.  1-Sept.  21. 

Sept.  1-Sept.  21. 

Sept.  15-Sept.  16. 

Sept.  19-Sept.  28. 

Sept.  8-Sept.  16. 

Sept.  8-Sept.  23. 

Nov.  1 0-Nov.  1 2  &  Nov.  28-Dec.  31 . 

Oct.  10-Nov.  12  &  Nov.  28-Nov.  30. 

Sept.  21-Dec.  16. 

Oct.  21 -Jan.  15. 

Sept.  15-Sept.  23. 

Oct.  17-Oct.  30. 

Nov.  5-Dec.  25. 

Dec.  8-Jan.  13. 

Nov.  24-Dec.  30. 

Sept.  3-Sept.  7  &  Sept.  10-Sept.  14. 

Sept.  3-Sept.  7  &  Sept.  10-Sept.  14. 

Sept.  1-Sept.  8. 

Sept.  1-Sept.  14  &  Sept.  17-Sept.  21. 

Sept.  1-Sept.  14  &  Sept.  15-Sept.  19. 

Sept.  1-Sept.  14  &  Sept.  17-Sept.  21. 

Nov.  15-Dec.  21. 

Jan.  28-Feb.  11. 

Nov.  10-Dec.  16. 

Sept.  29-Oct.  5  &  Oct.  22-Oct.  24. 

Sept.  15-Sept.  16  &  Nov.  26-Dec.  3. 

Sept.  16-Nov.  1. 

Nov.  10-Nov.  12  &  Nov.  28-Dec.  31. 
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Extended  falconry  dates 

j 

i 

Oreoon . ^ 

Band-tailed  pigeons  . 

South  Zone . 

North  Zone  . 

South  Zone . 

Oct.  10-Nov.  12  &  Nov.  28-Nov.  30. 

Sept.  21 -Dec.  16. 

Oct.  21 -Jan.  15. 

Oct.  1-Dec.  16. 

Sept.  1-Sept.  14  &  Sept.  24-Dec.  16. 

Oct.  1-Dec.  16. 

Oct.  1-Dec.  16. 

Nov.  10-Dec.  16. 

Sept.  15-Sept.  16. 

^  Doves  . 

Utah  . i 

Band-tailed  pigeons  (3) . 

!  Doves  and  band-tailed  pigeons  . 

Washington . i 

I  Doves  . 

Wyoming . 

Rails  . 

Ducks,  mergansers,  and  coots  (1)  . 

(1)  Additional  days  occurring  after  September  30  will  be  published  with  the  late-season  selections. 

(2)  In  Montana,  the  bag  limit  is  2  and  the  possession  limit  is  6. 

(3)  In  Oregon,  no  more  than  1  pigeon  daily  in  bag  or  possession. 


(FR  Doc.  2012-21294  Filed  8-30-12;  8:45  amj 
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H.R.  1402/P.L.  112-170 
To  authorize  the  Architect  of 
the  Capitol  to  establish  battery 
recharging  stations  for 
privately  owned  vehicles  in 
parking  areas  under  the 
jurisdiction  of  the  House  of 
Representatives  at  no  net  cost 
to  the  Federal  Government. 
(Aug.  16,  2012;  126  Stat. 
1303) 

H.R.  3670/P.I..  112-171 
To  require  the  Transportation 
Security  Administration  to 
comply  with  the  Uniformed 


Services  Employment  and 
Reemployment  Rights  Act. 
(Aug.  16,  2012;  126  Stat 
1306) 

H.R.  4240/P.L.  112-172 
Ambassador  James  R.  Lilley 
and  Congressman  Stephen  J. 
Solarz  North  Korea  Human 
Rights  Reauthorization  Act  of 
2012  (Aug.  16.  2012;  126 
Stat.  1307) 

S.  351(VP.L.  112-173 
To  prevent  harm  to  the 
national  security  or 
endangering  the  military 
officers  and  civilian  employees 
to  whom  internet  publication  of 
certain  information  applies, 
and  for  other  purposes.  (Aug. 
16,  2012;  126  Stat.  1310) 
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